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SUMMARY OF RISK FACTORS We have a llmlted operatmg hlstory, have not completed Setferth-below-are-therisks
e d—If-any of the-folowingrisks-late- stage

chmcal trlals dnd ttneeﬁarn-&es—aefua-l-}y—eeeufs—have no products approved for commercial sale , which may make it
difficult for you to evaluate our current business —pfespeefs,—ﬁnaﬂera-l-eeﬂd-meﬁ—dnd feSﬂ-l-t-S—llkellhOOd of success epefaﬁeﬂs
eeﬁ-}d—be—ma-teﬁa-l-}y—and v1ab111ty, aclv y —TFherisks-desert elow h

ef ourproducteandidates-w 111 require substantial addmonal eash—capltal 10 fund-finance our operatlons in the future. If we
are unable to raise such capital when needed, or on acceptable terms, we may be forced to delay, reduce or eliminate
clinical trials, product development programs or future commercialization efforts; » We have incurred significant losses
since inception, and we expect to incur significant losses for the foreseeable future and may not be able to achieve or
sustain profitability in the future. We have no products for sale, have not generated any product revenue and may never
generate product revenue or become profitable; « We face competition from entities that have developed or may develop
programs for the diseases we plan to address with DNTH103 or other product candidates; e DNTH103 and our other
programs are in early stages of development and may fail in development or suffer delays that materially and adversely
affect their commercial viability. If we or our current or future collaborators are unable to complete development of, or
commercialize, our product candidates, or experience significant delays in doing so, our business will be materially
harmed; » We are substantially dependent on the success of our most advanced product candidate, DNTH103, and our
anticipated clinical trials of such candidate may not be successful; * If we do not achieve our projected development
goals in the time frames we announce and expect, the commercialization of DNTH103 or any other product candidates
may be delayed and our expenses may increase and our stock price may decline; * Our approach to the discovery and
development of product candidates is unproven, and we may not be successful in our efforts to build a pipeline of
product candidates with commercial value; ¢ Preclinical and clinical development involves a lengthy and expensive
process that is subject to delays and with uncertain outcomes, and results of earlier studies and trials may not be
predictive of future clinical trial results. If our preclinical studies and clinical trials are not sufficient to support
regulatory approval of any of our product candidates, we may incur additional costs or experience delays in completing,
or ultimately be unable to complete, the development of such product candidate; * If we encounter difficulties enrolling
patients in our future clinical trials, our clinical development activities could be delayed or otherwise adversely affected;



* We have collaborations with third parties, including our existing license and development collaboration with Zenas
BioPharma. If we are unable to maintain these collaborations, or if these collaborations are not successful, our business
could be adversely affected; » We have identified material weaknesses in our internal control over financial reporting
which, if not corrected, could affect the reliability of our financial statements and have other adverse consequences; * In
order to successfully implement our plans and strategies, we will need to grow the size of our organization and we may
experience difficulties in managing this growth; « Our ability to protect our patents and other proprietary rights is
uncertain, exposing us to the possible loss of competitive advantage; « The regulatory approval processes of the FDA and
other comparable foreign regulatory authorities are lengthy, time- consuming and inherently unpredictable. If we are
not able to obtain, or if there are delays in obtaining, required regulatory approvals for our product candidates, we will
not be able to commercialize, or will be delayed in commercializing, such product candidates, and our ability to generate
revenue will be materially impaired; « We may not be able to meet requirements for the chemistry, manufacturing and
control of our product candidates; « Our product candidates for which we intend to seek approval as biologics may face
competition sooner than anticipated; « The market price of our common stock is expected to be volatile, the market price
of our common stock may drop, and an active trading market for our common stock may not be sustained and our
stockholders may not be able to sell their shares of common stock for a profit, if at all;  Provisions in our certificate of
incorporation and bylaws and under Delaware law could make an acquisition of us more difficult and may discourage
any takeover attempts which stockholders may consider favorable, and may lead to entrenchment of management; and ¢
We will incur additional costs and increased demands upon management as a result of complying with the laws and
regulations affecting public companies. Risks Related to Our Limited Operating History, Financial Position and Capital
Requirements We have a limited operating history, have not completed any late- stage clinical trials and have no
products approved for commercial sale, which may make it difficult for you to evaluate our current business and
likelihood of success and viability. We are a clinical- stage biotechnology company with limited operating history that
have incurred significant operating losses and has utilized substantially all of our resources to conduct research and
development activities (including with respect to our DNTH103 program) and undertake preclinical studies of product
candidates, conducting a clinical trial of our most advanced product candidate and the manufacturing of the product
candidates, business planning, developing and maintaining our intellectual property portfolio, hiring personnel, raising
capital, and providing general and administrative support for these activities. We have limited experience as a company
in initiating, conducting or completing clinical trials. In part because of this lack of experience, we cannot be certain that
our current and planned clinical trials will begin or be completed on time, if at all. In addition, while we initiated a Phase
2 clinical trial of DNTH103 in patients with gMG in the first quarter of 2024, we have not completed a late- stage clinical
trial for any product candidate, have no products approved for commercial sale and have not yet demonstrated our
ability to successfully complete late- stage clinical trials (including Phase 3 or other pivotal clinical trials), obtain
regulatory or marketing approvals, manufacture a commercial- scale product or arrange for a third party to do so on
our behalf, or conduct sales, marketing and distribution activities necessary for successful product commercialization.
Additionally, we expect our financial condition and operating results to continue to fluctuate significantly from period to
period due to a variety of factors, many of which are beyond our control. Consequently, any predictions made about our
future success or viability may not be as accurate as the-they could be if we had a longer operating history. In addition,
as our business grows, we may encounter unforeseen expenses, restrictions, difficulties, complications, delays and other
known and unknown factors. We will need to transition at some point from a company with an early research and
development focus to a company capable of supporting larger scale clinical trials and eventually commercial activities.
We may not be successful in such a transition. We will require substantial additional capital to finance our operations in
the future. If we are unable to raise such capital when needed, or on acceptable terms, we may be forced to delay, reduce
or eliminate clinical trials, product development programs or future commercialization efforts. Developing
biotechnology products is a very long, time- consuming, expensive and uncertain process that takes years to complete.
Since our inception in 2019, we have funded our operations primarily through private financings and have incurred
significant recurring losses, including net losses of $ 43. 6 million and $ 28. 5 million for the years ended December 31,
2023 and 2022, respectively. We expect our expenses to increase in connection with our ongoing activities, particularly as
we prepare to conduct multiple Phase 2 clinical trials, prepare for additional IND and other regulatory filings,
potentially initiate additional clinical trials, and continue to research, develop and conduct preclinical studies of our
other potential product candidates. In addition, if we obtain regulatory approval for any product candidate for
commercial sale, including DNTH103, we anticipate incurring significant commercialization expenses related to product
manufacturing, marketing, sales and distribution activities to launch any such product. Our expenses could increase
beyond expectations if we are required by the FDA or other regulatory agencies to perform preclinical studies or clinical
trials in addition to those that we currently anticipate. Because the design and outcome of our current, planned and
anticipated clinical trials are highly uncertain, we cannot reasonably estimate the actual amount of funding that will be
necessary to successfully complete the development and commercialization of any product candidate we develop. Our
future capltal requlrements depend on many factors, 1nclud1ng factors that are not w1th1n our control We w1ll also incur




current operatlng plan, we beheve that our ex1st1ng cash, cash equlvalents and short- term investments, together with
the proceeds from our private placement consummated in January 2024, should be sufficient to fund our operations into
the second half of 2027. This estimate is based on assumptlons that may prove to be materlally wrong, and we could use

our available capital resources sooner than we an sks-currently
expect. Our future capital requirements will depend on many factors mcludmu . the t1m1ng -rnereased—ne&r-—term—and

long—termexpenditares-progress of preclinical and clinical development activities ; * expostre-to-unknownliabilities-the

number and scope of preclinical and clinical programs we pursue ; - higher-than-expeeted-aequisttiorror-our ability to
establish an acceptable safety profile with IND- enabling toxicology studies to enable clinical trials; ¢ successful patient

enrollment in, and the integratiorrinitiation and completion of, larger and later- stage clinical trials; ¢ per subject trial
costs; * fneﬂrreﬁee-the number and extent of subst&rrt-ra-l—debt—trlals requlred effor regulatory approval elrl-ttﬁve—tssu&nees—ef

other—- the eharges-countries in which the trlals are conducted mereased—amerﬁz&&oﬂ—expeﬁses—the length of t1me
required to enroll eligible subjects in clinical trials ; - diffieulty-and-costinecombining-the number eperations-andpersonnet

of subjects that participate in the trials; * the drop- out and discontinuation rate of subjects; * potential additional safety
monitoring requested by regulatory agencies; ¢ the duration of subject participation in the trials and follow- up; ¢ the
extent to which we encounter any aequired-business-serious adverse events in our clinical trials; ¢ the timing of receipt of
regulatory approvals from applicable regulatory authorities; ¢ the timing, receipt and terms of any marketing approvals
and post- marketing approval commitments from applicable regulatory authorities; ¢ the extent to which we establish
collaborations, strategic partnerships, or other strategic arrangements with eur-operations-third parties, if any, and the
performance of any such third party; ¢ hiring and retaining research and development pusonml * our arrangements

impairment-of relationships-with key-supphers-er-our contract development euste 3
nrmanagement-and ewnership-manufacturing organizations (“ CDMOs ), and contract research organizations (“ CROs

”) ; - development and timely delivery inability-toretatnkey-employees-of eureompany-commercial- grade drug
formulations that can be used in er-our planned clinical trials and for commercial launch; ¢ the impact of any aequired
business interruptions to our operations or to those of the third parties with whom we work ; and - pessibility-obtaining,
maintaining, defending and enforcing patent claims and other intellectual property rights. We do not have any
committed external sources of funds and adequate additional financing may not be available to us on acceptable terms,
or at all. We may be required to seek additional funds sooner than planned through public or private equity offerings,
debt financings, collaborations and licensing arrangements or other sources. Such financing may dilute our stockholders
or the failure to obtain such financing may restrict our operating activities. Any additional fundraising efforts may divert
our management from their day- to- day activities, which may adversely affect our business. To the extent that we raise
additional capital through the sale of equity or convertible debt securities, your ownership interest will be diluted, and
the terms may include liquidation or other preferences and anti- dilution protections that adversely affect your rights as
a stockholder. Debt financing may result in imposition of debt covenants, increased fixed payment obligations or other
restrictions that may affect our business. For example, on January 24, 2024, we completed the 2024 Private Placement in
which we issued 14, 500, 500 shares of Common Stock and the 2024 Pre- Funded Warrants to purchase up to 4, 666, 332
shares of Common Stock to certain institutional and accredited investors, which resulted in dilution to our stockholders
that did not participate in the 2024 Private Placement, and, to the extent that the 2024 Pre- Funded Warrants are
exercised, our stockholders’ ownership interests will be further diluted. If we raise additional funds through upfront
payments or milestone payments pursuant to future collaborations with third parties, we may titigation—Any-ofthe
foregotngriskseoultd-have a-material-adverse-effeetto relinquish valuable rights to product development programs, or
grant licenses on terms that are not favorable to us. Our ability to raise additional capital may be adversely impacted by
global macroeconomic conditions and volatility in the credit and financial markets in the United States and worldwide,
over which we may have no out—- or busiress;little control. Our failure to raise capital as and when needed or on

acceptable terms would have a negative impact on our financial condllmn and prespeets—l—ﬁa—sfr&teg-re—tra—nsaeﬁeﬁ—rs—net
eensmﬂmated—oul ablhty beard—e-ﬁd-rreeters—m&y—deetele—lo pursue a-dis ;




f suspend ot or ehmlnat

'''' i sative-ev ; 3'v ot ‘linicullrials—We—may—be.

