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Risks Related to Our Financial Position and Need for Additional Capital We will need additional funding in order to advance
development of our product candidates and commercialize our product candidates, if approved. If we arc unable to raise
capital or secure a eommereiat-partnership when needed, we could be forced to delay, reduce or eliminate our product
development programs or any potential future commercialization efforts. Our expenses may increase in connection with
our ongoing activities, particularly if and as we further SER - stage-eompany-155 clinical studies, and research, develop
and initiate clinical trials of our product candidates. In addition, if we obtain marketing approval for any of our product
candidates, we expect to incur costs related to product manufacturing and commercialization, including marketing, sales
and distribution, and may not generate meaningful product revenues or collaboration profit in the near future.
Furthermore, we have incurred signifieanttosses-sitee-and expect to continue to incur additional costs associated with
operating as a public company. Accordingly, we will need to obtain substantial additional funding in connection with our
continuing operations. If we are unable to raise capital eur— or ineeptionr-secure a partnership when needed or on
attractive terms, we could be forced to delay, reduce or ehmmate our research and development programs or any
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preelinteat-testing-which may adversely affect our ability to develop and commerecialize elinteal-triats-efour product
candidates . In addition , diseovering-we cannot guarantee that future financing will be available in sufficient amounts or
on terms acceptable to us, if at all. Additionally, market volatility resulting from current macroeconomic conditions, such
as the conflicts involving Ukraine and Russia and Israel and its surrounding regions, or other factors could also
adversely impact our ability to access capital as and when needed. Moreover, the terms of any financing may adversely
affect the holdlngs or the rlghts of our stockholders and the issuance of dddmondl the-terms-of any-finaneing-may-adversely
old 6 of-our-stoekholders-and A efaddittenal-sccurities,whether equity or debt,by us,or the
possibility of such issuance,may cause the market price of our shares to decline.The sale of additional equity or convertible




securities would dilute all of our stockholders and may decrease our stock price.The incurrence of indebtedness could result in
increased fixed payment obligations and we may be required to agree to certain restrictive covenants,such as limitations on our
ability to incur additional debt,limitations on our ability to acquire,sell,or license intellectual property rights and other operating
restrictions that could adversely impact our ability to conduct our business.We could also be required to seek funds through
arrangements with collaborators or others at an earlier stage than otherwise would be desirable and we may be required to
relinquish rights to some of our technologies or product candidates ;ebtatning regalatory-approvatfor—- or these-otherwise
agree to terms unfavorable to us, any of which may have a material adverse effect on our business, operating results and
prospects. If we are unable to obtain funding on a timely basis, we may be required to significantly curtail, delay, or
discontinue one or more of our research or development programs or any product candidates and-manufaetaring,
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eentinte-our-operations. We have identified Condmons dnd events that raise substdntml doubt 1eg¢ud1ng our dblllty to continue as
a going concern. Based on our currently available cash resources , including the capital obtained from the Transaction, and
eureurrenttevel-the expected receipt of the fixed Second Installment Payment, which is subject to material compliance
with the TSA, and considering our future eperattons— operatmg plans and our ongomg obllgatlons related eash—ﬂews—fef
the12—menthperiod-subsequent-to the Transaction da
elsewhere-inrthisAnnaatRepert-onFornmr10-1K—, we anticipate that we w 111 require addmonal fundm<y in pﬂeﬁe—t 1c end-first
quarter of 2024-2026 . Because the ability to obtain suffietent-the Second Installment Payment and additional equity or debt
other financing , including through partnerships, with terms favorable or acceptable to us cannot be considered probable
according to the applicable accounting standards because they are outside our control, there is substantial doubt about our ability
to continue as a going concern for at least 12 months from the date that our consolidated financial statements for the year ended
December 31, 2623-2024 were issued. Substantial doubt about our ability to continue as a going concern may materially and
adversely affect the price per share of our common stock, and it may be more difficult for us to obtain financing. If potential
collaborators decline to do business with us or potential investors decline to participate in any future financings due to such
concerns, our ability to increase our cash position may be limited. The perception that we may not be able to continue as a going
concern may cause others to choose not to deal with us due to concerns about our ability to meet our contractual obligations. We
have prepared our consolidated financial statements on a going concern basis, which contemplates the realization of assets and
the satisfaction of liabilities and commitments in the normal course of business. Our audited consolidated financial statements
included in this Annual Report on Form 10- K do not include any adjustments to reflect the possible inability of the Company to
continue as a going concern within 12 months after the issuance of such fmanudl statements. We wilneed-additionat-funding-in

eella-befaﬁeﬂ—pfeﬁ{—rﬁhe—neaﬁft&ufe—ﬁwﬂaefmefe—we—hd\ e memred a-nd—s1gn1ﬁcant losses since our 1ncept10n. We expect to
eontinte-to-incur additional-eosts-assoetated-with-losses for the foreseeable future and may never achieve or maintain

proﬁtablhty Smce mceptlon, we have mcurred s1gn1ﬁcant opemtma losses as—a—ptrbl-re—eeﬂapany— Our net loss from

v ontinuing operations was $ 125 . i
We—&fe—uﬂable—te—fa-tse-e&pﬁal—wheﬂ—needed-s mllllon, $ 190 1 mllllon, and $ 183 6 million or-for en-attractive-terms-the years
ended December 31 , 2024 we-could-beforeed-to-delay-, reduec-oreliminate-ourtreseareh-2023, and 2022, respectively. As of
December 31, 2024, we had and-- an accumulated deficit of $ 978. 1 million development-programs-or-any-eurrent-or-future
eommeretatizatiotrefforts- As noted above-elsewhere in this Annual Report on Form 10- K, we have identified conditions
and events that raise substantial doubt about our ability to continue as a going concern. ©ut-To date, we have financed our
operations through the public offerings of our common stock, private placements of our common stock and preferred
stock, payments under our prior collaboration agreements and loan facility. We have devoted substantially all of our
financial resources and efforts to developing our live biotherapeutics platform, identifying potential product candidates
and conducting preclinical studies and clinical trials. We have only developed one FDA- approved product, VOWST,
which was sold to SPN in September 2024. We have not completed development of any of our other product candidates,
which we call live biotherapeutic candidates, or other drugs or biologics. We expect to continue to incur significant
expenses and operating losses for the foreseeable future eapital-requirements-wit-depend-. While we plan to focus our
investment on continuing the development of SER- 155 and advancing our other wholly- owned cultivated live
biotherapeutic candidates, our expenses many— may factors-increase substantially in connection with our ongoing and

future activities . ineluding-particularly if and as we : - the-tmpaet-of-a-continted— continue inerease-the clinical



development of SER- 155 in inflatienrrates-patients receiving allo- HSCT and eor-for interestrates-other medically
vulnerable populations ; * perform the-progress-and-results-of-our elinieal-stadies-obligations under the TSA ; - the-eostof
advance research and development activities supported by partnerships; « make strategic investments in manufacturing
VOWST-capabilities; ® maintain and augment our extensive proprietary live biotherapeutic drug development know-
how that may be used to support future research and development efforts, including our intellectual property portfolio
and intellectual property that we may opportunistically acquire;  establish a sales and distribution infrastructure and
scale- up manufacturing capabilities to commercialize any products for which we have obtained and in the future may
obtain regulatory approval; * perform our obligations under any agreements with collaborators; ¢ seek to obtain
regulatory approvals for our product candidates; and * experience any delays or encounter any issues with any of the seepe
above . progress-including but not limited to failed studies , complex results , safety issues or other regulatory challenges.
To become and eosts-remain profitable, we must succeed in developing and commercializing products that generate
significant revenue. This will require us to be successful in a range of challenging activities, including completing
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feeeived—freﬂa—eemmefeial-sales-e-ﬁan-yee-ﬁetuanoduu candidates , obtalnlng regulatory approval for these product
candidates and manufacturing, marketing and selling any products or which we reeetve-marketing-have already obtained
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generate revenue that is significant enough to achleve profitablhty Because of the numerous risks and uncertainties
associated with pharmaceutical d g
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effeet-on business;-operating and-prospee we are undb e to ebfam—fuﬂd-mg—accurately predict the timing or
amount of 1ncreased expenses or when, or if, we w1ll be able to achieve profitability. Even if we do achieve profitability,
we may not be able to sustain or increase profitability on a timelyquarterly or annual basis . Our failure ;we-may-be
required-to signifteantly-eurtathdelay;-become and remain profitable would depress or-our diseontintie-onre-value and could
impair or-our mere-of-ability to raise capital, secure a partnership, expand our business, maintain our research er-and
development pregrams-oer-the-and any potential future commercialization efVOWST-efforts, diversify er-our any-product
offerlngs e&nd-rd&tes—e%be—unable—te—exp&nd—euﬁ or eperat-teﬂs—even contlnue or-our etheﬁﬂse-eapi-ta-h-ze-en—euﬁbusmess

v y yperations. Our
llmncd 0 )cmuno lll\lOl\ may make it dif llLLlll to c\dlualc Ihc success of our busmm to (Ialc dlld to assess our [uuuc viability.
Since our inception in October 2010, we have devoted substantially all of our resources to developing our clinical and
preclinical program, building our intellectual property portfolio, developing our supply chain, planning our business, raising
capital and providing general and administrative support for these operations. Other than with respect to VOWST, which was
sold to SPN approved-by-the FDA-in Apri-September 2623-2024 , we have not yet demonstrated our ability to obtain
regulatory approvals —Mereever-, and with-the-reeent-approvalef VOW-ST-we have limited experience in demonstrating our
ability to 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. Additionally, we expect our financial condition and
operating results to continue to fluctuate significantly from quarter to quarter and year to year due to a variety of factors,

including for example, the impact of the sale of our VOWST Business to SPN Restraeturing-Plan-annotneedinNovember
20623-and-substantially-implemented-byDeeember3+-2023-, many of which are beyond our control. Consequently, any

predictions made about our future success or viability may not be as accurate as they could be if we had a longer operating
history. The total amount of the Second Installment Payment and Milestone Payments we may receive from the
Transaction, and the amounts payable or due under the Profit Sharing Payments, are subject to various Risks-risks and
uncertainties. In connection with the Closing, SPN assumed certain liabilities with respect to the VOWST Business and
agreed to pay to us: * a cash payment, which was paid at Closing, of $ 100 million, less approximately $ 17. 9 million
owed by us to SPN under the prior license agreement between us and the SPN affiliate, less approximately CHF 2. 0
million in satisfaction of fees due under the Bacthera Agreement;  cash installment payments of $ 50 million, which was
received on January 15, 2025, and $ 25 million due on July 1, 2025, or the Second Installment Payment (to be reduced by
approximately $ 1. 5 million Related-related to certain employment obligations assumed by SPN, as described below),
conditioned on our material compliance with obligations under the TSA entered into at Closing between us and NESA; ¢
prepayment of the $ 60 million Prepaid Milestone tied to the achievement of the First Sales Milestone of worldwide
annual net sales of the Product of $ 150 million, which was paid in cash at Closing, which Prepaid Milestone will accrue
interest at a fixed rate of 10 % per annum until the First Sales Milestone is achieved and 5 % per annum thereafter until
the earlier of (x) the date on which the Prepaid Milestone, plus accrued interest thereon, has been repaid in full by set- off
and (y) the last day of the Milestone Period; and ¢ future Milestone Payments of (x) $ 125 million tied to the achievement
of worldwide annual net sales of the Product of $ 400 million and (y) $ 150 million tied to the achievement of worldwide
annual net sales of the Product of $ 750 million, during the Milestone Period from Closing until December 31 of the
calendar year in which the tenth anniversary of Closing occurs. As the-they Diseovery-are earned , Developmentand




RegulatoryApproval-the Milestone Payments will be satisfied as follows: (1) first, by set- ef-off against all accrued interest
on the Prepaid Milestone, (2) second, by set- off against the outstanding balance of the Prepaid Milestone until the
Prepaid Milestone has been repaid in full and (3) thereafter, in cash. If any amount of the Prepaid Milestone (and any
accrued interest thereon) remains outstanding as of following the last day of the Milestone Period, the balance thereof
(together with any interest accrued thereon) will be forgiven and the right of set- off of SPN with respect thereto will be
deemed forfeited. The Second Installment Payment due on July 1, 2025 will be reduced by approximately $ 1. 5 million
related to certain employment obligations assumed by SPN through the period prior to the Closing Date. The Second
Installment Payment and the Milestone Payments are subject to various risks and uncertainties. We must be in material
compliance with our obligations under the TSA in order to receive the Second Installment Payment and, if we are not or
if there is a dispute as to compliance, such payment could be withheld or delayed, pending resolution. The Milestone
Payments will be based on the achievement of specified worldwide net sales targets for the Product. Interest on the
Prepaid Milestone will accrue and will reduce any corresponding Milestone Payments based on the length of time it
takes to achieve the milestones. It is not possible to determine with precision as of the date of this Annual Report on
Form 10- K the amount or timing of worldwide net sales the Product will generate in the future and, therefore, it is
possible that the Milestone Payments will not be earned or will be limited by lower Product net sales than anticipated.
The specified worldwide net sales targets for the Product were based on certain assumptions about the future financial
performance of the Product, and there can be no assurance that such projections will be achieved or that the Milestone
Payments will become payable. Further, during the Profit Sharing Period, we and SPN share 50 / 50 in the net profit or
net loss achieved during the period. Amounts payable or due under the Profit Sharing Payments are uncertain and could
result in financial losses or financial gains that are less than expected. We may not be able to realize the anticipated
benefits of the Transaction, and we may face new challenges as a smaller, less diversified company. We may not be able
to realize the anticipated benefits from the Transaction, including deploying the proceeds from the Transaction to
advance SER- 155 and support our pipeline of wholly- owned cultivated live biotherapeutic candidates. Our Produet
Candidates-ability to realize Other-- the anticipated benefits of the Transaction and the success of the remaining company
is subject to various risks and uncertainties, including the possibility than-that VOWST;-we are-earty-in-our-development
efforts-of ourproducteandidates-and-may not be able to sueeessful-successfully ineurefforts-to-use our live reverse
translational-mterebiome-therapenties-biotherapeutics platform to build a pipeline of product candidates and develop additional
marketable drugs , and the possibility that we will not be able to obtain, or experience delays in obtaining, required
regulatory approvals. The Transaction resulted in the Company being a smaller, less diversified company with a more
limited remaining business concentrated on SER- 155, which recently completed a Phase 1b study in patients undergoing
allogeneic hematopoietic stem cell transplantation, and our other wholly- owned cultivated live biotherapeutic
candidates. As a result, we may be more susceptible to changing market conditions, including fluctuations and risks
particular to preclinical and clinical- stage companies, than a more diversified company, which could adversely affect
our remaining business, financial condition and results of operations. In addition, the diversification of our costs and
cash flows diminished following the Transaction, such that our results of operations, cash flows, working capital and
financing requirements may be subject to increased volatility and our ability to fund capital expenditures and
investments or satisfy other financial commitments may be diminished. We will need to secure additional funding to
maintain operations beyond our current cash runway. Based on our currently available cash resources, including the
capital obtained from the Transaction, and the expected receipt of the Second Installment Payment, which is subject to
material compliance with the TSA, and considering our future operating plans and our ongoing obligations related to the
Transaction, we anticipate that we will require additional funding in the first quarter of 2026. However, due to our
smaller business size and the early stage of development of our remaining assets, there can be no assurance that we will
be able to raise the required capital on favorable terms, or at all. This potential inability to obtain necessary funding
could have a material adverse effect on our growth prospects, financial condition, and results of operations. We may also
face new challenges with maintaining employee morale and retaining key management and other employees and
retaining existing business and operational relationships, including with third parties, employees and other
counterparties that otherwise prefer to transact with larger companies (or will only transact with smaller companies on
less favorable terms). We have broad discretion as to the use of the proceeds from the Transaction, and may not use the
proceeds effectively. We were obligated to use the proceeds from the completion of the Transaction to fully repay our
indebtedness under the Oaktree Credit Agreement. We have broad discretion with respect to the use of the remaining
proceeds of the Transaction, including to support the further advancement of SER- 155 and our other cultivated live
biotherapeutic product candidates. The results and effectiveness of the use of proceeds are uncertain, and we could spend
the proceeds in ways that do not improve our remaining business, financial condition or results of operations. Our
failure to apply these funds effectively could have an adverse effect on its business, financial condition and results of
operations. Risks Related to the Discovery, Development and Regulatory Approval of Our Product Candidates We are
early in our development efforts of certain of our product candidates and may not be successful in our efforts to use our
reverse translational platform to build a pipeline of product candidates and develop additional marketable drugs . We

are using our reverse lldl]%ldllolldl ﬁﬁefebteme—t-hef&peuﬁes—plal orm to du Ll()]) ﬁ‘nefeb-tem&llve therapeutie-biotherapeutic
candidates. We Oth v v we-are at an early stage of development
of our product Ldn(llddlL\ and our pldllmm has—net—yet—&ﬂd-ma\ never —lmd to et-hehlpplombk or marketable drugs. We are
developing addittenal-product candidates that are designed we-intend-te-devetep-to reduce infection and treat diseases where
the microbiome is implicated. We may have problems applying our technologies to these areas, and our product candidates may
not be effective in reducing infection and disease. Our product candidates may not be suitable for clinical development,




including as a result of their harmful side effects, limited efficacy or other characteristics that indicate that they are unlikely to
be products that will receive marketing approval and, if approved, achieve market acceptance. The success of our preduet-and
product candidates will depend on several factors, including the following: * completion of preclinical studies and clinical trials
with positive results; ¢ receipt of marketing approvals from applicable regulatory authorities; ¢ obtaining and maintaining patent
and trade secret protection and regulatory exclusivity for our product candidates; « making arrangements with third- party
manufacturers for, or establishing our own, commercial manufacturing capabilities; ¢ launching commercial sales of our
produets— product candidates , if and when approved, whether alone or in collaboration with others; * entering into new
collaborations throughout the development process as appropriate, from preclinical studies through to commercialization; *
acceptance of eur-preduets-and-our product candidates, if and when approved, by patients, the medical community and third-
party payors; * effectively competing with other therapies; ¢ obtaining and maintaining coverage and adequate reimbursement by
third- party payors, including government payors, for our preduets— product candidates , if approved; * protecting our rights in
our intellectual property portfolio; ¢ operating without infringing or violating the valid and enforceable patents or other
intellectual property of third parties; « maintaining a continued acceptable safety profile of our preduets— product candidates, if
approved, following approval; and » maintaining and growing an organization of scientists and business people who can
develop and commercialize our produets— product candidates and technology. If we or our collaborators do not successfully
develop and commercialize our preduets-er-product candidates we will not be able to obtain product revenue or collaboration
profit in future periods, which likely would result in significant harm to our financial position and adversely affect our stock
price. Our ¥OWSTFand-our-product candidates are based on mierobtome-live therapeuties-biotherapeutics , which is a novel
approach to therapeutic intervention. Qur ¥OWST-and-eur-product candidates are based on mierobtome-live therapeunties
biotherapeutics , a novel class of biological drugs, which are designed to treat disease by modulating the microbiome to restore
health by repairing the function of a disrupted microbiome to a non- disease state. To our knowledge, VOWST is the first oral
product based on this approach to receive FDA approval. We cannot be certain that our approach will lead to the development of
additional approvable or marketable products or that we will be able to manufacture at commercial scale. Finally, the FDA or
other regulatory authorities may lack experience in evaluating the safety and efficacy of novel product candidates based on
mierobiome-live therapeuties-biotherapeutics , which could result in a longer than expected regulatory review process, increase
our expected development costs and delay or prevent any potentlal future commerc1allzatlon of otnepfed-uet—eaﬂd-tdates—euf

drug development 1nvolves a risky, lengthy and expensive process, w1th an uncertain outcome. We may incur add1t1onal costs or
experience delays in completing, or ultlmately be unable to complete the development and potentlal future commercialization
of our product candidates. It Oth VOW v