and—reseufees- product development programs vv‘l‘neh—eeuﬂ}d—adverseb'—&ffeet—etm or future commerclahzatlon efforts

sted arFinanet itiomnand d ittonal-Capita W hd\ incurred aet
significant losses 1 -rn—evefy—ye&ﬁsmcc eur-inception , and aﬂ-t—tei-pa-te—t-hat—\\ expect wrl-l—eeﬂt-rﬁtte—lo mncur ﬁet—Slgnlﬁcant losses
ir-for the foreseeable futurc and may not be able to achieve or sustain profitability in the future . e are-a-have no
products for sale, have not generated any product revenue and may never generate product revenue or become
profitable. Investment in biotechnology eempan o 4
eper&&ng—hnstew—kwestmerﬁn—bteph&rmaeeuﬁea%pmduu dev clo )mcnt is a highly spcculdm e beeause—rt—undertakmg and
entails substantial upfront eapttatexpenditures and significant riskerisks that any program petential-produet-eandidate-will fail

to demonstrate adequate effeetefficacy or an acceptable sd[cty profile, gain regulatory approval and become commercially
viable. We have no products approved for commercial sale and-, we have not generated any revenue from product sales to date,
and we continue to incur significant research and development, and other expenses related to our ongoing operations. Fe
date;-we-have-invested-substantially-al-of We do not expect to generate product revenue unless ot or until we
successfully complete clinical efforts-and-finanetalresotreestnrthe-researelrand-development and obtains regulatory
approval of eut, and then successfully commercialize, at least one product eandidates— candidate . rDeeember2022-We
may never succeed in these act1v1t1es and even 1f w anneuneed—do, may never generate product revenue or revenues that

to achleve proﬁtablhty ef—the—par&emaﬁt&desed—m—éeheﬁ—# As—a—resu-}t—ef—lf we are unable to generate sufﬁclent revenue
through t-hese——— the sale of any approved products, we may be nable to contmue ebservaﬁens» operatlons w1thout




p S A able-and hd\ e muulul slgnlﬁcant net
lomx in Ld(.h period since eﬂﬁmepllon HJune2645-. F‘G‘POUI‘ net losses were $ 43. 6 million and $ 28. S million for the
years ended December 31, 2023 and 2022 and-2021-, we-reported-respectively. We expect to continue to incur significant
losses for the foreseeable future Our operatmg expenses and net losses may ﬂuctuate 51gn1ﬁcantly from quarter to

éeﬁett—e-f%—492— G—n&rl-l-reﬁ—I-f—We antlclpate that our expenses w1ll increase substantlally if and as we resume-: * advance
our existing and future programs through preclinical and clinical development efeut, including expansion into
additional indications; * seek to identify additional programs and additional product candidates ;  maintain , expand,
enforce, defend and protect our intellectual property portfolio; * seek regulatory and marketing approvals for product
candidates; ¢ seek to identify, establish and maintain additional collaborations and license agreements; * ultimately
establish a sales, marketing and distribution infrastructure to commercialize any drug products for which we wit-net
may obtain marketing approval, either by ourselves or in collaboration with others; ¢ generate revenue from commerecial
sales of products for which we receive marketing approval; ¢ hire additional personnel including research and
development, clinical and commercial personnel; * add operational, financial and management information systems and
personnel, including personnel to support product development;  acquire or in- license products, intellectual property
and technologies; and ¢ establish commercial- sales— scale unless-and-unti-cGMP capabilities through third- parties or
our own manufacturing facility. In addition, our expenses will increase if, among other things, wec steeessfulty-are
required by the FDA or other regulatory authorities to perform trials or studies in addition to, or different than, those
that we currently anticipate, there are any delays in eomptete-completing our clinical trials or the development and-of any
product candidates, or there are any third- party challenges to our intellectual property or we need to defend against any
intellectual property- related claim. Even if we obtain regutatery-marketing approval for , and are successful in
commercializing, one our-- or more product candidates , we expect to incur substantial additional research and
development and other expenditures to develop and market additional programs and / or to expand the approved
indications of any marketed product. We may encounter unforeseen expenses, difficulties, complications, delays and
other unknown factors that may adversely affect our business. The size of our future net losses will depend, in part, on
the rate of future growth of our expenses and our ability to generate revenue. Our failure to become profitable would
decrease the value of our company and could impair our ability to raise capital, maintain our research and development
efforts, expand our business and / or continue our operations. A decline in the value of our company could also cause you
to lose all or part of your investment. Future reports on our financial statements may include an explanatory paragraph
with respect to our ability to continue as a going concern. There is no assurance that adequate additional financing
needed to allow us to continue as a going concern will be available to us on acceptable terms, or at all. The perception
that we may not be able to continue as a going concern may cause others to choose not to do business with us due to
concerns about our ability to meet our contractual obligations. Risks Related to Discovery, Development and
Commercialization We face competition from entities that have developed or may develop programs for the diseases we
plan to address with DNTH103 or other product candidates. The development and commercialization of drugs is highly
competitive . [ approved, DNTH103 or other product candidates will face significant competition and our failure to
effectively compete may prevent us from achieving significant market penetration. We compete with a variety of
multinational biopharmaceutical companies, specialized biotechnology companies and emerging biotechnology
companies, as well as academic institutions, governmental agencies, and public and private research institutions, among
others. Many of the companies with which we are currently competing or will compete against in the future have
significantly greater financial resources and expertise in research and development, manufacturing, preclinical testing,
conducting clinical trials, obtaining regulatory approvals, and marketing approved products than we do. Mergers and
acquisitions in the pharmaceutical and biotechnology industry may result in even more resources being concentrated
among a smaller number of our competitors. Smaller or early- stage companies may also prove to be significant
competitors, particularly through collaborative arrangements with large and established companies. These competitors
also compete with us in recruiting and retaining qualified scientific and management personnel, establishing clinical trial
sites, patient registration for clinical trials, as well as in acquiring technologies complementary to, or necessary for,
DNTH103 or other product candidates. Our competitors have developed, are developing or may develop programs and
processes competitive with DNTH103 or other product candidates and processes. Competitive therapeutic treatments
include those that have already been approved and accepted by the medical community and any new treatments. Our
success will depend partially on our ability to develop and commercialize products that have a competitive safety,
efficacy, dosing and / or presentation profile. Our commercial opportunity and success will be reduced or eliminated if
competing products are safer, more effective, have a more attractive dosing profile or presentation or are less expensive
than any products we may develop, if any, or if competitors develop competing products or if biosimilars enter the
market more quickly than we are able to, if at all, and are able to gain market acceptance. See the section titled “
Business — Competition ” for a more detailed description of our competitors and the factors that may affect the success
of the products that we develop. DNTH103 and our other programs are in early stages of development and may fail in
development or suffer delays that materially and adversely affect their commercial viability. If we or our current or
future collaborators are unable to complete development of, or commercialize, our product candidates, or experience
significant delays in doing so, our business will be materially harmed. We have no products on the market and DNTH103
and our other programs are in the early stages of development. As a result, we expect it will be many years before we



commercialize any product candidate, if any. Our ability to achieve and sustain profitability depends on obtaining
regulatory approvals for, and successfully commercializing, DNTH103 or other product candidates either alone or with
thlrd partles, and we cannot guarantee that we w1ll ever obtain ugulal(n Y approv al 101 any e%etrﬁpmduu candidates Twe
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approvals, manufacture a commerc1al scale pmduct eatrd
medtetne;or arrange for a third party to do so on our behalf, or conduct SdlLS and mdlkLlan activities necessary lol succcsslul
product commuualualmn fl"—yptea-l-lry—Before obtalnlng regulatory approval for the commerclal d1str1but10n of product

cllmcal 111‘11 plolocol or drop out of the trial,w hth may quLlllL that we add new clmlcal llldl sites or inv lelgdl()l\ * we may
elect to,or regulators,IRBs or ethics committees may require , that we or our investigators,suspend or terminate clinical research
or trials for various reasons,including noncompliance with regulatory requirements or a finding that the participants in-eurtrials
are being exposed to unacceptable health risks;* the cost of preclinical studies and clinical trials of any efeur-product
candidates may be greater than we anticipate ,and / or greater than we have budgeted for ;- 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 te-initiate-;and ¢ er-our eomplete-agiveneliniealproduct candidates may have undesirable side effects or other
unexpected characterlstlcs causmg us or our 1nvest1gators,regulators,IRBs or eth1cs commlttees to suspend or termlnate
the trial-trials , s=-etir- or inability :
&elays—m—m&nufae&rrmg—er—d-istri-bu&eﬂ*—upom may arise from preclinical or cllmcal testing of othu blood and immune
reset and cell- based therapies may-that raise safety or efficacy concerns about our product candidates about +6-our
product candidates; ¢ our failure to +5-years-establish an appropriate safety profile for a product candidate based on
clinical or preclinical data for such product candidate as well as data emerging from other therapies in the same class as
our product candidates; and * the FDA or other regulatory authorities may require us to submit additional data such as
additional toxicology studies, or impose other requirements before permitting us to initiate a clinical trial. Commencing
clinical trials in the United States is subject to acceptance by the FDA of an IND, BLA or similar application and
finalizing the trial design based on discussions with the FDA and other regulatory authorities. In the event that the FDA
requires us to complete additional preclinical studies or we are required to satisfy other FDA requests prior to
commencing clinical trials, the start of our clinical trials may be delayed. Even after we receive and incorporate
guidance from these regulatory authorities, the FDA or other regulatory authorities could disagree that we have satisfied
their requirements to commence any clinical trial or change their position on the acceptability of our trial design or the
clinical endpoints selected, which may require us to complete additional preclinical studies or clinical trials, delay the
enrollment of our clinical trials or impose stricter approval conditions than we currently expect. There are equivalent
processes and risks applicable to clinical trial applications in other countries, including countries in the European Union.
We may not have the financ1al resources to continue elevelep—development a-of, or to modify existing or enter into new
collaborations medtein h § o e-for treating-patients—Consequently—, a product

candidate if we experlence any issues that delay pred-tet—reﬂs—we—make—abetrt—eur or prevent regulatory approval of, or our
ability to commercialize, DNTH103 or any other product candidates. We or our current or future collaborators’

inability to complete development of, or commercialize, DNTH103 or any other product candidates or significant delays
in doing so, could have a material and adverse effect on our business, financial condition, results of operations, cash
flows, and prospects. We are substantially dependent on the success of our most advanced product candidate, DNTH103,
and our anticipated clinical trials of such candidate may not be successful. Our future success is substantially dependent
on er-our viability—- ability maynotbe-as-aecurate-as-to timely obtain marketing approval for, and then successfully
commercialize, our most advanced product candidate, DNTH103. We are investing a majority of our efforts and
financial resources into they— the eoutd-be-ifwe-had-research and development of this candidate. We initiated a tonger
operating-history-global Phase 2 clinical trial of DNTH103 in gMG in the first quarter of 2024, following receipt of FDA
clearance of our IND application. We plan to submlt a CTA in the European UIllOIl in the second quarter of 2024 . In
addition, pending clearance of INDs wen 6 § ; 7AYS