any of our product candldates Wlll prove effectwe and safe in humans or will receive regulatory approval, and the risk of failure
through the development process is high. Before obtaining marketing approval from regulatory authorities for the sale of any
product candidate, we must complete preclinical development and then conduct extensive clinical trials to demonstrate the
safety and efficacy of our product candidates in humans. Clinical testing is expensive, difficult to design and implement, can
take many years to complete and is uncertain as to outcome. A failure of one or more clinical trials can occur at any stage of
testing, and our clinical trials may not be successful. The outcome of preclinical testing and early clinical trials may not be
predictive of the success of later clinical trials, and interim or preliminary results of a clinical trial, that we may from time to
time announce, do not necessarily predict final results. A number of companies in the pharmaceutical and biotechnology
industries have suffered significant setbacks in advanced clinical trials due to lack of efficacy or adverse safety profiles,
notwithstanding promising results in earlier studies, and we cannot be certain that we will not face similar setbacks. In addition,
we cannot be certain as to what type and how many clinical trials the FDA, or other regulatory authorities, will require us to
conduct before we may successfully gain approval to market any of our product candidates. Prior to approving a new therapeutic
product, the FDA (or other regulatory authorities) generally requires that safety and efficacy, or with respect to biological
products such as our mierobtome-live therapeutie-biotherapeutic candidates, safety, purity and potency, be demonstrated in two
adequate and well- controlled clinical trials. In some situations, evidence from a Phase 2 trial and a Phase 3 trial or from a single
Phase 3 trial can be sufficient for FDA approval, such as in cases where the trial or trials provide highly reliable and statistically
strong evidence of an important clinical benefit. We may experience numerous unforeseen events during, or as a result of,
clinical trials that could delay or prevent our ability to receive marketing approval or commercialize our product candidates,
including: * inability to generate sufficient preclinical, toxicology, or other in vivo or in vitro data to support the initiation or
continuation of clinical trials; ¢ regulatory authorities or institutional review boards or ethics committees may not authorize us or
our investigators to commence a clinical trial or conduct a clinical trial at a prospective trial site; ¢ failures or delays in reaching
agreement on acceptable clinical trial contracts or clinical trial protocols with prospective trial sites; ¢ clinical trials of our
product candidates may demonstrate undesirable side effects or produce negative or inconclusive results, and we may decide, or
regulators may require us, to conduct additional clinical trials or abandon product development programs; * the number of
patients required for clinical trials of our product candidates may be larger than we anticipate, enrollment in these clinical trials
may be slower than we anticipate or participants may drop out of these clinical trials at a higher rate than we anticipate; * our



third- party contractors may fail to comply with regulatory requirements or meet their contractual obligations to us in a timely
manner, or at all; « we may have to suspend or terminate clinical trials of our product candidates for various reasons, including a
finding that the participants are being exposed to unacceptable health risks; * regulatory authorities or institutional review
boards or ethics committees may require that we or our investigators suspend or terminate clinical research for various reasons,
including noncompliance with regulatory requirements or a finding that the participants are being exposed to unacceptable
health risks; ¢ the cost of clinical trials of our product candidates may be greater than we anticipate; * the supply or quality of
our product candidates or other materials necessary to conduct clinical trials of our product candidates may be insufficient or
inadequate; * regulatory authorities may revise the requirements for approving our product candidates, or such requirements may
not be as we anticipate; and ¢ regarding trials managed by any current or future collaborators, our collaborators may face any of
the above issues, and may conduct clinical trials in ways they view as advantageous to them but potentially suboptimal for us. If
we are required to conduct additional clinical trials or other testing of our product candidates beyond those that we currently
contemplate, if we are unable to successfully complete clinical trials of our product candidates or other testing, if the results of
these trials or tests are not positive or are only modestly positive or if there are safety concerns, we may: ¢ be delayed in
obtaining marketing approval for our product candidates; ¢ lose the support of current or any future collaborators, requiring us to
bear more of the burden of development of certain compounds; * not obtain marketing approval at all; * obtain marketing
approval in some countries and not in others; * obtain approval for indications or patient populations that are not as broad as we
intend or desire; * obtain approval with labeling that includes significant use or distribution restrictions or safety warnings; * be
subject to additional post- marketing testing requirements; ¢ be subject to increased pricing pressure; or * have the product
removed from the market after obtaining marketing approval. Clinical trials must be conducted in accordance with the FDA and
other applicable regulatory authorities’ legal requirements, regulations and guidelines, and remain subject to oversight by these
governmental agencies and ethics committees or IRBs at the medical institutions where such clinical trials are conducted. 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. These 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 applicable clinical trial protocols, adverse findings from
inspections of clinical trial sites by the FDA or comparable foreign regulatory authorities, unforeseen safety issues or adverse
side effects, failure to demonstrate a benefit from using a product candidate, changes in governmental regulations or
administrative actions or lack of adequate funding to continue the clinical trial. In addition, changes in regulatory requirements
and policies may occur, and we may need to amend clinical trial protocols to comply with these changes. Amendments may
require us to resubmit our clinical trial protocols to regulators, IRBs or ethics committees for reexamination, which may impact
the costs, timing or successful completion of a clinical trial. Additional clinical trials or changes in our development plans could
cause us to incur significant development costs, delay or prevent the potential future commercialization of our product
candidates or otherwise adversely affect our business. In addition, many of the factors that cause, or lead to, the termination
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. We do not know whether any of our preclinical studies or clinical trials will begin as
planned, will need to be restructured or will be completed on schedule, or at all. Significant preclinical or clinical trial delays
also could shorten any periods during which we may have the exclusive right to commercialize our product candidates or allow
our competitors to bring products to market before we do, potentially impairing our ability to successfully commercialize our
product candidates and harming our business and results of operations. In addition, the FDA’ s and other regulatory authorities’
policies may change and additional government regulations may be enacted with respect to clinical trials. For instance, the
regulatory landscape related to clinical trials in the European Union, or EU, recently evolved. The EU Clinical Trials Regulation,
or CTR, which was adopted in April 2014 and repeals the EU Clinical Trials Directive, became applicable on January 31, 2022.
While the EU Clinical Trials Directive required a separate clinical trial application, or CTA, to be submitted in each member
state in which the clinical trial takes place, to both the competent national health authority and an independent ethics committee,
the CTR introduces a centralized process and only requires the submission of a single application for multi- center trials. The
CTR allows sponsors to make a single submission to both the competent authority and an ethics committee in each member
state, leading to a single decision per member state. The assessment procedure of the CTA has been harmonized as well,
including a joint assessment by all member states concerned, and a separate assessment by each member state with respect to
specific requirements related to its own territory, including ethics rules. Each member state’ s decision is communicated to the
sponsor via the centralized EU portal. Once the CTA is approved chnlcal study development rnay proceed The CTR fefesees—a

t-hfee-—year—transmon perrod ended on —Fh

t ireett H£0 atd-Direett t ary 2025 —Prfter—t-h—ts—date— and all chnrcal trials (-}nel-uehﬂg
fheseﬂwdﬂeh—and related appllcatlons) are NOw fully engemg)—wﬂ-l—beeeme—subj ect to the provisions of the CTR. Compliance
with the CTR requirements by us and our third- party service providers, such as contract research organizations, or CROs, may
impact our developments plans. It is currently unclear to what extent the United-Kingdom;or-UK -will seek to align its
regulations with the EU. The UK regulatory framework in relation to clinical trials is derived from existinig-the now- repealed
EU fegistation-Clinical Trials Directive (as implemented into UK law, through seeendarylegislationrthe Medicines for
Human Use (Clinical Trials ) Regulations 2004 —OnJanuary+7-, 2022;-as amended). The extent to which the regulation of
clinical trials in the UK will mirror the (EU) CTR in the long term is not yet certain, however, on December 12, 2024, the
UK government introduced a legislative proposal- the Medicines and-Healtheare-produets Reglatory-Ageneysor-for
MHRAHaunehed-aneight Human Use (Clinical Trials) Amendment Regulations 2024 - week-consultation-ontreframing



that, if implemented, will replace the BiJegistation-current regulatory framework for clinical trials swith-in the UK. The
legislative proposal aim-aims to streamline-provide a more flexible regime to make it easier to conduct clinical trials
appfe’v‘a}s-ln the UK eﬁab}e—rﬂne’v‘&t-teﬂ—enhaﬁee-lncrease the transparency of clinical trials conducted transpareney;-enabte
ores ; ; vement-in the UK and make clinical trials more patient
centered . The UK Gevefnmeﬁt—government pﬂbhshed-has prov1ded the legislative proposal to the UK Parliament for its
response-to-review and approval. Once the eensu-}tafteﬁ—erl—Mafeh—Z—l—leglslatlve proposal is approved (w1th or without
amendment) , 2023-eonfirming-that-it w - sleg v

w111 be adopted into e}esely—w&tehed-aﬁd—wrkl—determme—heﬁke}esely—fhe—UK law fegu-}aﬁeﬂs—afe—ahgﬂed—veﬂ-t-h—t-he—e"PR—Hndef

in Neft-hefﬁ—l-relaﬂd-early 2026 . A decmon by
the UK G-eveﬂa—meﬁt—government not to Closely align any new leglslatlon with the new approach that has been adopted in the
EU may have an effect on the cost of conducting clinical trials in the UK as opposed to other countries. If we are slow or unable
to adapt to changes in existing requirements or the adoption of new requirements or policies governing clinical trials, our
business may be impacted. Delays or difficulties in the enrollment of patients in clinical trials, could result in our receipt of
necessary regulatory approvals being delayed or prevented. Successful and timely completion of clinical trials will require that
we enroll a sufficient number of patient candidates. These trials and other trials we conduct may be subject to delays for a
variety of reasons, including as a result of patient enrollment taking longer than anticipated, patient withdrawal or adverse
events. These types of developments could cause us to delay the trial or halt further development. Our clinical trials will
compete with other clinical trials that are in the same therapeutic areas as our product candidates, and this competition reduces
the number and types of patients available to us, as some patients who might have opted to enroll in our trials may instead opt to
enroll in a trial being conducted by one of our competitors. Because the number of qualified clinical investigators and clinical
trial sites is limited, we expect to conduct some of our clinical trials at the same clinical trial sites that some of our competitors
use, which will reduce the number of patients who are available for our clinical trials at such clinical trial sites. In addition, there
may be limited patient pools from which to draw for clinical studies. In addition to the rarity of some diseases, the eligibility
criteria of our clinical studies will further limit the pool of available study participants as we will require that patients have
specific characteristics that we can measure or to assure their disease is either severe enough or not too advanced to include them
in a study. Patient enrollment is also affected by other factors including: * the severity of the disease under investigation; ¢ the
patient eligibility criteria for the study in question; * the perceived risks and benefits of the product candidate under study; ¢ the
availability of other treatments for the disease under investigation; * the existence of competing clinical trials; * the efforts to
facilitate timely enrollment in clinical trials; ¢ our payments for conducting clinical trials; * the patient referral practices of
physicians; ¢ the burden, or perceived burden, of the clinical study; ¢ the ability to monitor patients adequately during and after
treatment; and ¢ the proximity and availability of clinical trial sites for prospective patients. Our inability to enroll a sufficient
number of patients for our clinical trials or a delayed rate of enrollment would result in significant delays and could require us to
abandon one or more clinical trials altogether. 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
interim, top- line or preliminary data from our preclinical studies and clinical trials, which is based on a preliminary analysis of
then- available data, and the results and related findings and conclusions are subject to change following a more comprehensive
review of the data related to the particular study or trial. We also make assumptions, estimations, calculations and conclusions
as part of our analyses of data, and we may not have received or had the opportunity to fully and carefully evaluate all data. As a
result, the 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 or
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. Adverse differences between interim data and final data could
significantly harm our business prospects. Further, disclosure of interim data by us or by our competitors could result in
volatility in the price of our common stock. Further, others, including regulatory authorities, may not accept or agree with our
assumptions, estimates, calculations, conclusions or analyses or may interpret or weigh the importance of data differently, which
could impact the value of the particular program, the approvability or commercialization of the particular product candidate or
product and our company in general. In addition, the information we choose to publicly disclose regarding a particular 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, operating
results, prospects or financial condition. If we are not able to obtain, or if there are delays in obtaining, required regulatory
approvals, we or esr-any collaborators will not be able to commercialize our product candidates or will not be able to do so as
soon as anticipated, and our ability to generate revenue will be materially impaired. Our product candidates and the activities
associated with their development and potential future commercialization, including their design, testing, manufacture, safety,
efficacy, recordkeeping, labeling, storage, approval, advertising, promotion, sale and distribution, are subject to comprehensive
regulation by the FDA and other regulatory agencies in the United States and similar regulatory authorities outside the United



States. Failure to obtain marketing approval for a product candidate in any jurisdiction will prevent us and eut-any collaborators
from commercializing the product candidate in that Jurlsdrctron and may affect our plans for potentlal future comrnermahzatron
1n other Jurrsdrctlons as well. We Otherthan A-app v v e Ree A

market any of our product candldates from regulatory authorities in any jurisdiction. We have only limited experrence in filing
and supporting the applications necessary to gain marketing approvals and expect to rely on third parties to assist us in this
process. Securing marketing approval requires the submission of extensive preclinical and clinical data and supporting
information to regulatory authorities for each therapeutic indication to establish the product candidate’ s safety and efficacy, or
with respect to biologics such as our mierobtome-live therapeuntie-biotherapeutic candidates, safety, purity and potency.
Securing marketing approval also requires the submission of information about the product manufacturing process to, and
inspection of manufacturing facilities by, the regulatory authorities. Our product candidates may not be effective, may be only
moderately effective or may prove to have undesirable or unintended side effects, toxicities or other characteristics that may
preclude our obtaining marketing approval or prevent or limit commercial use. The process of obtaining marketing approvals,
both in the United States and abroad, is expensive, risky and may take many years. The scope and amount of clinical data
required to obtain marketing approvals can vary substantially from jurisdiction to jurisdiction, and it may be difficult to predict
whether a particular regulatory body will require additional or different studies than those conducted by a sponsor, especially for
novel product candidates such as our mierobtome-live therapeutie-biotherapeutic candidates. The FDA or foreign regulatory
authorities may delay, limit, or deny approval to market our product candidates for many reasons, including: our inability to
demonstrate that the clinical benefits of our product candidates outweigh any safety or other perceived risks; the regulatory
authority’ s disagreement with the interpretation of data from nonclinical or clinical studies; the regulatory authority’ s
requirement that we conduct additional preclinical studies and clinical trials; changes in marketing approval policies during the
development period; changes in or the enactment of additional statutes or regulations, or changes in regulatory review process
for each submitted product application; or the regulatory authority’ s failure to approve the manufacturing processes or third-
party manufacturers with which we contract. For instance, the EU pharmaceutical legislation is currently undergoing a complete
review process, in the context of the Pharmaceutical Strategy for Europe initiative, launched by the European Commission in
November 2020. The European Commission' s proposal for revision of several legislative instruments related to medicinal
products (potentially reducing the duration of regulatory data protection, revising the eligibility for expedited pathways, etc.)
was published on April 26, 2023. The proposed revisions remain to be agreed and adopted by the European Parliament and
European Council and the proposals may therefore be substantially revised before adoption, which is not expeeted
anticipated before early 2026 y-and-. The revisions may however have a significant impact on the biopharmaceutical industry
in the long term. Additionally, regulatory authorities have substantial discretion in the approval process and may refuse to accept
or file a marketing application if deficient. In addition, varying interpretations of the data obtained from preclinical and clinical
testing could delay, limit or prevent marketing approval of a product candidate. Any marketing approval we ultimately obtain
may be limited or subject to restrictions or post- approval commitments that render the approved product not commercially
viable. Of the large number of drugs in development, only a small percentage successfully complete the FDA or other
regulatory approval processes and are commercialized. Furthermore, our product candidates may not receive marketing approval
even if they achieve their specified endpoints in clinical trials. Clinical data are often susceptible to varying interpretations and
many companies that have believed that their products performed satisfactorily in clinical trials have nonetheless failed to obtain
regulatory authority approval for their products. The FDA or foreign regulatory authorities may disagree with our trial design
and our interpretation of data from nonclinical and clinical studies, or they may require additional confirmatory or safety
evidence beyond our existing clinical studies. Upon the FDA’ s review of data from any pivotal trial, it may request that the
sponsor conduct additional analyses of the data or gather more data and, if it believes the data are not satisfactory, could advise
the sponsor to delay submitting a marketing application. Even if we eventually complete clinical testing and receive approval of
a biologics license application, or BLA, or foreign marketing authorization for one of our product candidates, the FDA or the
applicable foreign regulatory authority may grant approval contingent on the performance of costly additional clinical trials,
which may be required after approval. The FDA or the applicable foreign regulatory authority may also approve our product
candidates for a more limited indication and / or a narrower patient population than we originally request, and the FDA, or
applicable foreign regulatory authority, may not approve the labeling that we believe is necessary or desirable for the successful
potential future commercialization of our product candidates. Any delay in obtaining, or inability to obtain, applicable
regulatory approval would delay or prevent petential commercialization of our product candidates and would materially
adversely impact our business and prospects. The development of therapeutic products targeting the underlying biology of the
human microbiome is an emerging field, and it is possible that the FDA and other regulatory authorities could issue regulations
or new policies in the future that could adversely affect our mierobiome-live therapeutte-biotherapeutic candidates. If we
experience delays in obtaining approval or if we fail to obtain approval of our product candidates, the commercial prospects for
our product candidates may be harmed and our ability to generate revenues will be materially impaired. A Fast Track
designation by the FDA may not actually lead to a faster development or regulatory review or approval process. We have and
may in the future seek Fast Track designation for some of our product candidates. If a drug or biologic is intended for the
treatment of a serious or life- threatening condition and nonclinical or clinical data demonstrate the potential to address unmet
medical needs for this condition, the drug or biologic sponsor may apply for Fast Track de51gnat10n We In-Deeember2623;-we
recelved F ast Track de51gnat10n for SER— 155 to reduce the rrsk of 1nfectron and GVHD in patlents undergorng allo- HSCT ;and
0 0 d e d . Fast Track
designation apphes to the combmatlon of the product candrdate and the spe(:lﬁc 1ndrcat10n for Wthh it is being studied. Once
granted, Fast Track designation provides increased opportunities for sponsor meetings with the FDA during preclinical and