CTAs that we plan to submit, we antlclpate 1n1t1at1ng Phase 2 chnlcal trlals in MMN in the second quarter of 2024 and
CIDP in the second half of 2024. The success of DNTH103 may depend on having a comparable safety and efficacy
profile and a more favorable dosing schedule (i. e., less frequent dosing) and more patient- friendly administration (i. e.,
S. C. self- admlnlstratlon using a pen or other knewn—&nd—unknewn—faefers—preﬁlled dev1ce) to products currently




hotld-we resume-plan to pursue. DNTH103 will require

addltlonal chnlcal (Iu elopment e-f—euﬁpree}uet—e&nd-rdates- eﬂeabﬁ-rey—te-evaluatlon of clinical, preclinical and

manufacturing act1v1t1es, marketing approval in multlple ]lll‘lSdlCthIlS, substantlal investment and 51gmﬁcant marketlng

nextseveral-years-, if ever-any . Gu%&brl-rty—We are not permltted 10 geﬂef&te—future—reveﬂues—freﬂa—market or promote thls

product candidate, sates-would-depend-heavily-onour— or any other and-e

product candidates , before we receive marketing approval from the FDA and / or comparable forelgn regulatory
authorities, and we may never receive such marketing approvals. The success of DNTH103 will depend on a variety of
factors. We do not have complete researeh-and-preelinteat-and-control over many of these factors, including certain aspects
of clinical development and the regulatory submission process, potential threats to our intellectual property rights and the
manufacturing, marketing, distribution and sales efforts of any future collaborator. Accordingly, we cannot guarantee
that we will ever be able to generate revenue through the sale of this product candidate, even if approved. If we are not
successful in commercializing DNTH103, or we are significantly delayed in doing so, our business will be materially
harmed. If we do not achieve our projected development goals in the time frames we announce and expect, the
commercialization of DNTH103 or any other product candidates may be delayed and our expenses may increase and, as
a result, our stock price may decline. From time to time, we estimate the timing of the anticipated accomplishment of
various scientific, clinical, regulatory and other product development goals, which we sometimes refer to as milestones.
These milestones may include the commencement or completion of scientific studies, preclinical studies and clinical trials
and the submission of regulatory filings. We have publicly announced and may in the future publicly announce the
expected timing of some of these milestones. All of these milestones are and will be based on numerous assumptions. The
actual timing of these milestones can vary dramatically compared to our estimates, in some cases for reasons beyond our
control. If we do not meet these milestones as publicly announced, or at all, the commercialization of DNTH103 or any
other product candidates may be delayed or never achieved and, as a result, our stock price may decline. Additionally,
delays relative to our projected timelines are likely to cause overall expenses to increase, which may require us to raise
additional capital sooner than expected and prior to achieving targeted development milestones. Our approach to the
discovery and development of product candidates is unproven, and we may not be successful in our efforts to build a
pipeline of product candidates with commercial value. Our approach to the discovery and development of DNTH103
leverages clinically validated mechanisms of action and incorporates advanced antibody engineering properties designed
to overcome limitations of existing therapies. DNTH103 is purposefully designed to improve upon currently approved
products and existing product candidates. However, the scientific research that forms the basis of our efforts to develop a
product candidate using only the classical complement pathway and half- life extension technologies is ongoing and may
not result in viable product candidates. The long- term safety and efficacy of these technologies and exposure profile of
DNTH103 compared to currently approved products is unknown. We may ultimately discover that our technologies for
our specific targets and 1nd1catlons and DNTH103 or any plO(luLl L(mdlddu% resultlng therefrom do not possess certain
properties required we-n d y 0 A for any-eftherapeutic
effectiveness. We currently have only prechmcal and tophne data from our Phase 1 clinical trial regarding properties of
DNTH103 and the same results may not be seen in patients in our later stage trials. In addition, product candidates using

technologles may demonstrate dlfferent chemlcal -fer—wdﬂeh—we—eemp}ete—ehmeai—tﬂa}s—-—}&tmeh—and pharmacologlcal

pmducl um(hdalu we—resultlng therefrom may not demonstrate the same chemlcal and pharmacologlcal propert1es in
humans and may interact with human biological systems in unforeseen, ineffective or harmful ways. In addition, we may
in the future seek to discover and develop as-product candidates that are based on novel targets and technologies that are
unproven. If our discovery activities fail to identify novel targets or technologies for drug discovery, or such targets
prove to be unsultable for treatlng human dlsease, we may not be able to develop viable additional product candidates.

i ptions ologteal-and our existing or future collaborators may never receive

approval to nwlul deve}epments—‘—nﬂp-}ement—mtema-l—s-ystems—am commercialize DNTH103 or infrastraeture;asteeded;=
ﬂege-t—ta-te—favera-b-}e—terms—rn—um ee-l-}abera-t-teﬂ—heeﬂs-mg—er—ollm product candldates arrangements—m-te—whieh—we—ma-y—eﬂ-ter

‘—attraet—hrre—aﬂd—retam—qtmh-ﬁed—pefsefmel— E\ en 11 otie-we or an ex1st1ng or future collaborator obtalns regulatory

approval, the approval may be orfor more-oftargets, disease indications or patient populations that are not as broad as
we intended or desired or may require labeling that includes significant use or distribution restrictions or safety
warnings. If the products resulting from DNTH103 or any the-other product candidates we-may-develop-is-approved—--
prove to be ineffective, unsafe for-- or eemmeretal-commercially sate-unviable , we-antieipate-inentring-signifieanteosts



-Sheu%d—we—restme—éevelepme&t—e—ﬂnu product (,dndlddlLS and plpellne may have li ttle any we-are-unable-to-advanee-our
produet-eandidates-through-development-, value ebta . i . which may have a

material and adverse effect on er—lf—we—e*peﬂeﬂee-s%g&rﬁe&ﬂt—de}&ys—r&demg—se—oul buslmsx wﬂ-l—be—ma’eeﬂ&Hy—h&ﬂﬂedﬂA:s
ﬁe’éed-abeve— ﬁnanclal condltlon i ' 4

e&ﬂédﬁes—Wﬂi—reqtﬁfeﬁédf&eﬂal-pfee%&neal-Preclmlcal dnd Llll]l(,dl dC\ Llopmull 1nvolves —fegu-}a-tefy—&ppfeva-l—pe’feﬁ&a-l-l-y-rﬂ
apply B a lengthy eommereial-organization;
sabst&nt—ial—'rrwestmeﬁt—and expenswe process th is subJect to delays and w1th srg&rﬂeam—mafkeﬁng—effeﬁs—befefe—we







hﬂm&ﬁs—eﬁwﬂ-l—reeewe—regul-atery—&pprev&l- Be ore ()bldlmne nmlkelma dpplO\dl llom ILLLlldI()IV dLllhOllllLS for Ihe sale of any

product candidate, we must complete preclinical development-studies and then conduct extensive clinical trials to demonstrate
the safety and efficacy of our product candidate in humans. Our clinical trials may not be conducted as planned or

completed on schedule, if at all, and fallure can occur at any tlme durlng the e-ﬁettﬁfuture—preduet—e&ndid&tes-rn—htﬂﬂ&ns—
-Preel-rme&l—prechnlcal study or 4

weuld—eermderel&nea&y—me&nmgftﬂ—&nd—a—elnmal tr 1al process. For example, we depend on the avallablhty of non- human

primates (“ NHPs ) to conduct certain preclinical studies that we are required to complete prior to submitting an IND
or foreign equivalent and initiating clinical development. There is currently a global shortage of NHPs available for drug
development. This could cause the cost of obtaining NHPs for our future preclinical studies to increase significantly and,
if the shortage continues, could also result in delays to our development timelines. Furthermore, a failure of one or more
clinical trials can fat-occur at any stage of testing. The outcome of puellmeal SllelLS and early - stage ellmeal trials may not

be predictive of the success of later clinical trials y
Moreover, preclinical and clinical data are often susceptible to varying interpretations and analyses, and many companies lhdl
have believed their pmduel (,cmdlddlLS performed satisfactorily in preclinical studies and clinical trials have nonetheless failed to
obtain marketing approval of their preetets-— product candidates . Additionally-In addition , some-ofourpast-elinteat-trials
utilized-we expect to rely on patients to provide feedback on measures , which are subjective and any-fature-inherently
difficult to evaluate. These measures can be influenced by factors outside of our control and can vary widely from day to
day for a particular patient, and from patient to patlent and from 51te to 51te w1th1n a clinical trial we—eeﬂduet—m&y—ut-ﬁ-tze;