clinical development, and a BLA submitted for a Fast Track product candidate may also be eligible for rolling review, where
the FDA may consider for review sections of the BLA on a rolling basis before the complete application is submitted, if the
sponsor provides a schedule for the submission of the sections of the BLA, the FDA agrees to accept sections of the BLA and
determines that the schedule is acceptable, and the sponsor pays any required user fees upon submission of the first section of
the application. The FDA has broad discretion whether or not to grant this designation, and even if we believe another particular
product candidate is eligible for this designation, we cannot be certain that the FDA would decide to grant it. Even with Fast
Track designation, we may not experience a faster development process, review or approval compared to conventional FDA
procedures. Fast Track designation does not assure ultimate approval by the FDA. The FDA may withdraw Fast Track
designation if it believes that the designation is no longer supported by data from our clinical development program. A
Breakthrough Therapy , or other similar designation-designations by the FDA for our product candidates may not lead to a
faster development, regulatory review or approval process, and it does not increase the likelihood that our product candidates
will receive marketing approval. In December 2024 Priorto-reeetving FBA-approvat-for VOWST-, we received Breakthrough
Therapy designation for SER- +89-155 for treatmentthe reduction of €BL-BSIs in patients 18 years and swe-older
undergoing allo- HSCT. We may secck aBreakthrough-Therapy-these or other designatiorr-designations for other-future
product candidates. A Breakthrough Therapy is defined as a drug or biologic that is intended to treat a serious or life- threatening
disease or condition, and preliminary clinical evidence indicates that the drug or biologic may demonstrate substantial
improvement over existing therapies on one or more clinically significant endpoints, such as substantial treatment effects
observed in early clinical development. For drugs or biologics that have been designated as breakthrough therapies, interaction
and communication between the FDA and the sponsor can help to identify the most efficient path for clinical development.
Drugs designated as breakthrough therapies by the FDA also receive all of the Fast Track program features, including eligibility
for rolling review of the associated marketing application. Designation as a Breakthrough Therapy is within the discretion of the
FDA. Accordingly, even if we believe one of our product candidates meets the criteria for designation as a Breakthrough
Therapy, the FDA may disagree and instead determine not to make such designation. The receipt of a Breakthrough Therapy
designation for a product candidate may not result in a faster development process, review or approval compared to
conventional FDA procedures and does not assure ultimate approval by the FDA. In addition, not all products designated as
breakthrough therapies ultimately will be shown to have the substantial improvement over available therapies suggested by the
preliminary clinical evidence at the time of designation. As a result, if a Breakthrough Therapy designation for any future
designation we receive is no longer supported by subsequent data, the FDA may rescind the designation. We may seek PRIME
designation by EMA or other designations, schemes or tools in the EU for one or more of our product candidates, which we may
not receive. Such designations may not lead to a faster development or regulatory review or approval process and do not
increase the likelihood that our product candidates will receive marketing authorization. We may seek EMA PRIME ( Prierity
PRIority Medieines-MEdicines ) designation or other designations, schemes or tools for one or more of our product candidates.
In the EU, innovative products that target an unmet medical need and are expected to be of major public health interest may be
eligible for a number of expedited development and review programs, such as the PRIME scheme, which provides incentives
similar to the Breakthrough Therapy designation in the United States. PRIME is a voluntary scheme aimed at enhancing the
European Medicines Agency’ s, or EMA, support for the development of medicines that target unmet medical needs. It is based
on increased interaction and early dialogue with companies developing promising medicines, to optimize their product
development plans and speed up their evaluation to help them reach patients earlier. The benefits of a PRIME designation
include the appointment of a rapporteur before submission of a marketing authorization application, early dialogue and scientific
advice at key development milestones, and the potential to qualify products for accelerated review earlier in the application
process. Even if we believe one of our product candidates is eligible for PRIME, the EMA may disagree and instead determine
not to make such designation. The EMA PRIME scheme or other schemes, designations, or tools, even if obtained or used for
any of our product candidates may not lead to a faster development, regulatory review or approval process compared to
therapies considered for approval under conventional procedures and do not assure ultimate approval. In addition, even if one or
more of our product candidates is eligible to the PRIME scheme, the EMA may later decide that such product candidates no
longer meet the conditions for qualification or decide that the time period for review or approval will not be shortened. Product
developers that benefit from PRIME designation may be eligible for accelerated assessment (in 150 days instead of 210 days),
which may be granted for medicinal products of major interest from a public health perspective or that target an unmet medical
need, but this is not guaranteed. The competent regulatory authorities in the EU have broad discretion whether to grant such an
accelerated assessment, and, even if such assessment is granted, we may not experience a faster development process, review or
authorization compared to conventional procedures. Moreover, the removal or threat of removal of such an accelerated
assessment may create uncertainty or delay in the clinical development of our product candidates and threaten the
commercialization prospects of our predaets-and-product candidates, if approved. Such an occurrence could materially impact
our business, financial condition and results of operatlons We may seek orphan drug de51gnat10n for some of our product
candidates but may not be able to obtain it. We previous ; d :
reeutrent-CDHand-SER-—287forpediatrie UC-and-may seek orphan drug de51gnat10n aﬂd—e*e{uswﬂy—for some of our future
product candidates. Regulatory authorities in some jurisdictions, including the United States and Europe, may designate drugs
and biologics for relatively small patient populations as orphan drugs. In the United States, the FDA may designate a drug or
biologic as an orphan drug if it is intended to treat a rare disease or condition, which is defined as a disease or condition that
affects fewer than 200, 000 individuals in the United States, or a patient population greater than 200, 000 in the United States
where there is no reasonable expectation that the cost of developing the drug will be recovered from sales in the United States.
Orphan drug designation must be requested before submitting a BLA. In the United States, orphan drug designation entitles a
party to financial incentives such as opportunities for grant funding towards clinical trial costs, tax advantages and application




fee waivers. After the FDA grants orphan drug designation, the generic identity of the drug and its potential orphan use are
disclosed publicly by the FDA. In addition, if a product with an orphan drug designation subsequently receives the first
marketing approval for the disease or condition for which it has such designation, the product is entitled to a period of marketing
exclusivity, which precludes the FDA or other regulatory authorities from approving another marketing application for the same
drug and same disease or condition during that time period, except in limited circumstances, such as a showing of clinical
superiority over the product with orphan exclusivity or where the manufacturer is unable to assure sufficient product quantity for
the orphan patient population. The applicable period is seven years in the United States and ten years in the EU. The European
exclusivity period can be reduced to six years if, at the end of the fifth year, it is established that a product no longer meets the
criteria for orphan designation, if the product is sufficiently profitable so that market exclusivity is no longer justified, or the
prevalence of the condition has increased above the orphan designation threshold. Orphan drug exclusivity may be lost if the
FDA or other regulatory authorities determine that the request for designation was materially defective or if the manufacturer is
unable to assure a sufficient quantity of the drug or biologic to meet the needs of patients with the rare disease or condition.
Exclusive marketing rights in the United States may also be unavailable if we or our collaborators seek approval for an
indication broader than the orphan de%lgnated 1ndlcatlon and may be lost if the FDA later determines that the request for
deslgnanon was materlally defectlve ; ; ' approva ; ;
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approval for any particular orphan indication due to the uncertainties associated with developing pharmaceutical products.
Further, even if we obtain orphan drug exclusivity for a product candidate, that exclusivity for a product may not effectively
protect the product from competition because different drugs and biologics can be approved for the same disease or condition.
Even after an orphan drug or biologic is approved, the FDA or other regulatory authorities can subsequently approve the same
drug or biologic for the same disease or condition if the FDA or other regulatory authorities conclude that the later drug is
clinically superior in that it is shown to be safer, more effective or makes a major contribution to patient care. Orphan drug
designation neither shortens the development time or regulatory review time nor gives the drug any advantage in the regulatory
review or approval process. Disruptions at the FDA and other government agencies caused by funding shortages or global
health concerns could hinder their ability to hire, retain or deploy key leadership and other personnel, or otherwise prevent new
or modified products from being developed, approved or commercialized in a timely manner or at all, which could negatively
impact our business. The ability of the FDA and other regulatory authorities to review and or approve new products can be
affected by a variety of factors, including government budget and funding levels, statutory, regulatory, and policy changes, the
FDA’ s and other regulatory authorities' ability to hire and retain key personnel and accept the payment of user fees, and other
events that may otherwise affect the FDA’ s and other regulatory authorities' ability to perform routine functions. Average
review times at the FDA have fluctuated in recent years as a result. In addition, government funding of other government
agencies that fund research and development activities is subject to the political process, which is inherently fluid and
unpredictable. Disruptions at the FDA and other regulatory authorities, such as the EMA, foHowing-itsreloeation-to-Amsterdam
and-resulting-staffehanges;-may also slow the time necessary for new drugs and biologics to be reviewed and / or approved by
necessary regulatory authorities, which would adversely affect our business. For example, in recent everthetastseveral-years,
the U. S. government has shut down several times and certain regulatory authorities, such as the FDA, have had to furlough
critical FDA employees and stop critical activities. Separately, in response to the COVID- 19 pandemic, the FDA postponed

most 1n§pect1on§ of dome%tlc and forelgn manufactunng facilities at various po1nt§ E—ven—t-heugh—t-he—F—DA—has—s-mee—fes&med

ad:ml-mst-f&t—ﬁfe-delays—lf a prolonged govelnment %hutdown occurs, or if renewed global health concerns eent—l-ntte—te—delay or
prevent the FDA or other regulatory authorities from conducting their regular inspections, reviews, or other regulatory activities,
it could significantly impact the ability of the FDA or other regulatory authorities to timely review and process our regulatory
submissions, which could have a matenal adverse effect on our bu%lne%i Risks Related to our Dependence on Th1rd Parties and
Manufacturlng ; abora ; ; é arre ;
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or-to-providett-ona basiseotld-ady ¢ ot stretert-sta -
eommeretal-sueeess-of VOWST-orourstoelpriee—\We rely, and expect to continue to rely, on third parties to conduct our
clinical trials, and those third parties may not perform satisfactorily, including failing to meet deadlines for the completion of
such trials. We expect to continue to rely on third parties, such as CROs, clinical data management organizations, medical
institutions and clinical investigators, to conduct and manage our clinical trials. Our reliance on these third parties for research
and development activities will reduce our control over these activities but does not relieve us of our responsibilities. For
example, we remain responsible for ensuring that each of our clinical trials is conducted in accordance with the general
investigational plan and protocols for the trial. Moreover, the FDA requires us to comply with regulatory standards, commonly
referred to as good clinical practices, or GCPs, for conducting, recording and reporting the results of clinical trials to assure that
data and reported results are credible and accurate and that the rights, safety and welfare of trial participants are protected.
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 or similar regulatory requirements outside the
United States. 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 data privacy and security laws. Other countries’ regulatory
authorities also have requirements for clinical trials with which we must comply. We also are required to register ongoing
clinical trials and post the results of completed clinical trials on a government- sponsored database, ClinicalTrials. gov, within
specified timeframes. Failure to do so can result in fines, adverse publicity and civil and criminal sanctions. Furthermore, these
third parties may also have relationships with other entities, some of which may be our competitors. If these third parties do not
successfully carry out their contractual duties, do not meet expected deadlines, experience work stoppages, terminate their
agreements with us or need to be replaced, or do not conduct our clinical trials in accordance with regulatory requirements or our
stated protocols, we may need to enter into new arrangements with alternative third parties, which could be difficult, costly or
impossible, and our clinical trials may be extended, delayed, or terminated or may need to be repeated. If any of the foregoing
occur, we may not be able to obtain, or may be delayed in obtaining, marketing approvals for our product candidates and may



not be able to, or may be delayed in our efforts to, successfully commercialize our product candidates. We also expect to rely on
other third parties to store and distribute drug supplies for our clinical trials. Any performance failure on the part of our
distributors could delay clinical development or marketing approval of our product candidates or potential commercialization of
our products , if and when approved , producing additional losses and depriving us of potential product revenue. We rely on
third parties for certain aspects of the manufacture of our product ard-preduet-candidates, and we expect to continue to do so for
the foreseeable future. This reliance on third parties increases the risk that we will not have sufficient quantities of our product
and-preduet-candidates or that such quantities may not be available at an acceptable cost, which could delay, prevent or impair
our development or potential future commercialization efforts. We rely, and expect to continue to rely, on third parties 5
neluding-Genlbet-andBaethera-for certain aspects of materials supply for our product candidates in preclinical and clinical
testing, as well as for commercial manufacture ef-VOWSTand-if any of our product candidates receive marketing approval.
This reliance on third parties increases the risk that we will not have sufficient quantities of our product candidates on a timely
basis or at all, or that such quantities will be available at an acceptable cost or qualrty, which Could delay, prevent or 1mpalr our
development or potentlal future commercialization efforts - ple; VO W d 0 d chid

We rely on thlrd par ty manufacturers Wl’llCh entarls addrtlonal risks, 1nclud1ng farlure of thlrd party manufacturers to Comply
with regulatory requirements and maintain quality assurance; ¢ failure of third- party manufacturers to perform the
manufacturing process adequately; ¢ breach of supply agreements by the third- party manufacturers; ¢ failure to supply
components, intermediates, services, or product according to our specifications; ¢ failure to supply components, intermediates,
services, or product according to our schedule or at all; « misappropriation or disclosure of our proprietary information, including
our trade secrets and know- how; and ¢ termination or nonrenewal of agreements by third- party manufacturers at times that are
costly or inconvenient for us. Third- party manufacturers may not be able to comply with current good manufacturing processes,
or cGMP, regulations or similar regulatory requirements inside or outside the United States. Our failure, or the failure of our
third- party manufacturers, to comply with applicable regulations could result in sanctions being imposed on us, including
clinical holds, fines, injunctions, civil penalties, delays, suspension or withdrawal of approvals, license revocations, seizures or
recalls of product candidates or products, operating restrictions and criminal proseeutlons any of which could slgn1ﬁcantly and
adversely affeet supplres of our products if and When - 0 e v VOW

manufacturers are unable to comply with CGMP regulatron or similar regulatory requirements outsrde the Unlted States or if the
FDA or other regulatory authorities do not approve their facility upon a pre- approval inspection, our therapeutic candidates may
not be approved or may be delayed in obtaining approval. In addition, there are a limited number of manufacturers that operate
under cGMP regulations and similar regulatory requirements outside the United States that might be capable of manufacturing
our products , if and when approved . Therefore, our product candidates and any future products that we may develop may
compete with other products for access to manufacturing facilities. Any failure to gain access to these limited manufacturing
facilities could severely impact the clinical development, marketing approval and potential future commercialization of our
product candidates. Any performance failure on the part of our existing or future manufacturers could delay clinical
development or marketing approval . Furthermore, if we breach or are perceived to breach our contractual obligations or
otherwise default under our agreements with third parties, or if we otherwise have contractual disputes with such third
parties, it may lead to adverse outcomes, including potential delays, unforeseen expenses, or the termination of those
contracts . We do not currently have a second source for certain required materials used for the manufacture of finished
product. If our current manufacturers cannot perform as agreed, we may be required to replace such manufacturers and we may
be unable to replace them on a timely basis or at all. Our current and anticipated future dependence upon others for the
manufacture of our product candidates or products could delay, prevent or nnpa1r our development and potential future
commercialization efforts. We an val-we-have limited verytittle
experience manufacturing our product candrdates commercrally, and we cannot assure you that we can manufacture our product
candidates in compliance with regulations at a cost or in quantities necessary to make them commercially viable. We have
manufacturing facilities at our Cambridge and-Waltharr, Massachusetts locations where we conduct process development,
scale- up activities , anda-pertionefthe manufacture of mrefebteme-actlve components for our t-hefa-petr&es» blotherapeutlc
candldates, and as—wel-l—as—eeneluet—quahty control testlng -

We addltlonally

utlllze eufreﬁtly—mtend—te—rely—m—paﬁ—on—thnd party contract manufacturers and test labs to perform product packaging and
addltlonal quallty control testlng We may or may not utilize ex1st1ng fac1ht1es and thlrd- party vendors for future

pfeduet—eaﬂdidates—fer—producnon at—a— 1nclud1ng to support commercral seale supply We have no experience in
manufacturing ;-w y v efour product candidates to meet potential
market demands —We-and we may not be able to develop Conlnlereral scale manufacturing facilities that are adequate to
produce materials for commercial use. The FDA and other comparable foreign regulatory authorities must, pursuant to
inspections that are conducted after submitting a BLA or relevant foreign marketing submission, confirm that the
manufacturing processes for the product meet cGMP or similar regulatory requirements outside the United States. We




have not yet had our manufacturing facilities inspected for our product candidates. The cquipment and facilities employed
in the manufacture of pharmaceuticals are subject to stringent qualification requirements by regulatory agencies, including
valldqtron of t"lcrhty, equlpment systems, processes and dnalytlcs We may be subject to lengthy del"lys dnd expense m

tfe&tmeﬂt—fer—reeﬁﬁe&t—GDl—&ﬂd-eveﬁ—lf any of our produet candlddtes receive mdrketmg approval %%T—e%our produet

candlddtes may nonetheless fail to gain sufficient market dcceptdnce by physrcrans patlents third- party pdyors and others in-

degree of market acceptance of %%T—ehmy of our product candidates, if approved will depend on a number of t"lctors
including: - their efficacy, safety and other potential advantages compared to alternative treatments; * the clinical indications for
which such products are approved; ¢ our ability to offer them for sale at competitive prices; ¢ their convenience and ease of
administration compared to alternative treatments; * the willingness of the target patient population to try new therapies and of
physicians to prescribe these therapies; ¢ the strength of marketing and distribution support; ¢ the availability of third- party
coverage and adequate reimbursement for our product candidates; * the prevalence and severity of their side effects and their
overall safety profiles; ¢ any restrictions on the use of our products , if and when approved, together with other medications; *
interactions of our products , if and when approved, with other medicines patients are taking; and ¢ the ability of patients to
take our products , if and when approved . If we ereureetaborators-arc unable to establish effective sales, marketing and
distribution capabilities or enter into agreements with third parties with such capabilities, we er-etreeHaboraters-may not be
successful in commercializing VOWST-er-any of our product candidates if and when they are approved. We have employees
with experience in sales and marketing, but we have limited sales or marketing infrastructure and, as a company, have little
experience in the sale, marketing, and distribution of pharmaceutical products. To achieve commercial success forVOWSTor
for any other product for which we obtdm marketing approval we Wlll need to establish a sales and mdrketmg orgamzqtlon and

at-s8 ' y —In-the future, we
expect to build a focused sales and marketum infrastructure, or certain components of such infrastructure, if we were to market

ereo—premote-VOWST-and-our product candidates, if and when they are approved in the United States and potentially
elsewhere. There are risks involved with establishing our own sales, marketing and distribution capabilities. For example,




recruiting and training a sales force is expensive and time- consuming and could delay the launch of any approved product
{euneh-. If the commercial launch of a product candidate for which we recruit a sales force and establish marketing capabilities
is delayed or does not occur for any reason, we would have prematurely or unnecessarily incurred these commercialization
expenses. This may be costly, and our investment would be lost if we or esr-any collaborators cannot retain or reposition sales
and marketing personnel. Factors that may inhibit efforts to commercialize our preduets— product candidates, if and when
approved, include: ¢ inability to recruit, train and retain adequate numbers of effective sales and marketing personnel; ¢ the
inability of sales personnel to obtain access to or educate physicians on the benefits of our products; ¢ the lack of complementary
products to be offered by sales personnel, which may put us at a competitive disadvantage relative to companies with more
extensive product lines; * unforeseen costs and expenses associated with creating an independent sales and marketing
orgamzatlon and e inability to obtain sufficient coverage and reimbursement from third- party payors and governmental
agencies. Outside the United States, we intend to rely and may increasingly rely on third parties sineluding Nestté;-to sell,
market and distribute ¥0W-SF-and-our product candidates, if and when approved. We may not be successful in entering into
arrangements with such third parties or may be unable to do so on terms that are favorable to us. In addition, eur-produet
revente-oreoHtaberationprefitand-our profitability, if any, may be lower if we rely on third parties for these functions than if
we were to market, sell and distribute any products that we develop ourselves. We likely will have little control over such third
parties, and any of them may fail to devote the necessary resources and attention to sell and market our preduets-- product
candidates, if and when they are approved, cffectively. If we do not establish sales, marketing and distribution capabilities
successfully, either on our own or in collaboration with third parties, we will not be successful in commercializing our product
candidates. We face substantial competition, which may result in others discovering, developing or commercializing competing
products before or more successfully than we do. The development and commercialization of new drug and biologic products is
highly competitive and is characterized by rapid and substantial technological development and product innovations. We and
etreoHaboraters-face competition with respect to VOWST-and-our ethercurrent product candidates and will face competition
with respect to any product candidates that we may seek to develop or commercialize in the future, from major pharmaceutical
companies, specialty pharmaceutical companies and biotechnology companies worldwide. We are aware of a number of large
pharmaceutical and biotechnology companies, as well as smaller, early- stage companies, that are pursuing the development or
commercialization of products, including mierobiome-live therapeuties-biotherapeutics , for redueing-Cbland-other-discase
indications we are targeting. Some of these competitive products and therapies are based on scientific approaches that are the
same as or 51m11ar to our approach and others may be based on entirely different approaches —Forexample; FMTis-aproeedure
hat-hasres 0 3 atesforree . Potential competitors also include academic institutions,
government agencies, not- for- proﬁts and other pubhc and private research organizations that conduct research, seek patent
protection and establish collaborative arrangements for research, development, manufacturing and commercialization. Many of
the companies against which we are competing or against which we may compete in the future have significantly greater
financial resources, established presence in the market and expertise in research and development, manufacturing, preclinical
testing, conducting clinical trials, obtaining regulatory approvals and reimbursement and marketing approved products than we
do. Mergers and acquisitions in the pharmaceutical and biotechnology industries may result in even more resources being
concentrated among a smaller number of our competitors. These third parties compete with us in recruiting and retaining
qualified scientific, sales and marketing and management personnel, establishing clinical trial sites and patient registration for
clinical trials, as well as in acquiring technologies complementary to, or necessary for, our programs. Our commercial
opportunity could be reduced or eliminated if our competitors develop and commercialize products that are more effective, have
fewer or less severe side effects, are more convenient or are less expensive than any products that we have or may in the future
develop. Our competitors also may obtain FDA or other regulatory approval for their product candidates 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, especially for any competitor developing a mierobtome-live therapeutie-biotherapeutic which will likely share
our same regulatory approval requirements. In addition, our ability to compete may be affected in many cases by insurers or
other third- party payors seeking to encourage the use of generic or biosimilar products. Even if we are able to commercialize
VOWST-erany of our product candidates, if approved, the products may become subject to unfavorable pricing regulations or
third- party coverage and reimbursement policies, any of which would harm our business. Our ability to eentitte-to
commercialize ¥OWSF-er-any of our product candidates successfully will depend, in part, on the extent to which coverage and
reimbursement for these products and related treatments will be available from government health administration authorities,
private health insurers and other organizations. Government authorities and third- party payors, such as private health insurers
and health maintenance organizations, decide which medications they will pay for and impact reimbursement levels. Obtaining
and maintaining adequate reimbursement for our preduets— product candidates may be difficult. We cannot be certain if and
when we will obtain an adequate level of reimbursement for our preduets— product candidates by third- party payors. Even if
we do obtain adequate levels of reimbursement, third- party payors, such as government or private healthcare insurers, carefully
review, and increasingly question the coverage of, and challenge the prices charged for, drugs. Reimbursement rates from
private health insurance companies vary depending on the company, the insurance plan and other factors. A primary trend in the
U. S. healthcare industry and elsewhere is cost containment. Government authorities and third- party payors have attempted to
control costs by limiting coverage and the amount of reimbursement for particular medications. Increasingly, third- party payors
are requiring that drug companies provide them with predetermined discounts from list prices and are challenging the prices
charged for drugs. We may also be required to conduct expensive pharmacoeconomic studies to justify coverage and
reimbursement or the level of reimbursement relative to other therapies. If coverage and reimbursement are not available or
reimbursement is available only to limited levels, we may not be able to successfully commercialize ¥OWSTF-er-any product
candidate for which we obtain marketing approval, and the-potential royalties resulting from the sales of those products may




also be adversely impacted. There may be significant delays in obtaining reimbursement for newly approved drugs, and
coverage may be more limited than the purposes for which the drug is approved by the FDA or similar regulatory authorities
outside the United States. Moreover, eligibility for reimbursement does not imply that a drug will be paid for in all cases or at a
rate that covers our costs, including research, development, manufacture, sale and distribution. Interim reimbursement levels for
new drugs, if applicable, may also not be sufficient to cover our costs and may not be made permanent. Reimbursement rates
may vary according to the use of the drug and the clinical setting in which it is used, may be based on reimbursement levels
already set for lower cost treatment approaches and may be incorporated into existing payments for other services. Net prices
for drugs may be reduced by mandatory discounts or rebates required by government healthcare programs or private payors and
by any future relaxation of laws that presently restrict imports of drugs from countries where they may be sold at lower prices
than in the United States. Our inability to promptly obtain coverage and adequate reimbursement rates from both government-
funded and private payors for any approved products that we develop could have a material adverse effect on our operating
results, our ability to raise capital needed to commercialize products and our overall financial condition. The regulations that
govern marketing approvals, pricing, coverage and reimbursement for new drug products vary widely from country to country.
Current and future legislation may significantly change the approval requirements in ways that could involve additional costs
and cause delays in obtaining approvals. Some countries require approval of the sale price of a drug before it can be reimbursed.
In many countries, the pricing review period begins after marketing or product licensing approval is granted. In some foreign
markets, prescription pharmaceutical pricing remains subject to continuing governmental control, including possible price
reductions, even after initial approval is granted. As a result, we might obtain marketing approval for a product in a particular
country, but then be subject to price regulations that delay our commercial launch of the product, possibly for lengthy time
periods, and negatively impact the revenues we are able to generate from the sale of the product in that country. Adverse pricing
limitations may hinder our ability to recoup our investment in one or more product candidates, even if our product candidates
obtain marketing approval. There can be no assurance that our product candidates, if they are approved for sale in the United
States or in other countries, will be considered medically necessary for a specific indication or cost- effective, or that coverage
or an adequate level of reimbursement will be available. Product liability lawsuits against us could cause us to incur substantial
liabilities and limit commercialization of VOWST-er-any ether-products that we may develop. We face an inherent risk of
product liability exposure related to the testing of our product candidates in clinical trials and an even greater risk with the
commercial sale of ¥OW-ST-er-any etherproducts that we may develop. If we cannot successfully defend ourselves against
claims that our product candidates or products caused injuries, we will incur substantial liabilities. Regardless of merit or
eventual outcome, liability claims may result in: * regulatory investigations, product recalls or withdrawals, or labeling,
marketing or promotional restrictions; ¢ decreased demand for anyproduct candidates or products , if any ; ¢ injury to our
reputation and significant negative media attention; * withdrawal of clinical trial participants; ¢ significant costs to defend the
related litigation; * substantial monetary awards to trial participants or patients; * loss of revenue; * reduced resources of our
management to pursue our business strategy; and ¢ the inability to commercialize any-products that we develop , if any . We
currently hold $ 10. 0 million in product liability insurance coverage in the aggregate, with a per occurrence limit of $ 10. 0
million, which may not be adequate to cover all liabilities that we may incur. We may need to increase our insurance coverage
as we expand our clinical trials, inerease-eommeretatizationof VOWST;-or if we commence commercialization of our product
candidates , if and when approved . Insurance coverage is increasingly expensive. We may not be able to maintain insurance
coverage at a reasonable cost or in an amount adequate to satisfy any liability that may arise. We may face competition from
biosimilars, which may have a materral adverse 1mpact on the future commercral prospects of J\aLGJPvLS—T—or—our product
candrdates If Beea v e VO

rg-anttbacterts ee A ane-f-we obtain approval or any of our product candldates
we may face cornpetrtron from blosnnllars In the United States, the Biologics Price Competition and Innovation Act, or BPCIA,
enacted in 2010 as part of the Patient Protection and Affordable Care Act, created an abbreviated approval pathway for
biological products that are demonstrated to be ““ highly similar, ” or biosimilar, to or “ interchangeable ” with an FDA-
approved biological product. Under the BPCIA, an application for a biosimilar product may not be submitted to the FDA until
four years following the date that the reference product was first licensed by the FDA. In addition, the approval of a biosimilar
product may not be made effective by the FDA until four years from the date on which the reference product was first licensed.
During this 12- year period of exclusivity, another company may still market a competing version of the reference product if the
FDA approves a full BLA for the competing product containing the sponsor’ s own preclinical data and data from adequate and
well- controlled clinical trials to demonstrate the safety, purity and potency of their product. This pathway could allow
competitors to reference data from innovative biological products 12 years after the time of approval of the innovative biological
product, though the FDA may not approve an application relying on such data for a further eight years. This data exclusivity
does not prevent another company from developing a product that is highly similar to the innovative product, generating its own
data and seeking approval. Data exclusivity only assures that another company cannot rely upon the data within the innovator’ s
application to support the biosimilar product” s approval. We ¥OW-ST-gqualifted;-and-we-believe that any of our product
candidates approved as a biological product under a BLA should also qualify ;-for the 12- year period of reference product
exclusivity. However, there is a risk that this exclusivity could be shortened due to congressional action or otherwise, or that the
FDA will not consider our product candidates to be reference products for competing products, potentially creating the
opportunity for generic competition sooner than anticipated. In the EU, the European Commission has granted marketing
authorizations for several biosimilars pursuant to a set of general and product class- specific guidelines for biosimilar approvals
issued over the past few years. In Europe, a competitor may reference data supporting approval of an innovative biological
product but will not be able to get on the market until 10 years after the time of approval of the innovative product. This 10- year
marketing exclusivity period can be extended to 11 years if, during the first eight of those 10 years, the marketing authorization



holder obtains an approval for one or more new therapeutic indications that bring significant clinical benefits compared with
existing therapies. In addition, companies may be developing biosimilars in other countries that could compete with our
produets— product candidates . [f competitors are able to obtain marketing approval for biosimilars referencing our preetets—
product candidates . our preduets— product candidates may become subject to competition from such biosimilars, with the
attendant competitive pressure and consequences. Failure to obtain marketing approval in international jurisdictions would
prevent our product candidates from being marketed abroad. In order to market and sell our preduets— product candidates in
the EU and many other jurisdictions, we or our collaborators must obtain separate marketing approvals and comply with
numerous and varying regulatory requirements. The approval procedure varies among countries and can involve additional
testing. The time required to obtain approval in foreign countries may differ substantially from that required to obtain FDA
approval. Clinical trials conducted in one country may not be accepted by regulatory authorities in other countries. The
regulatory approval process outside the United States generally includes all of the risks associated with obtaining FDA approval.
In addition, in many countries outside the United States, it is required that the product be approved for reimbursement before
the product can be approved for sale in that country. We ereureelaberaters-may not obtain approvals for VOWSTF-erour
product candidates from regulatory authorities outside the United States on a timely basis, if at all. Approval by the FDA does
not ensure approval by regulatory authorities in other countries or jurisdictions, and approval by one regulatory authority outside
the United States does not ensure approval by regulatory authorities in other countries or jurisdictions or by the FDA. However,
a failure or delay in obtaining regulatory approval in one country may have a negative effect on the regulatory process in others.
We may not be able to file for marketing approvals and may not receive necessary approvals to commercialize our produets—-
product candidates in any market. Any VOWSTF-and-any-product candidate for which we obtain marketing approval will
remain subject to significant post- marketing regulatory requirements and oversight. Any ¥VOWST-and-any-product candidate
for which we obtain marketing approval, along with the manufacturing processes, post- approval clinical data, labeling,
advertising and promotional activities for such product, will be subject to the continual requirements of and review by the FDA
and other regulatory authorities. These requirements include submissions of safety and other post- marketing information and
reports, registration and listing requirements, cGMP and similar foreign requirements relating to manufacturing, quality control,
quality assurance and corresponding maintenance of records and documents, requirements regarding the distribution of samples
to physicians and recordkeeping. We and our contract manufacturers will also be subject to continual review and periodic
inspections to assess compliance with cGMP and similar foreign requirements. Accordingly, we, and eur-any eelaberators—
collaborator and others with whom we work, must continue to expend time, money and effort in all areas of regulatory

comphance 1nclud1ng rnanufacturrng, produetlon and quahty control —For—ex&mp}e—the—F-BA—afppfoved—}abel—fer—‘a‘G“LS:P

Even 1f marketing approval of a product candrdate is granted the approval rnay be subject to hmltatlons on the 1ndrcated uses
for which the product may be marketed or to specific conditions of approval, including a requirement to implement a risk
evaluation and mitigation strategy, which could include requirements for a medication guide, communication plan, or restricted
distribution system. If any of our product candidates receives rnarketrng approval the accompanyrng label may limit the

approved use of our drug, whrch could hrnrt sales of the product - VOV
he ' s-rotindten he The F DA or other regulatory authorltles may also
impose requirements for costly post- marketing studies or chnrcal trials and surveillance to monitor the safety or efficacy of our
approved products. The FDA or other regulatory authorities closely regulates the post- approval marketing and promotion of
drugs and biologics to ensure they are marketed only for the approved indications and in accordance with the provisions of the
approved labeling. Violations of the FDA’ s and other regulatory authorities’ restrictions relating to the promotion of
prescription drugs by us or eur-any collaborators may also lead to investigations alleging violations of federal and state health
care fraud and abuse laws, as well as state consumer protection laws. In addition, if a regulatory authority, we or eur-any
collaborators later discover previously unknown problems with our preduets— product candidates , such as adverse events of
unanticipated severity or frequency, problems with manufacturers or manufacturing processes, or failure to comply with
regulatory requirements, the regulatory authority may impose restrictions on the products or us and eur-any collaborators,
including requiring withdrawal of the product from the market. Any failure by us or eur-any collaborators to comply with
applicable regulatory requirements may yield various results, including:  litigation involving patients taking our products , if
and when they are approved ; - restrictions on such products, manufacturers or manufacturing processes; © restrictions on the
labeling or marketing of a product;  restrictions on product distribution or use; * requirements to conduct post- marketing
studies or clinical trials; « warning letters; * withdrawal of products from the market; * suspension or termination of ongoing
clinical trials; « refusal to approve pending applications or supplements to approved applications that we submit; * recall of
products; « fines, restitution or disgorgement of profits or revenues; * suspension or withdrawal of marketing approvals; *
damage to relationships with potential collaborators; * unfavorable press coverage and damage to our reputation; * refusal to
permit the import or export of our products , if and when they are approved ;  product seizure or detention; * injunctions; or ¢
imposition of civil or criminal penalties. Noncompliance with similar EU requirements regarding safety monitoring or
pharmacovigilance can also result in significant financial penalties. Similarly, failure to comply with U. S. and foreign
regulatory requirements regarding the development of products for pediatric populations and the protection of personal health
information can also lead to significant penalties and sanctions. Any government investigation of alleged violations of law could
require us to expend significant time and resources in response and could generate negative publicity. In addition, the FDA’ s
and other regulatory authorities’ policies may change and additional government regulations may be enacted that could prevent,
limit or delay regulatory approval of our product candidates. We also cannot predict the likelihood, nature or extent of
government regulation that may arise from future legislation or administrative action, either in the United States or abroad. If we
are slow or unable to adapt to changes in existing requirements or the adoption of new requirements or policies, or if we are not



able to maintain regulatory compliance, we may be subject to enforcement action and we may not achieve or sustain
profitability. The FDA and other regulatory authorities actively enforce the laws and regulations prohibiting the promotion of
off- label uses. If we or esr-any collaborators are found to have improperly promoted off- label uses of approved products,
including ¥OW-ST-er-any of our product candidates that may be approved in the future, we may become subject to significant
liability. The FDA and other regulatory authorities strictly regulate the promotional claims that may be made about prescription
products, such as ¥OWSTF-and-our product candidates, if approved. In particular, a product may not be promoted for uses that
are not approved by the FDA or such other regulatory authorities as reflected in the product’ s approved labeling. Fhe-earrent

foHowing-anttbaetertal-treatment-forreetrrent-EBI-Physicians may nevertheless prescribe ¥OW-ST-er-a product candidate that
is approved in future, if any, to their patients in a manner that is inconsistent with the approved label. If we or eut-any
collaborators are found to have promoted such off- label uses, we may become subject to significant liability. The U. S. federal
government has levied large civil and criminal fines against companies for alleged improper promotion of off- label use and has
enjoined several companies from engaging in off- label promotion. The FDA has also requested that companies enter into
consent decrees or permanent injunctions under which specified promotional conduct is changed or curtailed. If we cannot
successfully manage the promotion of ¥6W-SF-er-efour product candidates, if approved, we could become subject to
significant liability, which would materially adversely affect our business and financial condition. Our relationships and any
collaborators' relationships with customers, physicians and third- party payors are and will be subject to applicable anti-
kickback, fraud and abuse and other healthcare laws and regulations, which could expose us or eur-any collaborators to criminal
sanctions, civil penalties, exclusion from governmental healthcare programs, contractual damages, reputational harm and
diminished profits and future earnings. Healthcare providers, physicians and third- party payors will play a primary role in the
recommendation and prescription of ¥OWST-and-any product candidates for which we obtain marketing approval. Our and eur
any collaborators' current and future arrangements with third- party payors, physicians and customers expose us to broadly
applicable fraud and abuse and other healthcare laws and regulations that may restrict the business or financial arrangements and
relationships through which we market, sell and distribute ¥OW-ST-and-any other products for which we may in the future
obtain marketing approval. Restrictions under applicable federal and state healthcare laws and regulations include the following:
« the federal Anti- Kickback Statute prohibits, among other things, persons from knowingly and willfully soliciting, offering,
receiving or providing remuneration, directly or indirectly, in cash or in kind, to induce or reward, or in return for, either the
referral of an individual for, or the purchase, order or recommendation of, any good or service, for which payment may be made
under a federal healthcare program, such as Medicare and Medicaid; a person or entity does not need to have actual knowledge
of the statute or specific intent to violate it to have committed a violation; ¢ the False Claims Act, imposes, among other things,
impose criminal and civil penalties, including through civil whistleblower or qui tam actions, against individuals or entities for
knowingly presenting, or causing to be presented, to the federal government, claims for payment that are false or fraudulent,
knowingly making, using or causing to be made or used, a false record or statement material to a false or fraudulent claim or
from knowingly making a false statement to avoid, decrease or conceal an obligation to pay money to the federal government. In
addition, the government may assert that a claim including items or services resulting from a violation of the federal Anti-
Kickback Statute constitutes a false or fraudulent claim for purposes of the federal False Claims Act; « the federal Civil
Monetary Penalties law, which prohibits, among other things, offering or transferring remuneration to a federal healthcare
beneficiary that a person knows or should know is likely to influence the beneficiary’ s decision to order or receive items or
services reimbursable by the government from a particular provider or supplier. To the extent our patient assistance programs
are found to be inconsistent with applicable laws, we may be required to restructure or discontinue such programs, or be subject
to other significant penalties; * HIPAA, imposes criminal and civil liability for executing a scheme to defraud any healthcare
benefit program or making false statements relating to healthcare matters; similar to the federal Anti- Kickback Statute, a person
or entity does not need to have actual knowledge of these statutes or specific intent to violate them to have committed a
violation; « the federal Physician Payment Sunshine Act requires applicable manufacturers of covered drugs to report payments
and other transfers of value to physicians (defined to include doctors, dentists, optometrists, podiatrists and chiropractors),
certain non- physician practitioners (physician assistants, nurse practitioners, clinical nurse specialists, certified registered nurse
anesthetists, anesthesiology assistants, and certified nurse midwives), and teaching hospitals, and ownership and investment
interests held by physicians and their immediate family members; manufacturers are required to submit reports to the
government by the 90th day of each calendar year; and * analogous state and foreign laws and regulations, such as state anti-
kickback and false claims laws, may apply to our business practices, including but not limited to, research, distribution, sales or
marketing arrangements and claims involving healthcare items or services reimbursed by non- governmental third- party payors,
including private insurers; state laws that require pharmaceutical companies to comply with the pharmaceutical industry’ s
voluntary compliance guidelines and the relevant compliance guidance promulgated by the federal government (or foreign
governments) and may require drug manufacturers to report information related to payments and other transfers of value to
physicians and other healthcare providers, pricing information or marketing expenditures. The risk of us eur—- or any er-eur
collaborators being found in violation of these laws is increased by the fact that many of them have not been fully interpreted by
the regulatory authorities or the courts, and their provisions are open to a variety of interpretations. Any action against us or eur
any collaborators for violation of these laws, even if we successfully defend against it, could cause us to incur significant legal
expenses and divert our management’ s attention from the operation of our business. The shifting compliance environment and
the need to build and maintain a robust system to comply with multiple jurisdictions with different compliance and reporting
requirements increases the possibility that we may violate one or more of the requirements. Efforts to ensure that our business
arrangements with third parties will comply with applicable healthcare laws and regulations will involve substantial costs. It is
possible that governmental authorities will conclude that our business practices may not comply with current or future statutes,



regulations or case law involving applicable fraud and abuse or other healthcare laws and regulations. If our operations are
found to be in violation of any of these laws or any other governmental laws and regulations that may apply to us, we may be
subject to significant civil, criminal and administrative penalties, damages, fines, imprisonment, exclusion from government
funded healthcare programs, such as Medicare and Medicaid, reporting obligations and oversight if we become subject to a
corporate integrity agreement or other agreement, and the curtailment or restructuring of our operations. Recently enacted and
future legislation may increase the difficulty and cost for us to obtain marketing approval of and commercialize our preduets
and-product candidates and affect the prices we may obtain. In the United States and some foreign jurisdictions, there have been
a number of legislative and regulatory changes and proposed changes regarding the healthcare system that could prevent or
delay marketing approval of our product candidates, restrict or regulate post- approval activities and affect our ability to
profitably sell any product candidates for which we obtain marketing approval. In the United States, the Patient Protection and
Affordable Care Act, as amended by the Health Care and Education Affordability Reconciliation Act, or collectively the ACA,
is a sweeping law intended to broaden access to health insurance, reduce or constrain the growth of healthcare spending,
enhance remedies against fraud and abuse, add new transparency requirements for the healthcare and health insurance
industries, impose new taxes and fees on the health industry and impose additional health policy reforms. Among the provisions
of the ACA of importance to ¥OW-ST-and-our other potential product candidates are the following: * establishment of a new
pathway for approval of lower- cost biosimilars to compete with biologic products, such as those we are developing or
commercializing; ¢ an annual, nondeductible fee payable by any entity that manufactures or imports specified branded
prescription drugs and biologic agents e an 1ncrease in the statutory mlnrmum rebates a manufacturer must pay under the
Medicaid Drug Rebate Prograrn —a-newMedtearePe e age-gap-diseountprografsh