&nﬁepeﬂ-—l-abelLtﬂa-l—destgﬁ— We cannot be sure At

N\ a S OFtZ O Apphe A6 MA—4

rities w1ll agree w1th our chnlcal development plan —fe%eaeh—predue’f
d d y A p . ©ur-We plan to use

the data from our Phase 1 chnlcal trial of DN TH103 in healthy volunteers to support Phase 2 clinical trials in gMG,
MMN, CIDP and other indications. If the FDA or comparable regulatory authorities require us to conduct additional
trials or enroll additional patients, our development timelines may be delayed ermaynet. We cannot be eompleted-on
sehedde-sure that submission of an IND, a CTA, or similar application will result in the FDA or comparable foreign
regulatory authorities, as applicable, allowing clinical trials to begin in a timely manner , if at all . Moreover , and-this
even if these trials begin, issues may lead-arise that could cause regulatory authorities to suspend or terminate such
clinical trials. Events that may prevent successful or timely initiation or completion of clinical trials include: inability to
generate sufficient preclinical, toxicology or other in vivo or in vitro data to support the initiation or continuation of




clinical trials; delay-delays in reaching a consensus with regulatory authorities on study design or implementation of the
clinical trials; delays or failure in obtaining 1wulalo1 y authorlzatlon to commence a trial; approval—fer—eﬂepfoéuet

e&nd-rdates—We—may—e*peﬂenee-dc ays in

CROs and clinical trial sites and-prospeetive-contrae SantZAtons; o s, the terms of w hth can be \ub]ul to
extensive negotiation and may vary significantly among different ( ROs and clinieal trial sites; --delays in identifying,
recruiting and training suitable clinical investigators; delays in obtaining required IRB approval at each clinical trial
site; difficulties in patient enrollment in our clinical trials for a variety of any-reasons; delays in manufacturing, testing,
releasing, Valldatlng or 1mport1ng / exportmg sufﬁclent stable quantltles of our product candlddlcs may-fait-to-showsafety
ea v quire-tis-use in -te-eonduet
addt&eﬂal—pfeehme&l-stttdies-eﬁlnmal luals or the 1nab111ty we—may—deeide—lo ab&ﬂdeﬂ—preduet—develepmeﬁt—pregr&rﬁs-do any
of the foregoing ; ~-failure by our CROs, the-other third namber-ofpatients—- parties required-for— or us to adhere to
clinical trials— trial ef-protocols; failure to perform in accordance with the FDA’ s or any produet-eandidatesmay-be-other
regulatory authority’ s GCPs or regulations or applicable regulations or regulatory guidelines in other countries;
changes to the clinical trial protocols; clinical sites deviating from trial protocol or dropping out of a trial; changes in
regulatory requirements and guidance that require amending or submitting new clinical protocols; selection of clinical
endpoints that require prolonged perlods of observatlon or analyses of resultmg data, transfer of manufacturlng
processes to larger than h e S i

drep—eﬂ-t—e-ﬂthese—ehrﬂt%ﬂals—en*f&ﬂ-te—retufn—fer—pest— scale facllltles operated by tfeatmeﬁt—fel-lew—&p—&t—a—hng-heﬁate—ﬂ&aﬂ

yre-antietpaters-our-third- party CDMOs and delays or failure by ¢ v Y
ot-our meetCDMOs or us to make any necessary changes to such manufacturlng process, and third partles be1ng

unwilling or unable to satisfy their contractual obligations to us in a timely manner, or at...... or efficacy concerns about our
product candidates . We could also encounter delays if a futare-clinical trial is placed on clinical hold, suspended or terminated
by us, the FDA, the competent authorities of the European Union (“ EU ), member states or other regulatory authorities
or the IRBs or ethics committees of the institutions in which such trials are being conducted, if a clinical trial is
recommended for suspension or termination by 1 he -Ba-ta—data -Sa-fecy—safety Memteﬂng—momtormg Be&rd—board or
equivalent body for such trial, or on account the h-a

sttspeﬁswrreﬁermma-ﬁen—d-&e—te-a—ntnﬂber—ol -faeter-s—changes to federal mel-udmg—fa-rlufe—state, or local laws If we are

requlred loumducl he-¢

ottt y i 0 0 or other testlng of DN TH103 or any other pmduct

candlddus beyond —Fuft-heﬁt-he—those that we contemplate, if we unable to successfully complete FDA-or-otherregulatory
g A ofr-clinical trials of DNTH103 or-may

ehange—t-he—reqt&ren&ents—fer— or appfeva-l—eveﬂ—&fter—any other product candldates, if they— the results of havereviewed-and
eommented-on-the-these design-trials are not positive for— or are only moderately positive et or if there are safety
concerns, our business and results of operations may be adversely affected and we may incur significant additional costs.
We may not be successful in our efforts to identify or discover additional product candidates in the future. A key part of
our business strategy is to identify and develop additional product candidates. Our preclinical research and clinical trials
—Our-may initially show promise in identifying potential product candidates yet fail to yield product candidates for
clinical development eests-witlinerease+f-for a number of reasons. For example, we experienee-delays-may be unable to
identify or design additional product candidates with the pharmacological and pharmacokinetic drug properties that we
desire, including, but not limited to, extended half- life, acceptable safety profile or the potential for the product
candidate to be delivered in a convenient formulation. Research programs to identify new product candidates require
substantial technical, financial, and human resources. If we are unable to identify suitable active selective complement
targets for preclinical and clinical development, we may testing-or-marketing-approvals—We-do-not know-whether-any
preehinteal-studies-be able to successfully implement or-our business strategy, and may have to delay, reduce the scope of,
suspend or eliminate one or more of our product candidates, clinical trials wil-beginrasplanned-wilneed-to-be-restruetared
or future commercialization effortsw-l-l—be—eempleted—en—sehed-t&e— orat-al-Signifteantpreelinteat-or-elinteat-trial-delays-alse
eeu-ld—sherteﬂ—&ﬂy—peﬂeds—d-&rrﬂg—\\ iich would negatlvely 1mpact We—may—have—the—exeluswerrght—te-eemmefetal&e—eﬂr




e&nd-tdates—l—f—\\c encounter ée}ays-eﬁh llcu ties unollmg patients in our future clinical trials, our clinical dev Llopmcm

in accordance with their plolocols depends, among other things, on our ability to cmoll a sufficient number of pducms who
remain in the trial until its conclusion. The enrollment of patients in future trials for DNTH103 or any other product

candldates w111 depeﬂds— depend on mdny factors, inc udmﬂ if —~ﬂae—p&&eﬁ&ehgrbthfyef&eﬂa—éeﬁﬂed—rrr&re—pfeteeel—hﬁhe

rather than using approved products, Wit
running-otr—- or if eﬁﬁﬂm—mfﬁewfrﬂyeeﬂdtlemtetﬁﬂah—kr&édmeﬁﬁ)m competltors have ongomg el-m:ea-l—ma-ls—may
eompete-withrother—clinical trials for product candidates that are #runder development for the same indications therapeutie

areas-as our ploducl (,dndlddlLS and fhts—eempeﬁ&eﬂ—wﬂfedtwe—the—ntﬁrbef&ﬁd-eypes-e-ﬁpdlmns 1nstead a—va-r}&b-}e—te-us-

trials Addltlonally :
required whe—afe—ava-r}ab-}e— or ettﬁhmcd trials -rn—s-ueh—ehﬁlea-l—of DNTH103 or any other product candidates may be
larger than we anticipate, especially if regulatory bodies require the completion of non- inferiority or superiority triat

trials site-. Delaysin-Even if we are able to enroll a sufficient number of patient-patients enrelimentmayresultininereased

eosts-or-for may-affeet-the-timing-or-our future euteome-of the-planned-—clinical lllals whieh-eould-preventeompletion-we may
have difficulty maintaining patients in er-our clinical advaneementofthese-trials . Our into-the-next-phase-and-may

adverselyaffeetour-ability-inability to advanee-the-enroll or maintain a sufficient number of patients would result in
significant delays in completing clinical trlals or recelpt of marketmg approvals and increased development ef-costs ot
or may require us to abandon one prodt v or produet-eandidatesinterint;
more clinical trials altogether. pfel-nﬁmafy—Prehmmary and— “topline ” or 1nter1m data from our clinical trials that we may
announce or publish from time to time may change as more patient data beeeme-becomes available and feewing-the-interim
data—Preliminary-data-are subject to audit and verification procedures ;- We have publicly disclosed and may in deeper
analysis-of-the data-beyond-the-future publicly disclose preliminary or topline data may-provide-from our preclinical studies

and clinical trials, which are 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 eeler-and-eontextto-the data . We also
make assumptions , alt-estimations, calculations and conclusions as part of whieh-eould-our analyses of these data without
the opportunity to fully and carefully evaluate complete data. As a result , irmaterial-or-other—- the ehanges+n-preliminary
or topline results that we report may differ from future results of the same studies, or different conclusions or
considerations may qualify such results, once additional data have been received and fully evaluated or subsequently
made subject to audit and verification procedures. Any prehmmary or toplme data should be v1ewed with cautlon until
the final data is available . We have publicly disclosed and d

in the future disclose interim ddld [10m our plLlelLdl sludlcs and chmcdl 111&1 —Whie%r&re—based-eﬁ—&n—rﬂteﬂm—aﬂa-}yﬁs—ef

are sub]ccl to the 11sk that one or more of the chmcd ebseﬁa—t-reﬁs—outcomes may materially change as patient enrollment
continues dnd more pduun ddld bccomc available or as patlents Tom the—par&eﬂ-}&ﬁs&tdy—efour -t-ﬂa-l—As—a—res-u-l-t—mteﬂrn—dat&

1nclud1ng regulatory agenc1es, may not accept or are-agree bas-ed—eﬂ—a-pfel-nﬁrﬂaﬁ'—wnh our assumptions, estimates,
calculations, conclusrons or aﬂa-}yﬁs—analyses or may mterpret or welgh the 1mportance of ﬁﬁal-data dlfferently, which
could impact - y-d P :
eempreheﬂswefemw—e-ﬁl he data—freﬂa—value of 1hc partlcular product candldate, the approvablhty or commerclallzatlon
ofa partlcular product candldate and us in general In addltlon, the mformatlon we choose to pubhcly dlsclose regarding

preehinteatstady-orclinical trial mayrepresent-onty-a-portionofis based on what is typically extensive 111[0111](111011 generated
from-thatstady-ortrial- and you eur—- or stoelkholders-or-other-others third-parties-may not agree with what we determine is