; » extension of manufacturers Medlcard rebate hablhty, * expansion of
eligibility criteria for Medicaid programs; * expansion of the entities eligible for discounts under the Public Health Service
pharmaceutical pricing program; ¢ a new requirement to annually report drug samples that manufacturers and distributors
provide to physicians; and ¢ a new Patient- Centered Outcomes Research Institute to oversee, identify priorities in and conduct
comparative clinical effectiveness research, along with funding for such research. Since its enactment, there have been judicial,
executive and Congressional challenges to certain aspects of the ACA. On June 17, 2021, the U. S. Supreme Court dismissed
the most recent judicial challenge to the ACA brought by several states without specifically ruling on the constitutionality of the
ACA. In addition, other legislative changes have been proposed and adopted since the ACA was enacted. For example, the
Budget Control Act of 2011, enacted in August 2011, required sequestration that included aggregate reductions of Medicare
payments to providers, which went into effect on April 1, 2013 and, due to subsequent legislative amendments, will remain in
effect through 2032, unless additional Congressional action is taken. Under current legislation, the actual reduction in Medicare
payments will increase in future years of the sequester. On January 2, 2013, the American Taxpayer Relief Act of 2012 was
signed into law, which, among other things, reduced Medicare payments to several providers, including hospitals, and an
increase in the statute of limitations period for the government to recover overpayments to providers from three to five years.
Further, in March 2021, the American Rescue Plan Act of 2021 was signed into law, which, among other things, eliminated the
statutory cap on drug manufacturers” Medicaid Drug Rebate Program rebate liability, effective January 1, 2024. Drug
manufacturers’ Medicaid Drug Rebate Program rebate liability was previously capped at 100 % of the average manufacturer
price for a covered outpatient drug. We expect that other healthcare reform measures that may be adopted in the future may
result in additional reductions in Medicare and other healthcare funding, more rigorous coverage criteria, new payment
methodologies and in additional downward pressure on the price that we receive for any approved product. Any reduction in
reimbursement from Medicare or other government programs may result in a similar reduction in payments from private payors.
The implementation of cost containment measures or other healthcare reforms may prevent us from being able to price our
produets— product candidates, if and when they are approved, at what we consider to be a fair or competitive price, generate
revenue, attain profitability, or commercialize ¥6W-SFerour product candidates, if approved. Moreover, there has recently
been heightened governmental scrutiny over the manner in which manufacturers set prices for their marketed products.
Individual states in the United States have become increasingly active in implementing regulations designed to contain
pharmaceutical and biological product pricing, including price or patient reimbursement constraints, discounts, restrictions on
certain product access and marketing cost disclosure and transparency measures. Most significantly, on August 16, 2022,
President Biden signed the Inflation Reduction Act of 2022, or the IRA, into law. This statute marks the most significant action
by Congress with respect to the pharmaceutical industry since adoption of the ACA in 2010. Among other things, the IRA
requires manufacturers of certain drugs to engage in price negotiations with Medicare (beginning in 2026), with prices that can
be negotiated subject to a cap; imposes rebates under Medicare Part B and Medicare Part D to penalize price increases that
outpace inflation (first due in 2023); and replaces the Part D coverage gap discount program with a new discounting program (
beginning-which began in 2025). The IRA permits the Secretary of the Department of Health and Human Services, or HHS, to
implement many of these provisions through guidance, as opposed to regulation, for the initial years. HHS has and will continue
to issue and update guidance as these programs are implemented. OnAugast29-The Centers for Medicare & Medicaid
Services , or CMS, has published the negotiated prices for the initial ten drugs, which will first be effective in 2623-2026 ,
HHS-ammouneed-and has published the list of the -ﬁfst—ten—subsequent 15 drugs that will be subject to priee-negotiations—
negotiation , although the Medicare drug price negotiation program is currently subject to legal challenges. Legally mandated
price controls on payment amounts by third- party payors or other restrictions could harm our ability to price our produets—-
product candidates, if and when they are approved, appropriately, which could negatively impact our business, results of
operations, financial condition and prospects. In addition, regional healthcare authorities and individual hospitals are
increasingly using bidding procedures to determine what pharmaceutical products and which suppliers will be included in their
prescription drug and other healthcare programs. This could reduce the ultimate demand for ¥0WSF-erour product candidates,



if approved, or put pressure on our product pricing, which could negatively affect our business, results of operations, financial
condition and prospects. Legislative and regulatory proposals have been made to expand post- approval requirements and restrict
sales and promotional activities for pharmaceutical products. We cannot be sure whether additional legislative changes will be
enacted, or whether the FDA or foreign regulations, guidance or interpretations will be changed, or what the impact of such
changes on the marketing approvals of our product candidates, if any, may be. In addition, increased scrutiny by Congress of the
FDA’ s approval process may significantly delay or prevent marketing approval, as well as subject us to more stringent product
labeling and post- marketing testing and other requirements. Governments outside the United States tend to impose strict price
controls, which may adversely affect our revenues, if any. In some countries, particularly the EU member states, the pricing of
certain pharmaceuticals is subject to governmental control. In these countries, pricing negotiations with governmental authorities
can take considerable time after the receipt of marketing approval for a product. In addition, there can be considerable pressure
by governments and other stakeholders on prices and reimbursement levels, including as part of cost containment measures.
Political, economic and regulatory developments may further complicate pricing negotiations, and pricing negotiations may
continue after coverage and reimbursement have been obtained. Reference pricing used by various EU member states and
parallel distribution or arbitrage between low- priced and high- priced member states, can further reduce prices. To obtain
reimbursement or pricing approval in some countries, we may be required to conduct a clinical trial that compares the cost-
effectiveness of our product candidate to other available therapies. Other member states allow companies to fix their own prices
for medicines but monitor and control company profits. Even if a pharmaceutical product obtains a marketing authorization in
the EU, there can be no assurance that reimbursement for such product will be secured on a timely basis or at all. If coverage
and reimbursement of our predaets— product candidates, if and when they are approved, are unavailable or limited in scope
or amount, or if pricing is set at unsatisfactory levels that impacts our ability to compete with other products or our ability to
recoup our costs of developing our preduets— product candidates . our business could be harmed, possibly materially. Risks
Related to Our Intellectual Property If we are unable to adequately protect our proprietary technology or obtain and maintain
issued patents that are sufficient to protect our product candidates, others could compete against us more directly, which would
have a material adverse impact on our business, results of operations, financial condition and prospects. Our success depends in
large part on our ability to obtain and maintain patent and other intellectual property protection in the United States and other
countries with respect to our proprietary technology and preduets— product candidates . We seek to protect our proprietary
position by filing patent applications in the United States and abroad related to our novel technologies and product candidates.
We also rely on trade secrets to protect aspects of our business that are not amenable to, or that we do not consider appropriate
for, patent protection. The patent prosecution process is expensive and time- consuming, and we may not be able to file and
prosecute all necessary or desirable patent applications at a reasonable cost, in a timely manner, or in all jurisdictions.
Prosecution of our patent portfolio is at various stages. We have successfully obtained multiple patents (both U. S. and foreign)
in some patent families. In others, prosecution is at an early stage (e. g., provisional or PCT stage). For many patent applications
in our portfolio, we have filed national stage applications based on our Patent Cooperation Treaty, or PCT, applications, thereby
limiting the jurisdictions in which we can pursue patent protection for the various inventions claimed in those applications. It is
also possible that we will fail to identify patentable aspects of our research and development output before it is too late to obtain
patent protection. It is possible that defects of form in the preparation or filing of our patents or patent applications may exist, or
may arise in the future, such as, with respect to proper priority claims, inventorship, claim scope or patent term adjustments. If
there are material defects in the form or preparation of our patents or patent applications, such patents or applications may be
invalid and unenforceable. Moreover, our competitors may independently develop equivalent knowledge, methods and know-
how. Any of these outcomes could impair our ability to prevent competition from third parties, which may have an adverse
impact on our business, financial condition and operating results. We have obtained Heenses-and-eptions-te-obtai-licenses from
third parties and may obtain additional licenses and options in the future. In some circumstances, we may not have the right to
control the preparation, filing and prosecution of patent applications, or to maintain the patents, covering technology that we
license from third parties. We may also require the cooperation of our licensors to enforce any licensed patent rights, and such
cooperation may not be provided. Therefore, these patents and applications may not be prosecuted and enforced in a manner
consistent with the best interests of our business. Moreover, if we do obtain necessary licenses, we will likely have obligations
under those licenses, and any failure to satisfy those obligations could give our licensor the right to terminate the license.
Termination of a necessary license could have a material adverse impact on our business. We have had in the past, and may have
in the future, certain funding arrangements. Such funding arrangements impose various obligations on us, including reporting
obligations, and may subject certain of our intellectual property, such as intellectual property made using the applicable funding,
to the rights of the U. S. government under the Bayh- Dole Act. Any failure to comply with our obligations under a funding
arrangement may have an adverse effect on our rights under the applicable agreement or our rights in the applicable intellectual
property. Compliance with our obligations or the exercise by the government or other funder of its rights, may limit certain
opportunities or otherwise have an adverse effect on our business. Our patent portfolio currently includes 21 active patent
application families (which includes exclusive licenses to certain IP from Memorial Sloan Kettering Cancer Center). Of these, 26
19 applications have been nationalized and-, one is at the PCT stage , and one is at the provisional stage . Whie-To date, we
have obtained 36-issuance of 31 U. S. patents (which includes three as licensee). Of the issued U. S. patents, we-13 U. S.
patents (including one as licensee) have been assigned to Nestlé Health Science as part of its purchase of VOWST. We
cannot provide any assurances that any of our pending patent applications will mature into issued patents and, if they do, that
such patents or our current patents will include claims with a scope sufficient to protect our product candidates or otherwise
provide any competitive advantage. For example, we are pursuing claims to therapeutic, binary compositions of certain bacterial
populations. Any claims that may issue may provide coverage for such binary compositions and / or their use. However, there
can be no assurance that an alternative composition that may fall outside the scope of such claims will not be equally effective.



Further whlle our product candldates are made up of speclﬁc cultivated bacteria giventhat-VOWSTis-a-eomplex

v wise-, third- party compositions may have simitar-greater
complexrty and Varrabrhty (e. g., lot to lot varlatlons), and it is p0s51ble that a patent claim may provide coverage for some but
not all lets-efa-produet;-produet-eandidate-or-third- party preduet-compositions . These and other factors may provide
opportunities for our competitors to design around our patents, should they issue. Moreover, other parties have developed
technologies that may be related or competitive to our approach and may have filed or may file patent applications and may have
received or may receive patents that may overlap or conflict with our patent applications, either by claiming similar methods or
by claiming subject matter that could dominate our patent position or cover one or more of our preduets-er-product candidates.
In addition, given the on- going prosecution of our portfolio, we continue development of our understanding of how patent
offices react to our patent claims and whether they identify prior art of relevance that we have not already considered.
Publications of discoveries in the scientific literature often lag behind the actual discoveries, and patent applications in the
United States and other jurisdictions are typically not published until 18 months after filing, or in some cases not at all.
Therefore, we cannot know with certainty whether we were the first to make the inventions claimed in any owned patents or
pending patent applications, or that we were the first to file for patent protection of such inventions, nor can we know whether
those from whom we may license patents were the first to make the inventions claimed or were the first to file. For these and
other reasons, the issuance, scope, validity, enforceability and commercial value of our patent rights are subject to a level of
uncertainty. Our pending and future patent applications may not result in patents being issued which protect our technology or
produets— product candidates , in whole or in part, or which effectively prevent others from commercializing competitive
technologies and products. Changes in either the patent laws or interpretation of the patent laws in the United States and other
countries may diminish the value of our patents or narrow the scope of our patent protection. We may be subject to third- party
preissuance submissions of prior art to the United States Patent and Trademark Office, or USPTO, or in a foreign jurisdiction in
which our applications are filed, or become involved in opposition, derivation, reexamination, inter partes review, post- grant
review or interference proceedings challenging our patent rights or the patent rights of others. For example, on April 25, 2017,
we filed a notice of opposition in the European Patent Office challenging the validity of a patent issued to The University of
Tokyo. See “ — Third parties may initiate legal proceedings alleging that we are infringing their intellectual property rights, the
outcome of which would be uncertain and could have a material adverse effect on the success of our business. ” The oral
proceedings were held at the European Patent Office on February 18, 2019 and the Opposition Division required The University
of Tokyo to narrow the scope of the claims of the patent. The University of Tokyo appealed certain aspects of the Opposition
Division’ s decision, as did we and other opponents. On November 18, 2022, The University of Tokyo requested termination of
the appeal proceeding and revocation of its patent. On December 19, 2022, the Opposition Division officially terminated the
appeal proceeding, and European Patent No. 2 575 835 B1 has been revoked in its entirety. An adverse determination in any
such submission, proceeding or litigation could reduce the scope of, or invalidate, our patent rights, allow third parties to
commercialize our technology or preduets— product candidates and compete directly with us, without payment to us, or result
in our inability to manufacture or commercialize produets— product candidates without infringing third- party patent rights. In
addition, if the breadth or strength of protection provided by our patents and patent applications is threatened, it could dissuade
companies from collaborating with us to license, develop or commercialize current or future product candidates. Furthermore, an
adverse decision in an interference proceeding can result in a third party receiving the patent right sought by us, which in turn
could affect our ability to develop, market or otherwise commercialize our product candidates. The issuance, scope, validity,
enforceability and commercial value of our patents are subject to a level of uncertainty. The patent position of biotechnology
and pharmaceutical companies generally is highly uncertain, involves complex legal and factual questions and has in recent
years been the subject of much litigation. Due to legal standards relating to patentability, validity, enforceability and claim scope
of patents covering biotechnological and pharmaceutical inventions, our ability to obtain, maintain and enforce patents is
uncertain and involves complex legal and factual questions. Even if issued, a patent’ s validity, inventorship, ownership or
enforceability is not conclusive. Accordingly, rights under any existing patent or any patents we might obtain or license may not
cover our product candidates, or may not provide us with sufficient protection for our product candidates to afford a commercial
advantage against competitive products or processes, including those from branded and generic pharmaceutical companies. The
degree of future protection for our proprietary rights is uncertain, and we cannot ensure that: « any of our pending patent
applications, if issued, will include claims having a scope sufficient to protect any products or product candidates; ¢ any of our
pending patent applications will issue as patents at all; * we will be able to successfully commercialize VOWSTF-er-any of our
product candidates, if approved, before our relevant patents expire; * we were the first to make the inventions covered by any
existing patent and pending patent applications; * we were the first to file patent applications for these inventions; ¢ others will
not develop similar or alternative technologies that do not infringe or design around our patents; ¢ others will not use pre-
existing technology to effectively compete against us;  any of our patents, if issued, will be found to ultimately be valid and
enforceable; ¢ third parties will not compete with us in jurisdictions where we do not pursue and obtain patent protection; * we
will be able to obtain and / or maintain necessary or useful licenses on reasonable terms or at all; * any patents issued to us will
provide a basis for an exclusive market for our commercially viable products, will provide us with any competitive advantages
or will not be challenged by third parties; « we will develop additional proprietary technologies or product candidates that are
separately patentable; or « our commercial activities or products will not infringe upon the patents or proprietary rights of others.
Any litigation to enforce or defend our patent rights, even if we were to prevail, could be costly and time- consuming and would
divert the attention of our management and key personnel from our business operations. We may not prevail in any lawsuits that
we initiate and the damages or other remedies awarded if we were to prevail may not be commercially meaningful. Even if we
are successful, domestic or foreign litigation, or USPTO or foreign patent office proceedings, may result in substantial costs and
distraction to our management. We may not be able, alone or with our licensors or potential collaborators, to prevent




misappropriation of our proprietary rights, particularly in countries where the laws may not protect such rights as fully as in the
United States. Furthermore, because of the substantial amount of discovery required in connection with intellectual property
litigation or other proceedings, there is a risk that some of our confidential information could be compromised by disclosure
during this type of litigation or other proceedings. In addition, during the course of this kind of litigation or proceedings, there
could be public announcements of the results of hearings, motions or other interim proceedings or developments or public
access to related documents. If investors perceive these results to be negative, the market price for our common stock could be
significantly harmed. If we are unable to protect the confidentiality of our trade secrets and know- how, our business and
competitive position may be harmed. In addition to seeking patents for some of our technology and product candidates, we also
utilize our trade secrets, including unpatented know- how, technology and other proprietary information, to maintain our
competitive position. We seek to protect these trade secrets, in part, by entering into non- disclosure and confidentiality
agreements with parties who have access to them, such as our employees, corporate collaborators, outside scientific
collaborators, contract manufacturers, consultants, advisors and other third parties. We also seek to enter into confidentiality and
invention or patent assignment agreements with our employees, advisors and consultants. Despite these efforts, any of these
parties may breach the agreements and disclose our proprietary information, including our trade secrets, and we may not be able
to obtain adequate remedies for such breaches. Our trade secrets may also be obtained by third parties by other means, such as
breaches of our physical or computer security systems. Enforcing a claim that a party illegally disclosed or misappropriated a
trade secret is difficult, expensive and time- consuming, and the outcome is unpredictable. In addition, some courts inside and
outside the United States are less willing or unwilling to protect trade secrets. Moreover, if any of our trade secrets were to be
lawfully obtained or independently developed by a competitor, we would have no right to prevent them, or those to whom they
communicate it, from using that technology or information to compete with us. If any of our trade secrets were to be disclosed to
or independently developed by a competitor, our competitive position would be harmed. Changes in U. S. patent law could
diminish the value of patents in general, thereby impairing our ability to protect our preduets— product candidates . As is the
case with other biotechnology companies, our success is heavily dependent on intellectual property, particularly patents.
Obtaining and enforcing patents in the biotechnology industry involves both technological and legal complexity, and is therefore
costly, time- consuming and inherently uncertain. In addition, patent reform legislation could further increase the uncertainties
and costs surrounding the prosecution of our patent applications and the enforcement or defense of our issued patents. On
September 16, 2011, the Leahy- Smith America Invents Act, or the Leahy- Smith Act, was signed into law. The Leahy- Smith
Act includes a number of significant changes to U. S. patent law. These include provisions that affect the way patent
applications are prosecuted and may also affect patent litigation. The USPTO developed new regulations and procedures to
govern administration of the Leahy- Smith Act, and many of the substantive changes to patent law associated with the Leahy-
Smith Act, in particular the first to file provisions, became effective on March 16, 2013. A third party that files a patent
application in the USPTO after that date but before us could therefore be awarded a patent covering an invention of ours even if
we had made the invention before it was made by the third party. This will require us to be cognizant going forward of the time
from invention to filing of a patent application. Thus, for our U. S. patent applications containing a priority claim after March
16, 2013, there is a greater level of uncertainty in the patent law. Moreover, some of the patent applications in our portfolio will
be subject to examination under the pre- Leahy- Smith Act law and regulations, while other patent applications in our portfolio
will be subject to examination under the law and regulations, as amended by the Leahy- Smith Act. This introduces additional
complexities into the prosecution and management of our portfolio. In addition, the Leahy- Smith Act limits where a patentee
may file a patent infringement suit and provides opportunities for third parties to challenge any issued patent in the USPTO.
These provisions apply to all of our U. S. patents, even those filed before March 16, 2013. Because of a lower evidentiary
standard in USPTO proceedings compared to the evidentiary standard in U. S. federal court necessary to invalidate a patent
claim, a third party could potentially provide evidence in a USPTO proceeding sufficient for the USPTO to hold a claim invalid
even though the same evidence would be insufficient to invalidate the claim if first presented in a federal court action.
Accordingly, a third party may attempt to use the USPTO procedures to invalidate our patent claims because it may be easier for
them to do so relative to challenging the patent in a federal court action. It is not clear what, if any, impact the Leahy- Smith Act
will have on the operation of our business. However, the Leahy- Smith Act and its implementation could increase the
uncertainties and costs surrounding the prosecution of our patent applications and the enforcement or defense of our issued
patents, all of which could have a material adverse effect on our business and financial condition. In addition, Supreme Court
rulings have narrowed the scope of patent protection available in certain circumstances and weakened the rights of patent owners
in certain situations. From time to time, the Supreme Court, other federal courts, Congress, or the USPTO, may change the
standards of patentability and any such changes could have a negative impact on our business. A number of cases decided by the
Supreme Court have involved questions of when claims reciting abstract ideas, laws of nature, natural phenomena and / or
natural products are eligible for a patent, regardless of whether the claimed subject matter is otherwise novel and inventive.
These cases include Association for Molecular Pathology v. Myriad Genetics, Inc., 569 U. S. 12- 398 (2013); Alice Corp. v.
CLS Bank International, 573 U. S. 13- 298 (2014); and Mayo Collaborative Services v. Prometheus Laboratories, Inc., 566 U.
S. 10- 1150 (2012). In response to these cases, the USPTO has issued guidance to the examining corps. The USPTO first issued
a memorandum reflecting the USPTO’ s interpretation of the cases related to patent eligibility of natural products on March 4,
2014, which it subsequently revised and expanded upon in several additional updates now incorporated into its Manual of Patent
Examination Procedure. The USPTO’ s interpretation of the case law and new guidelines for examination may influence,
possibly adversely, prosecution and defense of certain types of claims in our portfolio. In addition to increasing uncertainty with
regard to our ability to obtain future patents, this combination of events has created uncertainty with respect to the value of
patents, once obtained. Depending on these and other decisions by Congress, the federal courts and the USPTO, the laws and
regulations governing patents could change or be interpreted in unpredictable ways that would weaken our ability to obtain new



patents or to enforce any patents that may issue to us in the future. In addition, these events may adversely affect our ability to
defend any patents that may issue in procedures in the USPTO or in courts. Our commercial success depends upon our ability,
and the ability of esr-any collaborators, to develop, manufacture, market and sell ¥6W-SF-and-our product candidates, if
approved, and use our proprietary technologies without infringing the proprietary rights of third parties. There is considerable
intellectual property litigation in the biotechnology and pharmaceutical industries. White-no-suehtitigation-has-beenrbrought
For example, on August 20, 2024, Vedanta Biosciences, Inc. and The University of Tokyo filed a complaint against us and
Nestlé S. A., Nestlé Health Science S. A., Nestlé Health Science US Holdings, Inc. and SPN in the United States District
Court for the District of Delaware alleging that the making, sale and use of VOWST infringes on U. S. Patent Nos. 9, 433,
652, 9, 662, 381, 9, 808, 519, 10, 555, 978, and 11, 090, 343. The complaint seeks unspecified damages, fees, expenses and
injunctive relief. We believe the complaint is without merit and intend to defend ourself vigorously against the claims.
While we have not been held by any court to have infringed a third party’ s intellectual property rights, we cannot guarantee that
our technology - VOW-ST-or our product candidates, or use of ¥OWST-er-our product candidates do not infringe third- party
patents. We are aware of numerous patents and pending applications owned by third parties in the fields in which we are
developing product candidates, both in the United States and elsewhere. However, we may have failed to identify relevant third-
party patents or applications. For example, applications filed before November 29, 2000 and certain applications filed after that
date that will not be filed outside the United States remain confidential until patents issue. Moreover, it is difficult for industry
participants, including us, to identify all third- party patent rights that may be relevant to ¥OW-SF-er-our product candidates and
technologies because patent searching is imperfect due to differences in terminology among patents, incomplete databases and
the difficulty in assessing the meaning of patent claims. We may fail to identify relevant patents or patent applications or may
identify pending patent applications of potential interest but incorrectly predict the likelihood that such patent applications may
issue with claims of relevance to our technology - VOW-ST-or our product candidates. In addition, we may be unaware of one or
more issued patents that would be infringed by the manufacture, sale or use of ¥OW-SF-er-our product candidates, or we may
incorrectly conclude that a third- party patent is invalid, unenforceable or not infringed by our activities. Additionally, pending
patent applications that have been published can, subject to certain limitations, be later amended in a manner that could cover
our technologies s ¥OWSF-or our product candidates or the use of ¥OWST-erour product candidates. We are aware of several
pending patent applications containing one or more claims that could be construed to cover ¥OW-SF-some of our product
candidates or technology, should those claims issue in their original form or in the form presently being pursued. In addition, we
are aware of third- party patent families that include issued and allowed patents, including in the United States, including claims
that, if valid and enforceable, could be construed to cover ¥OWST,-some of our product candidates or their methods of use. On
April 25,2017, we filed a notice of opposition in the European Patent Office challenging the validity of a patent issued to The
University of Tokyo and requesting that it be revoked in its entirety for the reasons set forth in our opposition. The oral
proceedings were held at the European Patent Office on February 18, 2019 and the Opposition Division required The University
of Tokyo to narrow the scope of the claims of the patent. The University of Tokyo appealed certain aspects of the Oppositions
Division’ s decision, as did we and other opponents. On November 18, 2022, The University of Tokyo requested termination of
the appeal proceeding and revocation of its patent. On December 19, 2022, the Opposition Division officially terminated the
appeal proceeding, and European Patent No. 2 575 835 B1 has been revoked in its entirety. The biotechnology and
pharmaceutical industries are characterized by extensive litigation regarding patents and other intellectual property rights. Other
parties may allege that ¥OWST;-our product candidates, or the use of our technologies infringes patent claims or other
intellectual property rights held by them or that we are employing their proprietary technology without authorization. We may
become party to, or threatened with, future adversarial proceedings or litigation regarding intellectual property rights with
respect to ¥OWST;-our product candidates and technology, including interference or derivation proceedings before the USPTO
and similar bodies in other countries. Third parties may assert infringement claims against us based on existing intellectual
property rights and intellectual property rights that may be granted in the future. If we were to challenge the validity of an issued
U. S. patent in court, such as an issued U. S. patent of potential relevance to some of ¥0WST5-our product candidates or
methods of use, we would need to overcome a statutory presumption of validity that attaches to every U. S. patent. This means
that in order to prevail, we would have to present clear and convincing evidence as to the invalidity of the patent’ s claims. There
is no assurance that a court would find in our favor on questions of infringement or validity. Patent and other types of
intellectual property litigation can involve complex factual and legal questions, and their outcome is uncertain. If we are found
or believe there is a risk we may be found, to infringe a third party’ s intellectual property rights, we could be required or may
choose to obtain a license from such third party to continue developing and marketing ¥OWSF;-our product candidates and
technology. However, we may not be able to obtain any such license on commercially reasonable terms or at all. Even if we
were able to obtain a license, it could be non- exclusive, thereby giving our competitors access to the same technologies licensed
to us. We could be forced, including by court order, to cease commercializing the infringing technology or product. In addition,
we could be found liable for monetary damages, including treble damages and attorneys’ fees if we are found to have willfully
infringed a patent. A finding of infringement could prevent us from commercializing ¥O0W-ST-er-our product candidates or force
us to cease some of our business operations, which could materially harm our business. Claims that we have misappropriated the
confidential information or trade secrets of third parties could have a similar negative impact on our business. Even if we are
successful in these proceedings, we may incur substantial costs and divert management time and attention in pursuing these
proceedings, which could have a material adverse effect on us. If we are unable to avoid infringing the patent rights of others,
we may be required to seek a license, defend an infringement action or challenge the validity of the patents in court, or redesign
VOWST-erour product candidates. Patent litigation is costly and time- consuming. We may not have sufficient resources to
bring these actions to a successful conclusion. In addition, intellectual property litigation or claims could force us to do one or
more of the following: * cease developing, selling or otherwise commercializing ¥OWSF-er-our product candidates; * pay



substantial damages for past use of the asserted intellectual property; ¢ obtain a license from the holder of the asserted
intellectual property, which license may not be available on reasonable terms, if at all; and ¢ in the case of trademark claims,
redesign, or rename, some or all of our product candidates or other brands to avoid infringing the intellectual property rights of
third parties, which may not be possible and, even if possible, could be costly and time- consuming. Any of these risks coming
to fruition could have a material adverse effect on our business, results of operations, financial condition and prospects. Issued
patents covering ¥W-SF-er-our product candidates could be found invalid or unenforceable or could be interpreted narrowly if
challenged in court. Competitors may infringe our intellectual property, including our patents or the patents of our licensors. As
a result, we may be required to file infringement claims to stop third- party infringement or unauthorized use. This can be
expensive, particularly for a company of our size, and time- consuming. If we initiated legal proceedings against a third party to
enforce a patent, if and when issued, covering ¥6W-SF-erone of our product candidates, the defendant could counterclaim that
the patent covering ¥OWSF-er-our product candidate is invalid and / or unenforceable. In patent litigation in the United States,
defendant counterclaims alleging invalidity and / or unenforceability are commonplace. Grounds for a validity challenge include
alleged failures to meet any of several statutory requirements, including lack of novelty, obviousness or non- enablement, or
failure to claim patent eligible subject matter. Grounds for unenforceability assertions include allegations that someone
connected with prosecution of the patent withheld relevant information from the USPTO, or made a misleading statement,
during prosecution. Third parties may also raise similar claims before administrative bodies in the United States or abroad, even
outside the context of litigation. Such mechanisms include re- examination, post grant review and equivalent proceedings in
foreign jurisdictions, such as opposition proceedings. Such proceedings could result in revocation or amendment of our patents
in such a way that they no longer cover our product candidates or competitive products. The outcome following legal assertions
of invalidity and unenforceability is unpredictable. With respect to validity, for example, we cannot be certain that there is no
invalidating prior art, of which we and the patent examiner were unaware during prosecution. If a defendant were to prevail on a
legal assertion of invalidity and / or unenforceability, we would lose at least part, and perhaps all, of the patent protection on
MOWSTF-or-our product candidates. Moreover, even if not found invalid or unenforceable, the claims of our patents could be
construed narrowly or in a manner that does not cover the allegedly infringing technology in question. Such a loss of patent
protection would have a material adverse impact on our business. Obtaining and maintaining our patent protection depends on
compliance with various procedural, document submission, fee payment and other requirements imposed by governmental
patent agencies, and our patent protection could be reduced or eliminated for noncompliance with these requirements. Periodic
maintenance fees on any issued patent are due to be paid to the USPTO and foreign patent agencies in several stages over the
lifetime of the patent and, in some jurisdictions, during the pendency of a patent application. The USPTO and various foreign
governmental patent agencies require compliance with a number of procedural, documentary, fee payment and other similar
provisions during the patent application process. While an inadvertent lapse can in many cases be cured by payment of a late fee
or by other means in accordance with the applicable rules, there are situations in which noncompliance can result in
abandonment or lapse of the patent or patent application, resulting in partial or complete loss of patent rights in the relevant
jurisdiction. Noncompliance events that could result in abandonment or lapse of a patent or patent application include, but are
not limited to, failure to respond to official actions within prescribed time limits, non- payment of fees and failure to properly
legalize and submit formal documents. In such an event, our competitors might be able to enter the market, which would have a
material adverse effect on our business. We may be subject to claims challenging the inventorship or ownership of our patents
and other intellectual property. It is our policy to enter into confidentiality and intellectual property assignment agreements with
our employees, consultants, contractors and advisors. These agreements generally provide that inventions conceived by the party
in the course of rendering services to us will be our exclusive property. However, these agreements may not be honored and may
not effectively assign intellectual property rights to us. For example, even if we have a consulting agreement in place with an
academic advisor pursuant to which such academic advisor is required to assign any inventions developed in connection with
providing services to us, such academic advisor may not have the right to assign such inventions to us, as it may conflict with his
or her obligations to assign all such intellectual property to his or her employing institution. Litigation may be necessary to
defend against these and other claims challenging inventorship or ownership. If we fail in defending any such claims, in addition
to paying monetary damages, we may lose valuable intellectual property rights, such as exclusive ownership of, or right to use,
valuable intellectual property. Such an outcome could have a material adverse effect on our business. Even if we are successful
in defending against such claims, litigation could result in substantial costs and be a distraction to management and other
employees. We may be subject to claims by third parties asserting that our employees or we have misappropriated their
intellectual property, or claiming ownership of what we regard as our own intellectual property. Many of our employees were
previously employed at universities or other biotechnology or pharmaceutical companies, including our competitors or potential
competitors. We may also engage advisors and consultants who are concurrently employed at universities or other organizations
or who perform services for other entities. Although we try to ensure that our employees, advisors and consultants do not use the
proprietary information or know- how of others in their work for us, we may be subject to claims that we or our employees,
advisors or consultants have used or disclosed intellectual property, including trade secrets or other proprietary information, of
any such party’ s former or current employer or in violation of an agreement with another party. Although we have no
knowledge of any such claims being alleged to date, if such claims were to arise, litigation may be necessary to defend against
any such claims. In addition, while it is our policy to require our employees, consultants, advisors and contractors who may be
involved in the development of intellectual property to execute agreements assigning such intellectual property to us, we may be
unsuccessful in executing such an agreement with each party who in fact develops intellectual property that we regard as our
own. Our and their assignment agreements may not be self- executing or may be breached, and we may be forced to bring
claims against third parties, or defend claims they may bring against us, to determine the ownership of what we regard as our
intellectual property. Similarly, we may be subject to claims that an employee, advisor or consultant performed work for us that



conflicts with that person’ s obligations to a third party, such as an employer, and thus, that the third party has an ownership
interest in the intellectual property arising out of work performed for us. Litigation may be necessary to defend against these
claims. Although we have no knowledge of any such claims being alleged to date, if such claims were to arise, litigation may be
necessary to defend against any such claims. If we fail in prosecuting or defending any such claims, in addition to paying
monetary damages, we may lose valuable intellectual property rights or personnel. Even if we are successful in prosecuting or
defending against such claims, litigation could result in substantial costs and be a distraction to management. If our trademarks
and trade names are not adequately protected, then we may not be able to build name recognition in our markets of interest and
our business may be adversely affected. Our registered or unregistered trademarks or trade names may be challenged, infringed,
circumvented or declared generic or determined to be infringing on other marks. We may not be able to protect our rights to
these trademarks and trade names, which we need to build name recognition among potential collaborators or customers in our
markets of interest. At times, competitors may adopt trade names or trademarks similar to ours, thereby impeding our ability to
build brand identity and possibly leading to market confusion. In addition, there could be potential trade name or trademark
infringement claims brought by owners of other registered trademarks or trademarks that incorporate variations of our registered
or unregistered trademarks or trade names. Over the long term, if we are unable to establish name recognition based on our
trademarks and trade names, then we may not be able to compete effectively and our business may be adversely affected. Our
efforts to enforce or protect our proprietary rights related to trademarks, trade secrets, domain names, copyrights or other
intellectual property may be ineffective and could result in substantial costs and diversion of resources and could adversely
impact our financial condition or results of operations. We will not seek to protect our intellectual property rights in all
jurisdictions throughout the world and we may not be able to adequately enforce our intellectual property rights even in the
jurisdictions where we seek protection. Filing, prosecuting and defending patents on product candidates in all countries and
jurisdictions throughout the world would be prohibitively expensive, and our intellectual property rights in some countries
outside the United States could be less extensive than in the United States, assuming that rights are obtained in the United States
and assuming that rights are pursued outside the United States. The statutory deadlines for pursuing patent protection in
individual foreign jurisdictions are based on the priority date of each of our patent applications. For each of the patent families
that we believe provide coverage for our product candidates, we decide whether and where to pursue protection outside the
United States. In addition, the laws of some foreign countries do not protect intellectual property rights to the same extent as
federal and state laws in the United States. Consequently, even if we do elect to pursue patent rights outside the United States,
we may not be able to obtain relevant claims and / or we may not be able to prevent third parties from practicing our inventions
in all countries outside the United States, or from selling or importing products made using our inventions in and into the United
States or other jurisdictions. Additionally, Europe' s Unified Patent Court, or UPC, may present uncertainties for our ability to
protect and enforce our patent rights against competitors in Europe. Although this new court has been implemented to provide
more certainty and efficiency to patent enforcement throughout Europe, it will also provide our competitors with a new forum to
use to centrally challenge our patents if opted into the UPC, rather than having to seek invalidity or non- infringement decisions
on a country- by- country basis. It will be several years before the scope of patent rights that will be recognized and the strength
of patent remedies that will be provided is known. Competitors may use our technologies in jurisdictions where we do not
pursue and obtain patent protection to develop their own products and further, may export otherwise infringing products to
territories where we have patent protection, but enforcement is not as strong as that in the United States. These products may
compete with our preduets— product candidates and our patents or other intellectual property rights may not be effective or
sufficient to prevent them from competing. Even if we pursue and obtain issued patents in particular jurisdictions, our patent
claims or other intellectual property rights may not be effective or sufficient to prevent third parties from so competing. The
laws of some foreign countries do not protect intellectual property rights to the same extent as the laws of the United States.
Many companies have encountered significant problems in protecting and defending intellectual property rights in certain
foreign jurisdictions. The legal systems of some countries, particularly developing countries, do not favor the enforcement of
patents and other intellectual property protection, especially those relating to biotechnology. This could make it difficult for us
to stop the infringement of our patents, if obtained, or the misappropriation of our other intellectual property rights. For example,
many foreign countries have compulsory licensing laws under which a patent owner must grant licenses to third parties. In
addition, many countries limit the enforceability of patents against third parties, including government agencies or government
contractors. In these countries, patents may provide limited or no benefit. Patent protection must ultimately be sought on a
country- by- country basis, which is an expensive and time- consuming process with uncertain outcomes. Accordingly, we may
choose not to seek patent protection in certain countries, and we will not have the benefit of patent protection in such countries.
If our ability to obtain and, if obtained, enforce our patents to stop infringing activities is inadequate, third parties may compete
with our preduets— product candidates , and our patents or other intellectual property rights may not be effective or sufficient to
prevent them from competing. Accordingly, our intellectual property rights around the world may be inadequate to obtain a
significant commercial advantage from the intellectual property we develop or license. Risks Related to Our Operations We-may
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atertatty-a ~Our future success depends on our abrhty to retain key
executlves and to attract, retain and motivate quahﬁed personnel We are highly dependent on Eric Shaff, our President and
Chief Executive Officer, as well as the other principal members of our management, scientific and clinical team. Although we
have entered into employment agreements with our executive officers, each of them may terminate their employment with us at
any time. We do not maintain “ key person ” insurance for any of our executives or other employees. Recruiting and retaining
qualified scientific, clinical, manufacturing and sales and marketing personnel will also be critical to our success. The loss of the
services of our executive officers or other key employees could impede the achievement of our research, development and
potential future commercialization objectives and seriously harm our ability to successfully implement our business strategy.
Furthermore, replacing executive officers and key employees may be difficult and may take an extended period of time because
of the limited number of individuals in our industry with the breadth of skills and experience required to successfully develop,
gain regulatory approval of and commercialize products. Competition to hire from this limited pool is intense, and we may be
unable to hire, train, retain or motivate these key personnel on acceptable terms given the competition among numerous
pharmaceutical and biotechnology companies for similar personnel. We also experience competition for the hiring of scientific
and clinical personnel from universities and research institutions —OurRestraeturing Plan-may-make-it-more-diffieult-forusto
h-xfe—qua-l-rﬁed—pefsenﬂel— In addition, we rely on consultants and advisors, including scientific and clinical advisors, to assist us
in formulating our research and development and commercialization strategy and execution. Our consultants and advisors may
be employed by employers other than us and may have commitments under consulting or advisory contracts with other entities
that may limit their availability to us. If we are unable to continue to attract and retain high quality personnel, our ability to
pursue our growth strategy will be limited. A variety of risks associated with operating internationally could materially
adversely affect our business. We currently have limited international operations, but our business strategy incorporates
potentially expanding internationally with-respeetto-VOWST-and-if any of our product candidates receive regulatory approval.
We have conducted clinical studies in Australia and New Zealand in the past and -may—wﬂl llkely in the future Conduct clinical
studies in other Countrres as well. ] 0