material Simpertant-or otherwise appropriate information to include in our disclosure. If the preliminary, topline or interim ;5
preliminary;-ertophne-data that we report differ matertaly-from final-actual results, or if others third-parties-, including
regulatory authorities, disagree with the conclusions reached, our ability to obtain approval for, and commercialize, DNTH103
ot or any other product eandidates— candidate may be harmed, which could harm our business prespeets-, operatingrestlts
et-financial condition , results of operations, cash flows, and prospects. Our current or future clinical trials or those of our
future collaborators may reveal significant adverse events or undesirable side effects not seen in our preclinical studies
and may result in a safety profile that could halt clinical development, inhibit regulatory approval or limit commercial
potential or market acceptance of DNTH103 or any other product candidates or result in potential product liability
claims. Results of our clinical trials could reveal a high and unacceptable severity and prevalence of side effects, adverse
events or unexpected characteristics. While our completed preclinical studies in NHPs and our Phase 1 clinical trial in
humans have not shown any such characteristics, we cannot assure you that such characteristics will not be observed in
our future clinical trials. If significant adverse events or other side effects are observed in any of our current or future
clinical trials, we may have difficulty recruiting patients to such trials, patients may drop out of our trials, patients may
be harmed, or we may be required to abandon the trials or our development efforts of one or more product candidates
altogether, including DNTH103. We, the FDA, EU member states, or other applicable regulatory authorities, or an IRB
or ethics committee, may suspend any clinical trials of DNTH103 or any other product candidates at any time for various
reasons, including a belief that subjects or patients in such trials are being exposed to unacceptable health risks or
adverse side effects. Some potential products developed in the biotechnology industry that initially showed therapeutic
promise in early- stage studies and trials have later been found to cause side effects that prevented their further
development. Other potential products have shown side effects in preclinical studies that do not present themselves in
clinical trials in humans. Even if the side effects do not preclude a product candidate from obtaining or maintaining
marketing approval, undesirable side effects may inhibit market acceptance of an approved product due to its
tolerability versus other therapies. In addition, a half- life extension could prolong the duration of undesirable side
effects, which could also inhibit market acceptance. Treatment- emergent adverse events could also affect patient
recruitment or the ability of enrolled subjects to complete our clinical trials or could result in potential product liability
claims. Potential side effects associated with DNTH103, or any other product candidates, may not be appropriately
recognized or managed by the treating medical staff, as toxicities resulting from DNTH103, or any other product
candidates, may not be normally encountered in the general patient population and by medical personnel. Any of these
occurrences could harm our business, financial condition, results of operations, cash flows, and prospects significantly.
In addition, even if we successfully advance DNTH103 or any other product candidates through clinical trials, such trials
will only include a limited number of patients and limited duration of exposure to such product candidates. As a result,
we cannot be assured that adverse effects of DNTH103 or any other product candidates will not be uncovered when a
significantly larger number of patients are exposed to such product candidate after approval . Further, announeement-any
clinical trials may not be sufficient to determine the effect and safety consequences of using preliminaryinterim-or-our
tophne-data-product candidate over a multi- year period. If any of the foregoing events occur or if DNTH103 or any other
product candidates prove to be unsafe, our entire pipeline could be affected, which would have a material adverse effect
on our business, financial condition, results of operations, cash flows, and prospects. We may expend our limited
resources to pursue a particular product candidate, such as DNTH103, and fail to capitalize on candidates that may be
more profitable or for which there is a greater likelihood of success. Because we have limited financial and managerial
resources, we intend to focus our research and development efforts on certain selected product candidates. For example,
we are initially focused on our most advanced product candidate, DNTH103. As a result, we may forgo or delay pursuit
of opportunities with other potential candidates that may later prove to have greater commercial potential. Our resource
allocation decisions may cause us to fail to capitalize on viable commercial products or profitable market opportunities.
Our spending on current and future research and development programs for specific indications may not yield any
commercially viable product candidates. If we do not accurately evaluate the commercial potential or target market for
a particular product candidate, we may relinquish valuable rights to that candidate through collaboration, licensing or
other royalty arrangements in cases in which it would have been more advantageous for us to retain sole development
and commercialization rights to such candidate. Even if regulatory approval is obtained, any approved products
resulting from DNTH103 or any other product candidate may not achieve adequate market acceptance among clinicians,
patients, healthcare third- party payors and others in the medical community necessary for commercial success and we
may not generate any future revenue from the sale or licensing of such products. Even if regulatory approval is obtained
for DNTH103 or any other product candidates, they may not gain market acceptance among physicians, patients,
healthcare payors or the medical community. We may not generate or sustain revenue from sales of the product due to
factors such as whether the product can be sold at a competitive cost and whether it will otherwise be accepted in the
market. There are several approved products and product candidates in later stages of development for the treatment of
gMG, MMN and CIDP. Market participants with significant influence over acceptance of new treatments, such as
clinicians and third- party payors, may not adopt a biologic with a target product profile such as that of DNTH103 or for
its targeted indications, and we may not be able to convince the medical community and third- party payors to accept
and use, or to provide favorable reimbursement for, any product candidates developed by us -or er-our differenees
betweenrexisting or future collaborators. An extended half- life may make it more difficult for patients to change
treatments and there is a perception that half- life extension data-and-the-final-data;could exacerbate side effects, each
resultin-volatitity-in-the-priee-of which may adversely affect our ability to gain market acceptance. Market acceptance of
DNTH103 out—- or eommetrstoek-any other product candidates will depend on many factors, including factors that are



not within our control. Sales of products also depend on the willingness of clinicians to prescribe the treatment. We
cannot predict whether clinicians, clinicians’ organizations, hospitals, other healthcare providers, government agencies
or private insurers will determine that any of our approved products are safe, therapeutically effective, cost effective or
less burdensome as compared with competing treatments. If DNTH103 or any other product candidate is approved but
does not achieve an adequate level of acceptance by such parties, we may not generate or derive sufficient revenue from
that product and may not become or remain profitable never commercialized a product candidate and may
lack the necessary expertise, personnel and resources to successfully commercialize a product candidate on our own or
together with suitable collaborators. We have never commercialized a product candidate, and we currently have
experienee-as-sales force, marketing or distribution capabilities. To achieve commercial success for 2 eempany-in-product
candidate, which we may license to others, we may rely on the assistance and guidance of those collaborators. For a
product candidate for which we retain commercialization rights and marketing approval, we will have to develop our
own sales, marketing and supply organization or outsource these activities to a third party. Factors that may affect our
ability to commercialize a product candidate, if approved, on our own include recruiting and ebtainingretaining
adequate numbers of effective sales and marketing personnel, developing adequate educational and marketing programs
to increase public acceptance of our approved product candidate, ensuring regulatory compliance of our employees and
third parties under applicable healthcare laws and other unforeseen costs associated with creating an independent sales
and marketing organization. Developing a sales and marketing organization will be expensive and time- consuming and
could delay the launch of a product candidate upon approval. We may not be able to build an effective sales and
marketing organization. If we are unable to build our own distribution and marketing capabilities or to find suitable
partners for the commercialization of an approved product candidate, we may not generate revenues from them or be
able to reach or sustain profitability. We have never completed any late- stage clinical trials and we may not be able to
file an IND, a CTA or other applications for to commence additional clinical trials on the timelines we
expect, and, even if we are able to, the FDA, EMA for- or a-drtig-comparable foreign regulatory authorities may not
permit us to proceed and could also suspend / terminate the trial after it has been initiated. We are early in or-our
biologie—As-aecompany—we-havenever-development efforts and will need to successfully complete later- stage and pivotal
clmlcal trlals in order to eb%a-rned— obtaln FDA, EMA, or comparable foreign to market for-or

d v v . Carrying out clinical trials
and the submlssmn 0f a successful IND or CTA isa complncated process. As an organization, we have limited experience
in preparing, submitting and prosecuting regulatory filings. We initiated a global Phase 2 clinical trial of DNTH103 in
gMG in the first quarter of 2024, following receipt of FDA clearance of our IND application. We plan to submit a CTA in
the European Union in the second quarter of 2024. In addition, pending clearance of the INDs and / or the CTAs that we
plan to submit, we anticipate initiating Phase 2 clinical trials of DNTH103 in patients with MMN in the second quarter of
2024 and CIDP in the second half of 2024. However, we may not be able to file the IND or CTA in accordance with our
desired timelines. For example, we may experience manufacturing delays or other delays with IND- or CTA- enabling
studies, including with suppliers, study sites, or third- party contractors and vendors on whom we depend. Moreover, we
cannot be sure that submission of an IND or a CTA or submission of a trial to an IND or a CTA will result in the FDA or
EMA or comparable foreign regulatory authorities allowing further clinical trials to begin, or that, once begun, issues
will not arise that lead us to suspend or terminate clinical trials. For example, upon submission of an IND or CTA for a
Phase 2 clinical trial of DNTH103, the FDA or EMA may recommend changes to our proposed study designs, including
the number and size of registrational clinical trials required to be conducted in such Phase 2 programs. Consequently,
we may be unable to successfully and efficiently execute and complete necessary clinical trials in a way that leads to
regulatory submission and approval of our product candidates. Additionally, even if regulatory authorities agree with
the design and implementation of the clinical trials set forth in an IND or a CTA, such regulatory authorities may
change their requirements in the future. The FDA, EMA or comparable foreign regulatory authorities may require the
analysis of data from trials assessing different doses of the product candidate alone or in combination with other
therapies to justify the selected dose prior to the initiation of large trials in a specific indication. Any delays or failure to
file INDs or CTA:s, initiate clinical trials, or obtain regulatory approvals for our trials may prevent us from completing
our clinical trials or commercializing our products on a timely basis, if at all. We are subject to similar risks related to
the review and authorization of our protocols and amendments by comparable foreign regulatory authorities. Risks
Related to Our Reliance on Third Parties We currently rely and expect to rely in the future on the use of manufacturing
suites in third- party facilities or on third parties to manufacture DNTH103 and any other product candidates, and we
may rely on third parties to produce and process our products, if approved. Our business could be adversely affected if
we are unable to use third- party manufacturing suites or if the third- party manufacturers encounter difficulties in
production. We do not currently lease or own any facility that may be used as our clinical- scale manufacturing and
processing facility and currently rely on a CDMO, WuXi Biologics (as defined below), to manufacture our product
candidate used in our Phase 1 and planned Phase 2 clinical trials. We currently have a sole source relationship with
WuXi Biologics for our supply of DNTH103 (see Item 1. ¢ Business — Collaboration, License and Services Agreements ”
in this Annual Report on Form 10- K for additional information on Dianthus’ relationship with WuXi Biologics). If
there should be any disruption in such supply arrangement, including any adverse events affecting our sole supplier,
Wauxi Biologics , it is-pessible-could have a negative effect on the clinical development of our product candidates and
other operations while we work to identify and qualify an alternate supply source. We may not control the
manufacturing process of, and may be completely dependent on, our contract manufacturing partner for compliance
with cGMP requirements and any other regulatory requirements of the FDA or comparable foreign regulatory




authorities for the manufacture of a product candidate. We perform periodic audits of each CDMO facility that supports
our supply of DNTH103 and review / approve all DNTH103 cGMP- related documentation. We also have a quality
agreement with WuXi Biologics that documents our mutual agreement on compliance with cGMPs and expectations on
quality- required communications to us. Beyond this, we have no control over the ability of our CDMO to maintain
adequate quality control, quality assurance and qualified personnel. If the FDA mayrefuse-to-aeeept-or a comparable
foreign regulatory authority does not approve these facilities and the associated Quality Management System for the
manufacture of a product candidate or if it withdraws any er-alt-approval in the futurc NDAs-, we may need to find
alternative manufacturing facilities, which would requlre the incurrence of 51gn1ﬁcant addltlonal costs and materlally
and adversely affect or-our ability BEA v v A
is-insufftetent-to develop, obtain regulatory approv al for or market such product candldate, 1f approved Slmllarly, our
failure, or the failure of our CDMO, to comply with applicable regulations could result in sanctions being imposed on us,
including fines, injunctions, civil penalties, delays, suspension or withdrawal of approvals, license revocation, seizures or
recalls of product candidates or drugs, operating restrictions and criminal prosecutions, any of which could significantly
and adversely affect supplies of a product candidate or drug and harm our business and results of operations. In
addition, we have not yet caused any plOdULl mndldalcs —I-f—the—F—BA—dees—to be manufactured on a commerclal scale and

HE-our ploducl cdndldalcs geﬁer&t—rng—reveﬂues—lf approved

Moreover, our CDMO may experlence manufacturmg difficulties due to resource constraints, governmental restrictions
or as a result of labor disputes or unstable political environments. Supply chain issues, including those resulting from the
COVID- 19 pandemic and achieving-the ongoing military conflicts between Russian and sustaining-Ukraine and Israel and
surrounding areas and the attacks on marine vessels traversing the Red Sea, may affect our third- party vendors and
cause delays. Furthermore, since we have engaged WuXi Biologics, a manufacturer located in China, we are exposed to
the profitability— -- possibility of product supply disruption and increased costs in the event of changes in the policies of
the United States or Chinese governments or political unrest or unstable economic conditions in China . #If we are
required to change manufacturers for any reason, we will be required to verify that the new manufacturer maintains
facilities and procedures that comply with quality standards and with all applicable regulations and guidelines. For
example, in the event that we need to transfer from WuXi Biologics, which is alse-pessible-our sole manufacturing source
for DNTH103, we anticipate that additional-stadies-the complexity of the manufacturing process may materially impact
the amount of time it would take to secure a replacement manufacturer. The delays associated with the verification of a
new manufacturer if perfermed—we are able to 1dent1fy &nd— an eompleted-alternative source , could negatively affect may

- our other-apphieation-that-we-submit-ability to supply
product candldates, 1nclud1ng DNTH103 in a t1mely manner or within budget . If any CDMO on which ofthese-outeomes

oeetr,-we may-be-foreed-will rely fails to manufacture quantities abandon-the-development-of eur-a product eandidates—-
candidate at quality levels necessary to meet regulatory requirements and at a scale sufficient to meet anticipated
demand at a cost that allows us to achieve profitability , whieh-our business, financial condition, cash flows, and
prospects wotld-could be materially and adversely affected. In addition, our CDMO and / or distribution partners are
responsible for transporting temperature- controlled materials that can be inadvertently degraded during transport due
to several factors, rendering certain batches unsuitable for trial use for failure to meet, among others, our integrity and
purity specifications. We and our CDMO may also face product seizure or detention or refusal to permit the import or
export of products. Our business could be materially adversely affected by business disruptions to our third- party
providers that could materially adversely affect our business-anticipated timelines, potential future revenue and financial

condition and increase our costs and expenses. Each of these risks could delay petentiatly-eatse-us-to-ecase-operations—We
-faee—srrﬁr}aﬁrtsks—fe& or prevent the completlon of our prechmcal studles and clinical trials et or the approval of any

four plOdULl candidates by —bee&use—we—may—deve}ep

me&nrng—fu-l—resu-}ts— result in hlgher costs

- or adversely 1mpact commerclahzatlon of our pre&uet—products eatrdida d

ovide-elint t ing-a-tangibleben patients lna( nmnt-he—resu-l-ﬁﬂg—el-rmea-l—da-ta—we
currently rely on forelgn CROs and CDMOs fesuhs—m&y—be-di-fﬁeu}t—te-&na-}y-ze—'ﬂie—F—BA— the-EMA-including WuXi
Biologics . or-and will likely continue to rely on foreign CROs and CDMOs in the future. Foreign CDMOs may be
subject to U. S. legislation, including the proposed BIOSECURE Act, sanctions, trade restrictions and other foreign
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material adverse c[lcu on our collaborators in China whlch could have an adverse effect on our bu\mu\ —Further-,
financial condition, results of operations and prospects. Evolving changes in China’ s public health, economic, political,
and social conditions and the uncertainty around China’ s relationship with other governments, such as the United States
and the U. K., could also negatively impact our ability to manufacture our product candidates for our planned clinical
trials or have an adverse effect on our ability to secure government funding, which could adversely affect our financial
condition and cause us to delay our clinical development programs. If our CDMO, WuXi Biologics, is unable to obtain
sufficient raw and intermediate materials on a timely basis or if our CDMO experiences other supply difficulties, our
business may be materially and adversely affected. We work closely with our CDMO, WuXi Biologics, to ensure their
supphers have continuity of supply of raw and 1ntermed1ate materlals but cannot guarantee these efforts will always be
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manufacturlng delays and impact the progress of our clinical trlals Further, while we work with our CDMO to diversify
their sources of raw and intermediate matertal-materials , in certain instances they acquire raw and intermediate
materials from a sole supplier, and there can be no assurance that they will be able to quickly establish additional or
replacement sources for some materials. A reduction or interruption in supply, and an inability to develop alternative
sources for such supply, could adverse-adversely effeet-affect our ability to manufacture our product candidates in a
timely or cost- effective manner and could delay completion of our clinical trials, product testing, and potential
regulatory approval of our product candidates. We currently rely, and plan to rely in the future, on eurbusiness—Future
shutdowns-third parties to conduct and support er-our prechmcal studles and chnlcal trlals If these third parties do not
properly and successfully carry out other-- their 0 gOVe ntagenetes-contractual duties
or meet expected deadlines, we may not be able to obtain regulatory approval of or commerclahze our product
candidates. We utilize and plan to continue to utlhze and depend upon 1ndependent 1nvest1gators and collaborators
such as fhe—SEGmedlcal institutions , CROs whte y b by-delayingreview g

contract wrth—t-htrd—p&ﬁy—m&nufaeturers—testlng labs and strateglc partners, to conduct and make—euepfeéuet—e&ndidates—te

support our preclinical studies and clinical trials under agreements with us . Sur-EDMOs-maynotbe-ableto-adoptadaptWe
will rely heavily on these third parties over the course of ot-our precllnlcal studles and sea-le—up—t-he—maﬂu-faetuﬂng-pfeeess
ira-timely-manner-to-sappertourfutareclinical trials —Fh duet-eandidates ,
fegu-l-ated-dnd we control only certain aspects of subjeet—te-sevefal—ﬂsks—rnel-udtng—‘—the—thelr act1v1t1es m&ﬂu-f&etuﬂng
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—and Llll]l(,dl trials than would be the case 1f we were relymg entlrely upon or-our eemn‘refera-l-lzaﬁeﬁ—own staff . fFe—a
Nevertheless, we targe--- are extent;-responsible for ensuring that makes-each of our studies and trials is conducted in
accordance with the applicable protocol, legal, regulatory and scientific standards, and our rellance on these third

partles does not relleve us dependentomn-the-goodwithof o

elint i . We and our ha-ve—ne

: i ik d o lhud wlv ﬂ‘r&nﬁfaetufers-contractors and CROs are required
to comply w1th GCP regulatlons ﬁS—We-H—&S—O-H—Wthh are guldellnes enforced by the FDA and comparable foreign
regulatory authorltles for any product candidate in clinical development. If we or any of these third partics fail to comply

with applicable GCP regulations, 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 provide assurance 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 generated under cGMP
regulations. Our failure to comply with these regulations may require us to repeat clinical trials, which would delay the
regulatory approval process. Moreover, our business may be implicated if any of these third parties -violates federal or
state fraud and abuse or false claims laws and regulations or healthcare privacy and security laws. Any third parties
conducting or-our the-aetual-demand-clinical trials will not be with our employees and, except for remedies available to us
under our agreements with such third parties, we cannot control whether they devote sufficient time and resources to
our product candidates. These third parties may be involved in mergers, acquisitions e+ or similar transactions and
may have relationships with other commercial entities, including our competitors, for whom they may also be conducting
clinical trials or other product development activities, which could negatively affect their performance on our behalf and
the tlmlng thereof and could lead to products that compete dlrectly or 1nd1rectly with our current or future pmduu
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e\peue(l ded(llmes if they neul to be replaced or if the quality or accuracy of the clinical data they obtain is wmplomlsed due
to the failure to adhere to our clinical protocols -or IUTLlldl()lV requirements or for other reasons, any-preelinteal-studies-or-our
clinical trials swith-whieh-steh-CROs-are-assoetated-with-may be extended, delayed or terminated and —Insueh-eases;-we may
not be able to complete development of, obtain regulatory approval fer-of or successfully commercialize DNTH103 et or
other product candidates. As-arestlt-We have collaborations with third parties , including our existing license and
development collaboration with Zenas BioPharma. If we are unable to maintain these collaborations, et or if finanetat
results-and-the-these eommeretal-prospeets-collaborations are not successful, our business could be adversely affected. We
have various collaboration and license arrangements, including with Zenas BioPharma for eurthe development and
commercialization of DNTH103 in the greater area of China, and we currently hold an exclusive license for worldwide
(excluding the greater area of China) development and commercialization rights for certain potential product candidates .
Further in-thesubjeetindieation-eould-be-harmed-, we may m the future form ot or eesfs—eeu}d—rnefease-aﬁd-seek strategic
alliances, create joint ventures ot or collaborations, ab g e be-dela Rry-Stg
disruptionin-out—- or enter into licensing arrangements with thlrd partles that we believe w1ll complement or augment
our development and commercialization efforts with respect to our product candidates. Collaborations or licensing
arrangements that we enter into may not be successful, and any success will depend heavily on the efforts and activities
of such collaborators or licensors. If any of our collaborators, licensors or licensees experience delays in performance of,
or fail to perform their obligations under, their applicable agreements with us, disagree with our interpretation of the
terms of such agreement or terminate their agreement with us, our pipeline of product candidates would be adversely
affected. If we fail to comply with any of the obligations under our collaborations or license agreements, including
payment terms and diligence terms, our collaborators, licensors or licensees may have the right to terminate our
agreements, in which event we may lose intellectual property rights and may not be able to develop, manufaetirer—
manufacture, market or sell the products covered by such agreements or may face other penalties under er-our suppher
relationships-agreements. Our collaborators, licensors or licensees may also fail to properly maintain or defend the
intellectual property we have licensed from, if required by our agreement with them, or even infringe upon our
intellectual property rights, leading to the potential invalidation of our intellectual property or subjecting us to litigation
or arbitration, any of which would be time- consuming and expensive and could harm our ability to commercialize our
product candidates. Further, any of these relationships may require us to increase our near and long- term expenditures,
issue securities that dilute our existing stockholders or disrupt our management and business. In addition, collaborators
could independently develop, or develop with third parties, products that compete directly or indirectly with our product
candidates and products if the collaborators believe that the competitive products are more likely to be successfully
developed or can be commercialized under terms that are more economically attractive than ours. As part of our
strategy, we plan to evaluate additional opportunities to enhance our capabilities and expand our development pipeline
or provide development or commercialization capabilities that complement our own. We may not realize the benefits of
such collaborations, alliances or licensing arrangements. Any of these relationships may require us to incur non-
recurring and other charges, increase our near and long- term expenditures, issue securities that dilute our existing
stockholders or disrupt our management and business. We may face significant delay-competition in attracting