busrness 1nternat10nally 1nv01ves a number of rlsks 1nclud1ng but not hnnted to: » multiple, conﬂlctlng and changlng laws and
regulations, such as privacy regulations, tax laws, export and import restrictions , including tariffs , employment laws,
regulatory requirements and other governmental approvals, permits and licenses; ¢ failure by us to obtain and maintain
regulatory approvals for the use of our preduets— product candidates in various countries;  additional potentially relevant
third- party patent rights; * complexities and difficulties in obtaining protection and enforcing our intellectual property; ¢
difficulties in staffing and managing foreign operations; * complexities associated with managing multiple payor reimbursement
regimes, government payors or patient self- pay systems; ¢ limits in our ability to penetrate international markets; ¢ global
macroeconomic conditions, including a continued increase in inflation rates or interest rates, labor shortages, supply chain
shortages, disruptions and instability in the banking industry and other parts of the financial services sector, or other economic,
political or legal uncertainties or adverse developments; ¢ financial risks, such as longer payment cycles, difficulty collecting
accounts receivable, the impact of local and regional financial crises on demand and payment for our preduets-- product
candidates and exposure to foreign currency exchange rate fluctuations; * terrorism and / or political instability, unrest and
wars, such as the conflicts involving Ukraine and Russia or Israel and its surrounding regions, which could delay or disrupt our
business, and if such political unrest escalates or spills over to or otherwise impacts additional regions it could heighten many of
the other risk factors included in this Item 1A; ¢ natural disasters (including as a result of severe weather events, climate
change or otherwise ), which could cause significant damage to the infrastructure upon which our business operations rely, and
the timing, nature or severity of which we may be unable to prepare for; * economic instability, outbreak of disease or epidemics
suehras-the-COVID-—19-pandemie-, boycotts, curtailment of trade and other business restrictions; ¢ certain expenses including,
among others, expenses for travel, translation and insurance; and * regulatory and compliance risks that relate to maintaining
accurate information and control over sales and activities that may fall within the purview of the U. S. Foreign Corrupt Practices
Act, its books and records provisions, or its anti- bribery provisions. Any of these factors could significantly harm our future
international expansion and operations and, consequently, our results of operations. Our business and operations may suffer in
the event of information technology system failures, cyberattacks or deficiencies in our cybersecurity. In the ordinary course of
our business, we collect and store sensitive data, including personally identifiable information, intellectual property and
proprietary business information owned or controlled by ourselves or our employees Feustemers-and other third —parties. We
manage and maintain our applications and data utilizing a combination of on- site systems and cloud- based data centers. We
utilize external security and infrastructure vendors to manage parts of our data centers, and as a result a number of third- party
vendors may or could have access to our confidential information. These applications and data encompass a wide variety of
business- critical information, including research and development information, customer information, commercial information
and business and financial information. We face a number of risks relative to protecting this critical information, including loss
of access risk, inappropriate or unauthorized access, use, modification or disclosure, and the risk of our being unable to



adequately monitor and audit and modify our controls over our confidential information. This risk extends to the third- party
vendors and subcontractors we use to manage this sensitive data or otherwise process it on our behalf. The secure processing,
storage, maintenance and transmission of this critical information are vital to our operations and business strategy, and we
devote significant resources to protecting such information. Although we take reasonable measures to protect sensitive data from
unauthorized access, use or disclosure, our information technology systems and those of our third- party service providers,
strategic partners and other contractors or consultants are vulnerable to attack, damage and interruption from computer viruses
and malware (e. g., ransomware), malicious code, natural disasters, terrorism, war, telecommunication and electrical failures,
hacking, cyberattacks, phishing attacks and other social engineering schemes, employee theft or misuse, human error, fraud,
denial or degradation of service attacks, sophisticated nation- state and nation- state- supported actors or unauthorized access or
use by persons inside our organization, or persons with access to systems inside our organization. We may also face increased
cybersecurity risks due to our reliance on internet technology and the number of our employees who continue to work remotely,
which may create additional opportunities for cybercriminals to exploit vulnerabilities. Furthermore, because the techniques
used to obtain unauthorized access to, or to sabotage, systems change frequently and often are not recognized until launched
against a target, we may be unable to anticipate these techniques or implement adequate preventative measures. We may also
experience security breaches that may remain undetected for an extended period. Even if identified, we may be unable to
adequately investigate or remediate incidents or breaches due to attackers increasingly using tools and techniques that are
designed to circumvent controls, to avoid detection, and to remove or obfuscate forensic evidence. We and certain of our service
providers are from time to time subject to cyberattacks and security attempts or incidents. While we do not believe that we have
experienced any significant system failure, accident or security breach to date, if such an event were to occur and cause
interruptions in our operations, it could result in a material disruption of our development programs and our business operations,
whether due to a loss, corruption or unauthorized disclosure of our trade secrets, personal information or other proprietary or
sensitive information or other similar disruptions. If we or our third- party vendors were to experience a significant
cybersecurity breach of our or their information technology systems or data, the costs associated with the investigation and
remediation could be material. Any such real or perceived unauthorized access or use, breach, or other loss of confidential
information could also result in regulatory scrutiny, reputational harm, legal claims or proceedings, and liability under federal or
state laws that protect the privacy of personal information, and regulatory enforcement, including penalties or fines. Notice of
breaches may be required to affected individuals or state, federal or foreign regulators, and for extensive breaches, notice may
need to be made to the media or State Attorneys General. Such notifications could be costly, harm our reputation and our ability
to compete. Although we have implemented security measures to prevent unauthorized access, such data is currently accessible
through multiple channels, and there is no guarantee that our cybersecurity risk management program and processes, including
our policies, controls or procedures, will be fully implemented, complied with or effective in protecting our systems and data
from breach. Actual or perceived failures to comply with applicable data protection, privacy and security laws, regulations,
standards and other requirements could adversely affect our business, results of operations, and financial condition. The global
data protection landscape is rapidly evolving, and we are or may become subject to numerous state, federal and foreign laws,
requirements and regulations governing the collection, use, disclosure, retention, and security of personal information, such as
information that we may collect in connection with clinical trials in the U. S. and abroad. Implementation standards and
enforcement practices are likely to remain uncertain for the foreseeable future, and we cannot yet determine the impact future
laws, regulations, standards, or perception of their requirements may have on our business. This evolution may create uncertainty
in our business, affect our ability to operate in certain jurisdictions or to collect, store, transfer use and share personal
information, necessitate the acceptance of more onerous obligations in our contracts, result in liability or impose additional costs
on us. The cost of compliance with these laws, regulations and standards is high and is likely to increase in the future. Any
failure or perceived failure by us to comply with federal, state or foreign laws or regulation, our internal policies and procedures
or our contracts governing our processing of personal information could result in negative publicity, government investigations
and enforcement actions, claims by third parties and damage to our reputation, any of which could have a material adverse effect
on our results of operations, financial performance and business. In the U. S., HIPAA, as amended by the Health Information
Technology for Economic and Clinical Health Act, and their implementing regulations, or collectively HIPAA, imposes
privacy, security and breach notification obligations on certain healthcare providers, health plans, and healthcare clearinghouses,
known as covered entities, as well as their business associates that perform certain services that involve creating, receiving,
maintaining or transmitting individually identifiable health information for or on behalf of such covered entities, and their
covered subcontractors. Most healthcare providers, including research institutions from which we obtain clinical trial
information, are subject to privacy and security regulations promulgated under HIPAA. We do not believe that we are currently
acting as a covered entity or business associate under HIPAA and thus are not regulated under HIPAA. However, any person
may be prosecuted under HIPAA’ s criminal provisions either directly or under aiding- and- abetting or conspiracy principles.
Consequently, depending on the facts and circumstances, we could face substantial criminal penalties if we knowingly receive
individually identifiable health information from a HIPAA- covered healthcare provider or research institution that has not
satisfied HIPAA’ s requirements for disclosure of individually identifiable health information. Certain states have also adopted
comparable privacy and security laws and regulations, which govern the privacy, processing and protection of health- related
and other personal information. Such laws and regulations will be subject to interpretation by various courts and other
governmental authorities, thus creating potentially complex compliance issues for us and our future customers and strategic
partners. For example, the California Consumer Privacy Act, as amended by the California Privacy Rights Act or collectively,
the CCPA, requires eertaitrcovered businesses that process personal information of California residents to, among other things:
provide certain disclosures to California residents regarding the business’ s collection, use, and disclosure of their personal
information; receive and respond to requests from California residents to access, delete, and correct their personal information,



or to opt- out of certain disclosures of their personal information; and enter into specific contractual provisions with service
providers that process California resident personal information on the business’ s behalf. Additional compliance investment and
potential business process changes may also be required. Similar laws have passed in other states, and continue to be proposed
at the state and federal level, reflecting a trend toward more stringent privacy legislation in the United States. The enactment of
such laws could have potentially conflicting requirements that would make compliance challenging. In the event that we are
subject to or affected by HIPAA, the CCPA or other domestic privacy and data protection laws, any liability from failure to
comply with the requirements of these laws could adversely affect our financial condition. Furthermore, the Federal Trade
Commission, or FTC, and many State Attorneys General continue to enforce federal and state consumer protection laws against
companies for online collection, use, dissemination and security practices that appear to be unfair or deceptive. For example,
according to the FTC, failing to take appropriate steps to keep consumers’ personal information secure can constitute unfair acts
or practices in or affecting commerce in violation of Section 5 (a) of the Federal Trade Commission Act. The FTC expects a
company’ s data security measures to be reasonable and appropriate in light of the sensitivity and volume of consumer
information it holds, the size and complexity of its business, and the cost of available tools to improve security and reduce
vulnerabilities. Our operations abroad may also be subject to increased scrutiny or attention from data protection authorities. For
example, in Europe, the European Union General Data Protection Regulation, or the GDPR, went into effect in May 2018 and
imposes strict requirements for processing the personal data of individuals within the European Economic Area, or EEA, or in
the context of our activities within the EEA. Companies that must comply with the GDPR face increased compliance
obligations and risk, including more robust regulatory enforcement of data protection requirements and potential fines for
noncompliance of up to € 20 million or 4 % of the annual global revenues of the noncompliant undertaking, whichever is
greater. In addition to fines, a breach of the GDPR may result in regulatory investigations, reputational damage, orders to cease /
change our data processing activities, enforcement notices, assessment notices (for a compulsory audit) and / or civil claims
(including class actions). Among other requirements, the GDPR regulates transfers of personal data subject to the GDPR to third
countries that have not been found to provide adequate protection to such personal data, including the United States, and the
efficacy and longevity of current transfer mechanisms between the EEA, and the United States remains uncertain. Case law from
the Court of Justice of the EU states that reliance on the standard contractual clauses, or SCCs- a standard form of contract
approved by the European Commission as an adequate personal data transfer mechanism- alone may not necessarily be
sufficient in all circumstances and that transfers must be assessed on a case- by- case basis. On July 10, 2023, the European
Commission adopted its Adequacy Decision in relation to the new EU- U. S. Data Privacy Framework, or DPF, rendering the
DPF effective as a GDPR transfer mechanism to U. S. entities self- certified under the DPF. We expect the existing legal
complexity and uncertainty regarding international personal data transfers to continue. In particular, we expect the DPF
Adequacy Decision to be challenged and international transfers to the United States and to other jurisdictions more
generally to continue to be subject to enhanced scrutiny by regulators. As a result, we may have to make certain
operational changes and we will have to implement revised standard contractual clauses and other relevant
documentation for existing data transfers within required time frames. As supervisory authorities issue further guidance on
personal data export mechanisms, including circumstances where the SCCs cannot be used, and / or start taking enforcement
action, we could suffer additional costs, complaints and / or regulatory investigations or fines, and / or if we are otherwise
unable to transfer personal data between and among countries and regions in which we operate, it could affect the manner in
which we provide our services, the geographical location or segregation of our relevant systems and operations, and could
adversely affect our financial results. Since the beginning of 2021, after the end of the transition period following the UK’ s
departure from the European Union, we are also subject to the UK General Data Protection Regulation and Data Protection Act
2018, or collectively, the UK GDPR, which imposes separate but similar obligations to those under the GDPR and comparable
penalties, including fines of up to £ 17. 5 million or 4 % of a noncompliant undertaking’ s global annual revenue for the
preceding financial year, whichever is greater. On October 12, 2023, the UK Extension to the DPF came into effect (as
approved by the UK Government), as a data transfer mechanism from the UK to U. S. entities self- certified under the DPF. As
we continue to expand into other foreign countries and jurisdictions, we may be subject to additional laws and regulations that
may affect how we conduct business. Although we work to comply with applicable laws, regulations and standards, our
contractual obligations and other legal obligations, these requirements are evolving and may be modified, interpreted and
applied in an inconsistent manner from one jurisdiction to another, and may conflict with one another or other legal obligations
with which we must comply. Any failure or perceived failure by us or our employees, representatives, contractors, consultants,
collaborators, or other third parties to comply with such requirements or adequately address privacy and security concerns, even
if unfounded, could result in additional cost and liability to us, damage our reputation, and adversely affect our business and
results of operations. Acquisitions , dispositions, or joint ventures could disrupt our business, cause dilution to our stockholders
and otherwise harm our business. We may from time to time acquire other businesses, products or technologies as well as
pursue strategic alliances, joint ventures, technology licenses ef-, investments in complementary businesses , or dispose of
assets . We have not made any acquisitions to date, and our ability to do so successfully is unproven. On September 30, 2024,
we completed the sale of our VOWST Business to SPN, which included all inventory and equipment, certain patents and
patent applications, know- how, trade secrets, trademarks, domain names, marketing authorizations and related rights,
documents, materials, business records and data and contracts that are used or held for use primarily in the
development, commercialization and manufacturing of VOWST. Any of these transactions could be material to our financial
condition and operating results and expose us to many risks, including: ¢ disruption in our relationships with future customers or
with current or future distributors or suppliers as a result of such a transaction; ¢ unanticipated liabilities related to acquired
companies or disposed assets or businesses ; * additional exposure to cybersecurity risks and vulnerabilities from any newly
acquired information technology infrastructure; « difficulties retaining or integrating acquired personnel, technologies and



operations tite-ent-existing-bustness—; * diversion of management time and focus from operating our business to transaction,
acquisition integration , or dispesition- related challenges; ¢ increases in our expenses and reductions in our cash available for
operations and other uses; ¢ possible write- offs or impairment charges relating to acquired or disposed businesses; and °
inability to develop a sales force for any additional product candidates. Foreign acquisitions involve unique risks in addition to
those mentioned above, including those related to integration of operations across different cultures and languages, currency
risks and the particular economic, political and regulatory risks associated with specific countries. Also, the anticipated benefit
of any acquisition or disposition may not materialize. Future acquisitions or dispositions could result in potentially dilutive
issuances of our equity securities, the incurrence of debt, contingent liabilities or amortization expenses or write- offs of
goodwill, any of which could harm our financial condition. We cannot predict the number, timing or size of future joint ventures
or acquisitions or dispositions , or the effect that any such transactions might have on our operating results. We have in the past
been subject to securities class action litigation and may be subject to similar or other litigation in the future, which may harm
our business. Securities class action litigation has often been brought against a company following a decline in the market price
of'its securities. This risk is especially relevant for us because biopharmaceutical companies have experienced significant stock
price volatility in recent years. On September 28, 2016, a purported stockholder filed a putative class action lawsuit in the U. S.
District Court for the District of Massachusetts against us entitled Mariusz Mazurek v. Seres Therapeutics, Inc., et. al. alleging
false and misleading statements and omissions about our clinical trials for our then product candidate SER- 109 in our public
disclosures between June 25, 2015 and July 29, 2016. Although this lawsuit has been dismissed by the court, should we face
similar or other litigation again, it could result in substantial costs and a diversion of management’ s attention and resources,
which could harm our business. In addition, the uncertainty of a pending lawsuit or potential filing of additional lawsuits could
lead to more volatility and a reduction in our stock price. We are subject to complex and changing laws and regulations,
which exposes us to potential liabilities, increased costs and other adverse effects on our business. We are subject to
complex and changing laws, regulations, and executive orders, and compliance with these laws and regulations and
executive orders is onerous and expensive. New and changing laws, regulations, and executive orders can adversely affect
our business by increasing our costs, limiting the Company’ s ability to pursue or offer a product candidate or product,
and requiring changes to our business. New and changing laws, regulations, and executive orders can also create
uncertainty about how such laws and regulations will be interpreted and applied. Regulatory changes and other actions
that materially adversely affect our business may be announced with little or no advance notice we may not be able to
effectively mitigate all adverse impacts from such measures. Differing interpretations of such legal obligations can expose
us to significant fines, government investigations, litigation and reputational harm. If we are found to have violated laws,
regulations, or executive orders, it could materially adversely affect our business, reputation, results of operations and
financial condition. If we fail to comply with environmental, health and safety laws and regulations, we could become subject
to fines or penalties or incur costs that could harm our business. We are subject to numerous environmental, health and safety
laws and regulations, including those governing laboratory procedures and the handling, use, storage, treatment and disposal of
hazardous materials and wastes. Our operations involve the use of hazardous and flammable materials, including chemicals and
biological materials such as human stool. Our operations also produce hazardous waste products. We generally contract with
third parties for the dlsposal of these materials and wastes. We cannot ehmmate the risk of contamination or injury ;inetading
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contamination or injury resulting from our use of hazardous materlals we could be held liable for any resulting damages, and
any liability could exceed our resources. We also could incur significant costs associated with civil or criminal fines and
penalties for failure to comply with such laws and regulations. Although we maintain workers’ compensation insurance to cover
us for costs and expenses we may incur due to injuries to our employees resulting from the use of hazardous materials, this
insurance may not provide adequate coverage against potential liabilities. We do not maintain insurance for environmental
liability or toxic tort claims that may be asserted against us in connection with our storage or disposal of biological, hazardous or
radioactive materials. In addition, we may incur substantial costs in order to comply with current or future environmental, health
and safety laws and regulations. These current or future laws and regulations may impair our research, development or
production efforts. Our failure to comply with these laws and regulations also may result in substantial fines, penalties or other
sanctions. Our ability to use our net operating loss carryforwards and research and development credits to offset future taxable
income or income tax liabilities may be subject to certain limitations. As of December 31, 2623-2024 , we had net operating loss
carryforwards, or NOLs, of $ 527580 . 1 million for federal income tax purposes and $ $84-543 . 2-6 million for state income
tax purposes, which may be available to offset our future taxable income, if any. Our federal NOLs subject to expiration begin to
expire in various amounts in 2035. Our federal NOLs generated in taxable years beginning after December 31, 2017 are not
subject to expiration, but may generally only be used to offset 80 % of taxable income in years beginning after December 31,
2020. Our state NOLSs also begin to expire in various amounts in 2035. As of December 31, 2023-2024 , we also had federal and
state research and development and other tax credit carryforwards of approximately $ 45-46. 5 million and $ 8 . | mithonand$
F—Fmillion, respectively, net of uncertain tax position reserves, available to reduce future income tax liabilities, if any. Our
federal and state tax credit carryforwards begin to expire in various amounts in 2031 and 2028, respectively. The federal
research and development tax credit carryforwards include an orphan drug credit carryforward of $ 25. 9 million. These NOLs
and tax credit carryforwards could expire unused, to the extent subject to expiration, and be unavailable to offset future taxable
income or income tax liabilities. In addition, in general, under Sections 382 and 383 of the U. S. Internal Revenue Code of 1986,
as amended {the"-Cede")-, a corporation that undergoes an “ ownership change ” is subject to limitations on its ability to use its
pre- change NOLSs and tax credit carryforwards to offset future taxable income and income taxes. For these purposes, an
ownership change generally occurs where the aggregate change in stock ownership of one or more stockholders or groups of
stockholders owning at least 5 % of a corporation’ s stock exceeds 50 percentage points over a rolling three- year period. Similar