appropriate collaborators, and more established companies may also be pursuing strategies to license or acquire third-
party intellectual property rights that we consider attractive. These companies may have a competitive advantage over
us due to the-their sapply-ofsize, financial resources and greater clinical development and commercialization
capabilities. In addition, companies that perceive us to be a competitor may be unwilling to assign or license rights to us.
Whether we reach a definitive agreement for a collaboration will depend, among other things, upon our assessment of
the collaborator’ s resources and expertise, the terms and conditions of the proposed collaboration and the proposed
collaborator’ s evaluation of a number of factors. Collaborations are complex and time- consuming to negotiate,
document and execute. In addition, consolidation among large pharmaceutical and biotechnology companies has
reduced the number of potential future collaborators. We may not be able to negotiate additional collaborations on a
timely basis, on acceptable terms or at all. If we fail to enter into collaborations and do not have sufficient funds or
expertise to undertake the necessary development and commercialization activities, we may not be able to further
develop our product eandidate-candidates or bring them to market. Risks Related to Our Business and Operations In
order to successfully implement or-our #s-plans and strategies, we will need to increase the size of our organization and
we may experience difficulties in managing this growth. We expect to experience significant growth in the number of our
employees and the scope of our operations, particularly in the areas of preclinical and clinical drug development,
technical operations, clinical operations, regulatory affairs and, potentially, sales and marketing. To manage our
anticipated future growth, we must continue to implement and improve our managerial, operational and financial
personnel and systems, expand our facilities and continue to recruit and train additional qualified personnel. Due to our
limited financial resources and the limited experience of our management team working together in managing a
company with such anticipated growth, we may not be able to effectively manage the expansion of our operations or
recruit and train additional qualified personnel. We are highly dependent on our kcy materials-personnel, and we
anticipate hiring new key personnel. If we are not successful in attracting and retaining highly qualified personnel, we
may not be able to successfully implement our business strategy. Our ability to compete in the highly competitive
biotechnology and pharmaceutical industries depends upon our ability to attract and retain highly qualified managerial,
scientific and medical personnel. We are highly dependent on our managerial, scientific and medical personnel,
including our Chief Executive Officer, Chief Medical Officer, Chief Financial Officer, General Counsel, Chief
Accounting Officer and other members of our leadership 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 a-elinieal-triat-any of our executives or other employees. The loss of the services of our executive
officers or other key employees could eonsiderably-delay-eompletiorrimpede the achievement of elinieal-trials-our research ,
development and commercialization objectives and seriously harm our ability to successfully implement our business
strategy. Furthermore, replacing executive officers and key personnel may be difficult and may take an extended period
of time. If we do not succeed in attracting and retaining qualified personnel, it could materially and adversely affect our
business, financial condition, cash flows, and results of operations. We could in the future have difficulty attracting and
retaining experienced personnel and may be required to expend significant financial resources on our employee
recruitment and retention efforts. Our future growth may depend, in part, on our ability to operate in foreign markets,
where we would be subject to additional regulatory burdens and other risks and uncertainties. Our future growth may
depend, in part, on our ability to develop and commercialize DNTH103 or other product testing;potential-candidates in
foreign markets for which we may rely on collaboratlon w1th third partles We are not permltted to market or promote

o verties-from the applicable forelgn regulatory
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We-may never ebta-rn—F—BA—recelve such regulatory Appm\.ll or any e-f—euﬁpmduu candidates rthe-td-. To Sand-eventfwe
do-we-may-never-obtain separate regulatory approval fer-er-in many other countries, we must comply with numerous and
varying regulatory requirements of such countries regarding safety and efficacy and governing, among other things,
clinical trials and eemmeretalize--- commercial any-sales, pricing and distribution of DNTH103 eut— or other product
candidates , and we cannot predict success in these any-otherjurisdtetion-jurisdictions . If we fail to comply with the
regulatory requirements in international markets or to receive applicable marketing approvals , whieh-would-timitour
target market will be reduced and our ability to realize thet- the full market potential of DNTH103 or other product
candidates will be harmed, and our business will be adversely affected. Moreover, even if we obtain approval of
DNTH103 or other product candidates and ultimately commercialize such product candidates in foreign markets, we
would be subject to the risks and uncertainties, including the burden of complying with complex and changing foreign
regulatory, tax, accounting and legal requirements and reduced protection of intellectual property rights in some foreign
countries. Our employees, independent contractors, consultants, commercial collaborators, principal investigators,
CROs, CDMOs, suppliers and vendors may engage in misconduct or other improper activities, including noncompliance
with regulatory standards and requirements. We are exposed to the risk that our employees, independent contractors,
consultants, commercial collaborators, principal investigators, CROs, CDMOs, suppliers and vendors acting for or on
our behalf may engage in misconduct or other improper activities. It is not always possible to identify and deter
misconduct by these parties and the precautions we take to detect and prevent this activity may not be effective in
controlling unknown or unmanaged risks or losses or in protecting us from governmental investigations or other actions
or lawsuits stemming from a failure to comply with these laws or regulations. Our internal information technology
systems, or those of any of our CROs, CDMOs, other contractors, third party service providers or consultants or
potential future collaborators, may fail or suffer security or data privacy breaches or other unauthorized or improper



access to, use of, or destruction of proprietary or confidential data, employee data or personal data, which could result in
additional costs, loss of revenue, significant liabilities, harm to our brand and material disruption of our operations. In
the ordinary course of our business, we and the third parties upon which we rely collect, receive, store, process, generate,
use, transfer, disclose, make accessible, protect, secure, dispose of, transmit, and share (collectively, process) proprietary,
confidential, and sensitive data, including personal data, intellectual property, trade secrets, and other sensitive data
(collectively, sensitive information). Despite the implementation of security measures in an effort to protect systems that
store our information, given their size and complexity and the increasing amounts of information maintained on our
internal information technology systems and those of our third- party CROs, CDMOs, other contractors (including sites
performing our clinical trials), third party service providers and supply chain companies, and consultants, as well as
other partners, these systems are potentially vulnerable to breakdown or other damage or interruption from service
interruptions, system malfunction, natural disasters, terrorism, war and telecommunication and electrical failures, as
well as security breaches from inadvertent or intentional actions by employees, contractors, consultants, business
partners and / or other third parties, or from cyber- attacks by malicious third parties, which may compromise system
infrastructure or lead to the loss, destruction, alteration or dissemination of, or damage to, data. Some actors now engage
and are expected to continue to engage in cyber- attacks, including without limitation nation- state actors for geopolitical
reasons and in conjunction with military conflicts and defense activities. During times of war and other major conflicts,
we, and the third parties upon which we rely, may be vulnerable to a heightened risk of these attacks, including
retaliatory cyber- attacks, that could materially disrupt our systems and operations, supply chain, and ability to
produce, sell and distribute our goods and services. In particular, severe ransomware attacks are becoming increasingly
prevalent and can lead to significant interruptions in our operations, ability to provide our products or services, loss of
sensitive data and income, reputational harm, and diversion of funds. Extortion payments may alleviate the negative
impact of a ransomware attack, but we may be unwilling or unable to make such payments due to, for example,
applicable laws or regulations prohibiting such payments. To the extent that any disruption or security breach were to
result in a loss, destruction, unavailability, alteration or dissemination of, or damage to, our data or applications, or for it
to be believed or reported that any of these occurred, we could incur liability and reputational damage and the
development and commercialization of DNTH103, or other product candidates could be delayed. Further, our insurance
policies may not be adequate to compensate us for the potential losses arising from any such disruption in, or failure or
security breach of, our systems or third- party systems where information important to our business operations or
commercial development is stored. As our employees work remotely and utilize network connections, computers, and
devices outside our premises or network, including working at home, while in transit and in public locations, there are
risks to our information technology systems and data. Additionally, business transactions (such as acquisitions or
integrations) could expose us to additional cybersecurity risks and vulnerabilities, as our systems could be negatively
affected by vulnerabilities present in acquired or integrated entities’ systems and technologies. While we have
implemented security measures designed to protect against security incidents, there can be no assurance that these
measures will be effective. We may be unable in the future to detect vulnerabilities in our information technology
systems because such threats and techniques change frequently, are often sophisticated in nature, and may not be
detected until after a security incident has occurred. Further, we may experience delays in developing and deploying
remedial measures designed to address any such identified vulnerabilities. Applicable data privacy and security
obligations may require us to notify relevant stakeholders of security incidents. Such disclosures are costly, and the
disclosure or the failure to comply with such requirements could lead to adverse consequences. We rely on third- party
service providers and technologies to operate critical business systems to process sensitive information in a variety of
contexts. Our ability to monitor these third parties’ information security practices is limited, and these third parties may
not have adequate information security measures in place. If our third- party service providers experience a security
incident or other interruption, we could experience adverse consequences. While we may be entitled to damages if our
third- party service providers fail to satisfy their privacy or security- related obligations to us, any award may be
insufficient to cover our damages, or we may be unable to recover such award. In addition, supply- chain attacks have
increased in frequency and severity, and we cannot guarantee that third parties’ infrastructure in our supply chain or
our third- party partners’ supply chains have not been compromised. If we (or a third party upon whom we rely)
experience a security incident or are perceived to have experienced a security incident, we may experience adverse
consequences, such as government enforcement actions (for example, investigations, fines, penalties, audits, and
inspections); additional reporting requirements and / or oversight; restrictions on processing sensitive information
(including personal data); litigation (including class claims); indemnification obligations; negative publicity; reputational
harm; monetary fund diversions; interruptions in our operations (including availability of data); increased investigation
and compliance costs; financial loss; and other similar harms. Security incidents and attendant consequences may cause
stakeholders (including investors and potential customers) to stop supporting our platform, deter new customers from
products, and negatively impact our ability to grow and operate our business. Our contracts may not contain limitations
of liability, and even where they do, there can be no assurance that limitations of liability in our contracts are sufficient
to protect us from liabilities, damages, or claims related to our data privacy and security obligations. We cannot be sure
that our insurance coverage will be adequate or sufficient to protect us from or to mitigate liabilities arising out of our
privacy and security practices or from disruptions in, or failure or security breach of, our systems or third- party
systems where information important to our business operations or commercial development is stored, or that such
coverage will continue to be available on commercially reasonable terms or at all, or that such coverage will pay future
claims. We are subject to stringent and changing laws, regulations and standards, and contractual obligations relating to