rules may apply under state tax laws. We have experienced ownership changes in the past, per a Section 382 study performed
through December 31, 2020. We believe that none of our existing tax assets will expire unused as a result of the calculated
limitations resulting from such ownership changes. However, we may have experienced additional ownership changes since
December 31, 2020, and we may experience ownership changes in the future as a result of future transactions in our stock, some
of which may be outside our control. If we have undergone additional ownership changes, or if we undergo ownership changes
in the future, our ability to use our NOLs and tax credit carryforwards could be further limited. For these reasons, we may not be
able to use a material portion of our NOLs or tax credit carryforwards, even if we attain profitability. We have recorded a full
valuation allowance related to our NOLs and other deferred tax assets due to the uncertainty of the ultimate realization of the
future tax benefits of such assets. Risks Related to Our Common Stock We have received a notice of the failure to satisfy a
continued listing rule from Nasdaq. Nasdaq maintains several requirements for continued listing of our common stock,
one of which is the maintenance of a minimum closing bid price of $ 1. 00. On November 7, 2024, we received written
notice from Nasdaq notifying us that, for the last 30 consecutive business days, the bid price for our common stock had
closed below the $ 1. 00 Bid Price Requirement for continued inclusion on The terms-efthe-Oaktree-Credit-Agreementplaee
restrietions-Nasdaq Global Select Market. The notice had no immediate effect on the listing of our common stock, which
continues to trade on The Nasdaq Global Select Market under the symbol" MCRB'". Pursuant to the Nasdaq listing
rules, we were provided a period of 180 calendar days, et or operating-and-finanetal-flexibility-until May 6, 2025 to
regain compliance with the Bid Price Requirement . If we raise-do not regain compliance with this requirement by May
6, 2025, we may be eligible for an additional 180- calendar day compliance period by transferring the listing of our
common stock to The Nasdaq eapital-Capital threugh-debt-finaneing-Market and satisfying certain requirements. To
qualify for the additional grace period . we would be required to submit a transfer application for transfer between
Nasdaq market tiers and pay an application fee. In addition, we would be required to meet the continued listing
requirement for the market value of our publicly held shares and all other applicable initial listing standards for The
Nasdaq Capital Market, with the exception of the Bid Price Requirement, and would need to provide written notice of
our intention to cure the deficiency during the second grace period. If we fail to regain compliance during the compliance
period (1nclud1ng a second comphance perlod prov1ded by a transfer to The Nasdaq Capltal Market, if applicable), the
then term W A we entered-nto-the
Ga-ktfee—efed-rh*gfeefneﬂt—expect that Nasdaq w1ll notlfy us of 1ts determlnatlon t0 dellst 0ur common stock , at which
establishes-point we may appeal Nasdaq’ s delisting determination to a term-lean-faeility-of-$250-Nasdaq hearing panel or
pursue other available options to regain compliance . 6-mitttorrIf we fail to regain compliance during a second 180- day
compliance period , eonsistitg-and we appeal a Nasdaq delisting determination to a Nasdaq hearing panel, our common
stock will be 1mmed1ately suspended from tradlng on Nasdaq durlng the pendency 0[ the hearlngs panel review and
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%&nehe—@]:ean—a—nd—&le—"ﬁanehe—]a—lzeaﬁ—ﬂ&e— OTC Gaktfee—'l:eﬂﬁ—lseaﬁ— ) market whlle that appeal is pendlng We may
draw-have and intend to continue to actively monitor the Franche-Bloantuntd-September30-closing bid price of our
common stock. After considering all available options to regain compliance with the Bid Price Requirement , our board
of directors intends to recommend that our stockholders approve amendments to our restated certificate of
incorporation to effect a reverse stock split of our common stock at our 2624-2025 Annual Meeting of Stockholders.
However, there can be no assurance that any such reverse stock split , if VOW-STnet-sales-approved by the stockholders
and implemented, would increase the market price of our common stock in proportion to the reverse split ratio or result
in a sustained increase in the market price of our common stock. In addition, it is possible that the reduced number of
issued shares of common stock resulting from such a reverse stock split could adversely affect the liquidity of our
common stock. Furthermore, if, in the future, our common stock fails to meet the Bid Price Requirement and we have
effected a reverse stock split within the prior one- year period, we will not be eligible for any compliance period to
address the bid price deficiency trailingsix-eonseeutive-months-are-atdeast$35—0-millienand atdeast4—5% would be issued
a delisting determination greater—- rather in-than be granted a compliance period. Under the-these ealendar-quarter-prior
circumstances, we could appeal the delisting determination to a Nasdaq hearing panel, during which time any suspension
or delisting action will be stayed. There can also be no assurance that we will regain compliance with the Bid Price
Requirement during the 180- day compliance period, secure a second 180- day period to regain compliance, maintain
compliance with the the-other Apptieable Funding Date-(as-defined-Nasdaq listing requirements, or be successful in
appealing any delisting determination. If our common stock is delisted in the future, Oaktree-Credit-Agreementjoverthe
ealendarquarterimmediately-preeeding-it is unhkely that we —We—mayhéraw—the%&nehe-%ean—tmtﬂ—Septefﬁber—}HG%ﬁf
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-Re{ated—te-etrr—eeﬁaﬁ&en—SfeekOur executive ofﬁcels dlreetors and prlnmpal stockholders 1f they choose to act together have
the ability to significantly influence all matters submitted to stockholders for approval. Our executive officers, directors and
stockholders who owned more than 5 % of our outstanding common stock and their respective affiliates, in the aggregate, hold
shares representing approximately 43-38 % of our outstanding voting stock as of December 31, 2623-2024 . As a result, if these
stockholders were to choose to act together, they would be able to significantly influence all matters submitted to our
stockholders for approval, as well as our management and affairs. For example, these persons, if they choose to act together,
would significantly influence the election of directors and approval of any merger, consolidation or sale of all or substantially all
of our assets. This concentration of ownership control may: ¢ delay, defer or prevent a change in control; ¢ entrench our
management and the board of directors; or * impede a merger, consolidation, takeover or other business combination involving
us that other stockholders may desire. A significant portion of our total outstanding shares are eligible to be sold into the market,
which could cause the market price of our common stock to drop significantly, even if our business is doing well. Sales of a
substantial number of shares of our common stock in the public market, or the perception in the market that the holders of a
large number of shares intend to sell shares, could reduce the market price of our common stock. We have also registered and
intend to continue to register all shares of common stock that we may issue under our equity compensation plans. Once we
register these shares, they can be freely sold in the public market upon issuance, subject to volume limitations applicable to
affiliates. We are a “ smaller reporting company, ” and the reduced disclosure requirements applicable to smaller reporting
companies may make our common stock less attractive to investors. We are a *“ smaller reporting company ” as defined under
the rules promulgated under the Exchange Act. We will remain a smaller reporting company until the fiscal year following the
determination that both (i) the value of our voting and non- voting common shares held by non- affiliates is more than $ 250 . 0
million measured on the last business day of our second fiscal quarter and (ii) our annual revenues are more than $ 100 . 0
million during the most recently completed fiscal year and the value of our voting and non —voting common shares held by non-
affiliates is $ 700 . 0 million or more as measured on the last business day of our second fiscal quarter. Smaller reporting
companies are able to provide simplified executive compensation disclosure and have certain other reduced disclosure
obligations, including, among other things, being required to provide only two years of audited financial statements and not
being required to provide selected financial data, or supplemental financial information. We have elected to take advantage of
certain of the reduced reporting obligations, and may in the future take advantage of these or others. We cannot predict whether
investors will find our common stock less attractive if we rely on these exemptions. If some investors find our common stock
less attractive as a result, there may be a less active trading market for our common stock and our stock price may be reduced or
more volatile. Provisions in our restated certificate of incorporation and amended and restated bylaws and under Delaware law
could make an acquisition of our company, which may be beneficial to our stockholders, more difficult and may prevent
attempts by our stockholders to replace or remove our current management. Provisions in our restated certificate of
incorporation and our amended and restated bylaws may discourage, delay or prevent a merger, acquisition or other change in
control of our company that stockholders may consider favorable, including transactions in which stockholders might otherwise
receive a premium for their shares. These provisions could also limit the price that investors might be willing to pay in the future
for shares of our common stock, thereby depressing the market price of our common stock. In addition, because our board of
directors is responsible for appointing the members of our management team, these provisions may frustrate or prevent any
attempts by our stockholders to replace or remove our current management by making it more difficult for stockholders to
replace members of our board of directors. Among other things, these provisions include those establishing: ¢ a classified board
of directors with three- year staggered terms, which may delay the ability of stockholders to change the membership of a
majority of our board of directors; * no cumulative voting in the election of directors, which limits the ability of minority
stockholders to elect director candidates; ¢ the exclusive right of our board of directors to elect a director to fill a vacancy created



by the expansion of the board of directors or the resignation, death or removal of a director, which prevents stockholders from
filling vacancies on our board of directors; ¢ the ability of our board of directors to authorize the issuance of shares of preferred
stock and to determine the terms of those shares, including preferences and voting rights, without stockholder approval, which
could be used to significantly dilute the ownership of a hostile acquirer; * the ability of our board of directors to alter our bylaws
without obtaining stockholder approval; « the required approval of the holders of at least two- thirds of the shares entitled to vote
at an election of directors to adopt, amend or repeal our bylaws or repeal the provisions of our restated certificate of
incorporation regarding the election and removal of directors; ¢ a prohibition on stockholder action by written consent, which
forces stockholder action to be taken at an annual or special meeting of our stockholders; ¢ the requirement that a special
meeting of stockholders may be called only by the chairman of the board of directors, the chief executive officer, the president
or the board of directors, which may delay the ability of our stockholders to force consideration of a proposal or to take action,
including the removal of directors; and « advance notice procedures that stockholders must comply with in order to nominate
candidates to our board of directors or to propose matters to be acted upon at a stockholders’ meeting, which may discourage or
deter a potential acquirer from conducting a solicitation of proxies to elect the acquirer’ s own slate of directors or otherwise
attempting to obtain control of us. Moreover, because we are incorporated in Delaware, we are governed by the provisions of
Section 203 of the General Corporation Law of the State of Delaware, which prohibits a person who owns in excess of 15 % of
our outstanding voting stock from merging or combining with us for a period of three years after the date of the transaction in
which the person acquired in excess of 15 % of our outstanding voting stock, unless the merger or combination is approved in a
prescribed manner. Our certificate of incorporation designates the Court of Chancery of the State of Delaware, subject to certain
exceptions, as the sole and exclusive forum for certain types of actions and proceedings that may be initiated by our stockholders
and our bylaws designate the federal district courts of the United States as the exclusive forum for actions arising under the
Securities Act of 1933, as amended, which could limit our stockholders’ ability to obtain a favorable judicial forum for disputes
with us or our directors, officers or employees. Our restated certificate of incorporation specifies that, unless we consent in
writing to the selection of an alternative forum, the Court of Chancery of the State of Delaware will be the sole and exclusive
forum for most legal actions involving actions brought against us by stockholders. In addition, our bylaws provide that the
federal district courts of the United States are the exclusive forum for any complaint raising a cause of action arising under the
Securities Act. Any person or entity purchasing or otherwise acquiring any interest in shares of our capital stock shall be deemed
to have notice of and to have consented to the provisions of our restated certificate of incorporation and bylaws described above.
We believe these choice of forum provisions benefit us by providing increased consistency in the application of Delaware law
by chancellors particularly experienced in resolving corporate disputes and in the application of the Securities Act by federal
judges, as applicable, efficient administration of cases on a more expedited schedule relative to other forums and protection
against the burdens of multi- forum litigation. However, the provisions may have the effect of discouraging lawsuits against our
directors and officers. The enforceability of similar choice of forum provisions in other companies’ certificates of incorporation
has been challenged in legal proceedings, and it is possible that, in connection with any applicable action brought against us, a
court could find the choice of forum provisions contained in our restated certificate of incorporation or bylaws to be inapplicable
or unenforceable in such action. If a court were to find the choice of forum provisions contained in our restated certificate of
incorporation or bylaws to be inapplicable or unenforceable in an action, we may incur additional costs associated with
resolving such action in other jurisdictions, which could adversely affect our business, financial condition or results of
operations. Because we do not anticipate paying any cash dividends on our capital stock in the foreseeable future, capital
appreciation, if any, will be the sole source of gain for our stockholders. We have never declared or paid cash dividends on our
capital stock. We currently 1ntend to retaln all of our future earnlngs 1f any, to ﬁnance the growth and development of our
business. In addition, the ohtb ; g an
any future debt agreements may hkemse—preclude us from paying d1v1dends As a result capltal appreciation, 1f any, of our
common stock will be our stockholders’ sole source of gain for the foreseeable future. General Risk Factors The price of our
common stock may be volatile and fluctuate substantially, which could result in substantial losses for purchasers of our common
stock. Our stock price is likely to be volatile. Furthermore, the stock market in general and the market for smaller
biopharmaceutical companies in particular have experienced extreme volatility that has often been unrelated to the operating
performance of particular companies. As a result of this volatility, our stockholders may not be able to sell their common stock
at or above the price they paid for their common stock. The market price for our common stock may be influenced by many
factors, including: « our ability to realize the benefits of the Transaction with SPN; ¢ our ability to execute and realize the
benefits of strategic plans ; * our requirement for additional funding ;steh-as-the Restruetaring Plan-we-announeed-in
November-the first quarter of 2623-2026 ; * our continued compliance with stock exchange listing standards ; * the success
of competitive products or technologies; ¢ actual or anticipated changes in our growth rate relative to our competitors; ¢ results of
clinical trials of our product candidates or those of our competitors; * the success of enr-any potential future commercialization
efforts;  developments related to any future collaborations; * regulatory or legal developments in the United States and other
countries; * development of new product candidates that may address our markets and may make our product candidates less
attractive; ¢ changes in physician, hospital or healthcare provider practices that may make our product candidates less useful; ¢
announcements by us, our collaborators or our competitors of significant acquisitions, strategic partnerships, joint ventures,
collaborations or capital commitments; « developments or disputes concerning patent applications, issued patents or other
proprietary rights; * the recruitment or departure of key personnel; * the level of expenses related to any of our product
candidates or clinical development programs;  failure to meet or exceed financial estimates and projections of the investment
community or that we provide to the public; ¢ the results of our efforts to discover, develop, acquire or in- license additional
product candidates or products; ¢ actual or anticipated changes in estimates as to financial results, development timelines or
recommendations by securities analysts; ¢ variations in our financial results or those of companies that are perceived to be




similar to us; * changes in the structure of healthcare payment systems; * market conditions in the pharmaceutical and
biotechnology sectors; ¢ general economic, industry and market conditions; and ¢ the other factors described in this ““ Risk
Factors ” section. If securities or industry analysts issue an adverse or misleading opinion regarding our business, our common
stock price and trading volume could decline. The trading market for our common stock is influenced by the research and
reports that industry or securities analysts publish about us or our business. If any of the analysts who cover us issue an adverse
or misleading opinion regarding us, our business model, our intellectual property or our stock performance, or if our clinical
studies and operating results fail to meet the expectations of analysts, our stock price would likely decline. If one or more of
these analysts cease coverage of us or fail to publish reports on us regularly, we could lose visibility in the financial markets,
which in turn could cause our stock price or trading volume to decline. We will continue to incur costs as a result of being a
public company, and our management will continue to devote substantial time to compliance initiatives and corporate
governance practices. As a public company, we have incurred and will continue to incur significant legal, accounting and other
expenses. The Sarbanes- Oxley Act of 2002, the Dodd- Frank Wall Street Reform and Consumer Protection Act, the listing
requirements of The Nasdaq Global Select Market and other applicable securities rules and regulations impose various
requirements on public companies, including establishment and maintenance of effective disclosure and financial controls and
corporate governance practices. Our management and other personnel devote and will need to continue to devote a substantial
amount of time to these compliance initiatives. Moreover, these rules and regulations have increased and will continue to
increase our legal and financial compliance costs and make some activities more time- consuming and costly. For example, we
expect that these rules and regulations will continue to make it more difficult and more expensive for us to maintain director and
officer liability insurance, which in turn could make it more difficult for us to attract and retain qualified members of our board
of directors. These rules and regulations are often subject to varying interpretations, in many cases due to their lack of
specificity, and, as a result, their application in practice may evolve over time as new guidance is provided by regulatory and
governing bodies. This could result in future uncertainty regarding compliance matters and higher costs necessitated by ongoing
revisions to disclosure and governance practices. If we fail to maintain an effective system of internal control over financial
reporting, we may not be able to accurately report our financial results or prevent fraud. As a result, stockholders could lose
confidence in our financial and other public reporting, which would harm our business and the trading price of our common
stock. Effective internal control over financial reporting is necessary for us to provide reliable financial reports and, together
with adequate disclosure controls and procedures, is designed to prevent fraud. Any failure to implement required new or
improved controls, or difficulties encountered in their implementation could cause us to fail to meet our reporting obligations.
Pursuant to Section 404, we are required to furnish a report by our management on our internal control over financial reporting.
However-Additionally , while-we rematnare no longer a non- accelerated filer, so we are winetbe-required to include an
attestation report on internal control over financial reporting issued by our independent registered public accounting firm. If we
are unable to maintain effective internal control over financial reporting, we may not have adequate, accurate or timely financial
information, and we may be unable to meet our reporting obligations as a public company or comply with the requirements of
the Securities and Exchange Commission or Section 404. This could result in a restatement of our financial statements, the
imposition of sanctions, including the inability of registered broker dealers to make a market in our common stock, or
investigation by regulatory authorities. Any such action or other negative results caused by our inability to meet our reporting
requirements or comply with legal and regulatory requirements or by disclosure of an accounting, reporting or control issue
could adversely affect the trading price of our securities and our business. Material weaknesses in our internal control over
financial reporting could also reduce our ability to obtain financing or could increase the cost of any financing we obtain. This
could result in an adverse reaction in the financial markets due to a loss of confidence in the reliability of our financial
statements. Failure to keep up with evolving and conflicting laws, regulations, trends and stakeholder expectations relating to
environmental, social and governance, or ESG, practices or reporting could adversely impact our reputation, share price and
access to and cost of capital or otherwise adversely impact our business. Certain institutional investors, investor advocacy
groups, investment funds, creditors and other influential financial market participants, as well as governments, regulators
customers, patients, employees and other stakeholders or third parties, have become increasingly focused on companies” ESG
practices, including the impact of business on the environment aﬂd—di—vefsr?y—eqm?y—aﬂd—me{uﬁeﬂ—m&&ers— Certain
organizations also provide ESG ratings, scores and benchmarking studies that assess companies’ ESG practices. Although there
are no universal standards for such ratings, scores or benchmarking studies, they are used by some investors to inform their
investment and voting decisions. It is possible that our future stockholders or organizations that report on, rate or score ESG
practices will not be satisfied with our ESG strategy or performance. Unfavorable press about or ratings or assessments of our
ESQG strategies or practices, regardless of whether or not we comply with applicable legal requirements, may lead to negative
investor sentiment toward us, which may hinder the Company”’ s access to capital. Our reputation could be damaged if we do
not, or are perceived not to, meet evolving stakeholder demand with respect to ESG matters, which could adversely affect our
business, financial condition, profitability and cash flows. We may be criticized for our lack of ESG initiatives or goals or
perceived as not taking sufficient action or for takmg too much action in connection with any of these matters. In turn, we may
take certain or terminate other actions : go8 ;
profite-and-orrespond to evolving demand by regulators, governmental officials, mvestors, employees and other
stakeholder demand-; however, such actions may be costly or be subject to numerous conditions that are outside our control, and
we cannot guarantee that we will meet these goals or targets or that such actions will have the desired effect even if met . There
has been an increase in litigation claiming that corporate diversity, equity and inclusion programs may inappropriately
discriminate against certain groups. Relatedly, both advocates and opponents to certain environmental and social
matters are increasingly resorting to a range of activism forms, including media campaigns, shareholder proposals, and
litigation, to advance their perspectives. To the extent we are subject to such litigation, activism or pressure, we may be




require to incur costs or it may otherwise adversely impact our business or reputation . Additionally, we and / or other
parties in our value chain are subject to, or are expected to be subject to additional climate and other ESG- related obligations
arising from legislation and regulation in the United States, the European Union and other jurisdictions, including new reporting
requirements, even as the availability and quality of the information that may be required to comply with such laws and
regulations remains limited. We expect for our compliance costs with these laws and-, regulations , and reporting
requirements to increase in the future, and any failure, or perceived failure, by us to adhere to such laws ane, regulations , and
reporting requirements , or meet evolving and varied stakeholder expectations and standards, could harm our business,
reputation, financial condition, and operating results.