privacy, data protection, and data security. The actual or perceived failure to comply with such obligations could lead to
government enforcement actions (which could include civil or criminal penalties), fines and sanctions, private litigation
and / or adverse publicity and could negatively affect our operating results and business. We, and third parties with
whom we work, are or may become subject to numerous domestic and foreign laws, regulations, and standards relating
to privacy, data protection, and data security, the scope of which are changing, subject to differing applications and
interpretations, and may be inconsistent among countries, or conflict with other rules. We are or may become subject to
the terms of contractual obligations related to privacy, data protection, and data security. Our obligations may also
change or expand as our business grows. The actual or perceived failure by us or third parties related to us to comply
with such laws, regulations and obligations could increase our compliance and operational costs, expose us to regulatory
scrutiny, actions, fines and penalties, result in reputational harm, lead to a loss of customers, result in litigation and
liability, and otherwise cause a material adverse effect on our business, financial condition, cash flows, and results of
operations. See the sections titled “ Business — Government Regulation — Data Privacy and Security ” and “ — Other
Government Regulation Outside of the United States ” located elsewhere in this Annual Report on Form 10- K for a
more detailed description of the laws that may affect our ability to operate. If we fail to comply with environmental,
health and safety laws and regulations, we could become subject to fines or penalties or incur costs that could have a
material adverse effect on the success of our business. We are subject to numerous environmental, health and safety laws
and regulations, including those governing laboratory procedures and the handling, use, storage, treatment and disposal
of hazardous materials and wastes. Our operations may involve the use of hazardous and flammable materials, including
chemicals and biological and 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 commercialization efforts. Failure to comply with these laws and regulations
also may result in substantial fines, penalties or other sanctions. We may acquire businesses or products, or form
strategic alliances, in the future, and may not realize the benefits of such acquisitions. We may acquire additional
businesses or products, form strategic alliances, or create joint ventures with third parties that we believe will
complement or augment our existing business. If we acquire businesses with promising markets or technologies, we may
not be able to realize the benefit of acquiring such businesses if we are unable to successfully integrate them with our
existing operations and company culture. We may encounter numerous difficulties in developing, manufacturing and
marketing any new product candidates or products resulting from a strategic alliance or acquisition that delay or
prevent us from realizing the expected benefits or enhancing our business. There is no assurance that, following any such
acquisition, we will achieve the synergies expected in order to justify the transaction, which could result in a material
adverse effect on our business and prospects. We maintain our cash at financial institutions, at times in balances that
exceed federally- insured limits. The failure of financial institutions could adversely affect our ability to pay our
operational expenses or make other payments. Our cash held in non- interest- bearing and interest- bearing accounts can
at times exceed the Federal Deposit Insurance Corporation (“ FDIC ”) insurance limits. If such banking institutions were
to fail, we could lose all or a portion of those amounts held in excess of such insurance limitations. For example, the
FDIC took control of Silicon Valley Bank on March 10, 2023. The Federal Reserve subsequently announced that account
holders would be made whole. However, the FDIC may not make all account holders whole in the event of future bank
failures. In addition, even if account holders are ultimately made whole with respect to a future bank failure, account
holders’ access to their accounts and assets held in their accounts may be substantially delayed. For example, Former
Dianthus could not access its assets held in its account with Silicon Valley Bank for a period in March 2023, which
required Former Dianthus to obtain a short- term loan to fund its operations. Any material loss that we may experience
in the future or inability for a material time period to access our cash and cash equivalents could have an adverse effect
on our ability to pay our operational expenses or make other payments, which could adversely affect our business. We
have identified material weaknesses in our internal control over financial reporting which, if not corrected, could affect
the reliability of our financial statements and have other adverse consequences. A material weakness is a deficiency or
combination of deficiencies in internal control over financial reporting such that there is a reasonable possibility that a
material misstatement of the financial statements would not be prevented or detected on a timely basis. We have
identified material weaknesses in our internal control over financial reporting that we are currently working to
remediate, which relate to: (a) general segregation of duties, including the review and approval of journal entries as well
as system access that has not been designed to allow for effective segregation of duties; and (b) our accounting software
system has certain system limitations that do not allow for an effective control environment. Our management has
concluded that these material weaknesses in our internal control over financial reporting are due to the fact that we have
limited resources and do not have the necessary business processes and related internal controls formally designed and
implemented coupled with the appropriate resources to oversee our business processes and controls. Our management is
in the process of developing a remediation plan. The material weaknesses will be considered remediated when our
management designs and implements effective controls that operate for a sufficient period of time and management has
concluded, through testing, that these controls are effective. Our management will monitor the effectiveness of our
remediation plans and will make changes management determines to be appropriate. If not remediated, these material
weaknesses could result in material misstatements to our annual or interim financial statements that might not be
prevented or detected on a timely basis, or in delayed filing of required periodic reports. If we are unable to assert that
our internal control over financial reporting is effective under Section 404 (a) of the Sarbanes- Oxley Act, or, if we
become subject to Section 404 (b) of the Sarbanes- Oxley Act and our independent registered public accounting firm is
unable to express an unqualified opinion as to the effectiveness of the internal control over financial reporting, investors



may lose confidence in the accuracy and completeness of our financial reports, the market price of our common stock
could be adversely affected and we could become subject to litigation or investigations by Nasdaq, the SEC, or other
regulatory authorities, all of which could require additional financial and management resources. Risks Related to
Intellectual Property Our ability to protect our patents and other proprietary rights is uncertain, exposing us to the
possible loss of competitive advantage. We rely or may rely upon a combination of patents, trademarks, trade secret
protection and confidentiality agreements to protect the intellectual property related to our product candidates and
technologies and to prevent third parties from competing with us. Our success depends in large part on our ability to
obtain and maintain patent protection for platform technologies, product candidates and their uses, as well as the ability
to operate without infringing on or violating the proprietary rights of others. We own six pending patent applications,
and we expect to continue to file patent applications in the United States and abroad related to discoveries and
technologies that are important to our business. However, we may not be able to protect our intellectual property rights
throughout the world and the legal systems in certain countries may not favor enforcement or protection of patents,
trade secrets and other intellectual property. Filing, prosecuting and defending patents on product candidates worldwide
would be prohibitively expensive and our intellectual property rights in some foreign jurisdictions may be less extensive
than those in the United States. As such, we do not have patents in all countries or all major markets and may not be
able to obtain patents in all jurisdictions even if we apply for them. Competitors may operate in countries where we do
not have patent protection and could then freely use our technologies and discoveries in such countries to the extent such
technologies and discoveries are publicly known or disclosed in countries where patent protection has not been
requested. Our intellectual property portfolio is at an early stage, and we do not currently own or in- license any issued
patents. Our pending and future patent applications may not result in patents being issued. Any issued patents may not
afford sufficient protection of our product candidates or their intended uses against competitors, nor can there be any
assurance that the patents issued will not be infringed, designed around, invalidated by third parties, or effectively
prevent others from commercializing competitive technologies, products or product candidates. Even if these patents are
granted, they may be difficult to enforce. Further, any issued patents that we may license or own covering our product
candidates could be narrowed or found invalid or unenforceable if challenged in court or before administrative bodies in
the United States or abroad, including the United States Patent and Trademark Office (“ USPTO ). Further, if we
encounter delays in any clinical trials or delays in obtaining regulatory approval, the period of time during which we
could market product candidates under patent protection would be reduced. Thus, the patents that we may own or
license may not afford any meaningful competitive advantage. In addition to seeking patents for some of our technology
and product candidates, we may also rely on trade secrets, including unpatented know- how, technology and other
proprietary information, to maintain our competitive position. Any disclosure, either intentional or unintentional, by our
employees, the employees of third parties with whom we share facilities or third- party consultants and vendors that we
engage to perform research, clinical trials or manufacturing activities, or misappropriation by third parties (such as
through a cybersecurity breach) of our trade secrets or proprietary information could enable competitors to duplicate or
surpass our technological achievements, thus eroding our competitive position in the market eventualy
market-protect our proprietary technology and processes, we rely in part on confidentiality agreements with
collaborators, employees, consultants, outside scientific collaborators and sponsored researchers and other advisors.
These agreements may not effectively prevent disclosure of confidential information and may not provide an adequate
remedy in the event of unauthorized disclosure of confidential information. We may need to share our proprietary
information, including trade secrets, with future business partners, collaborators, contractors and others located in
countries at heightened risk of theft of trade secrets, including through direct intrusion by private parties or foreign
actors and those affiliated with or controlled by state actors. In addition, while we undertake efforts to protect our trade
secrets and other confidential information from disclosure, others may independently discover trade secrets and
proprietary information, and, in such cases, we may not be able to assert trade secret rights against such party.
Costly and time- consuming litigation could be necessary to enforce and determine the scope of our proprietary rights
and failure to obtain eur- or maintain trade secret protection could adversely affect our competitive business position.
Lastly, if our trademarks and trade names are not registered or adequately protected, then we may not be able to build
name recognition in markets of interest and our business may be adversely affected. We may not be successful in
obtaining or maintaining necessary rights to through acquisitions and in - licenses. Because our
development programs may in the future require the use of proprietary rights held by third parties, the growth of our
business may depend in part on our ability to acquire, in- license, or use these third- party proprietary rights. We may
be unable to acquire or in- license compositions, methods of use, processes or other third- party intellectual property
rights from third parties that we identify as necessary for our product candidates. The licensing and acquisition of third-
party intellectual property rights is a competitive area, and a number of more established companies may pursue
strategies to license or acquire third- party intellectual property rights that we may consider attractive or necessary.
These established companies may have a competitive advantage over us due to their size, capital resources and greater
clinical development and commercialization capabilities. In addition, companies that perceive us to be a competitor may
be unwilling to assign or license rights to us. We also may be unable to license or acquire third- party intellectual
property rights on terms that would allow us to make an appropriate return on investment or at all. If we are unable to
successfully obtain rights to required third- party intellectual property rights or maintain the existing intellectual
property rights we have, we may have to abandon development of the relevant product candidate, which could have a
material adverse effect on our business, financial condition, results of operations, cash flows, and prospects. While we
will normally seek to obtain the right to control prosecution, maintenance and enforcement of the patents relating to a



product candidate, there may be times when the filing and prosecution activities for patents and patent applications
relating to a product candidate are controlled by future licensors or collaboration partners. If any of these future
licensors or collaboration partners fail to prosecute, maintain and enforce such patents and patent applications in a
manner consistent with the best interests of our business, including by payment of all applicable fees for patents covering
a product candidate, we could lose rights to the intellectual property or exclusivity with respect to those rights, our
ability to develop and commercialize such candidate may be adversely affected and we may not be able to prevent
competitors from making, using and selling competing products. In addition, even where we have the right to control
patent prosecution and patent applications which may be licensed to and from third parties, we may still be adversely
affected or prejudiced by actions or inactions of licensees, future licensors and their counsel that took place prior to the
date upon which we assumed control over patent prosecution. Our future licensors may rely on third- party consultants
or collaborators or on funds from third parties such that future licensors are not the sole and exclusive owners of the
patents we in- license. If other third parties have ownership rights to future in- licensed patents, they may be able to
license such patents to our competitors, and the competitors could market competing products and technology. This
could have a material adverse effect on our competitive position, business, financial conditions, results of operations,
cash flows, and prospects. It is possible that we may be unable to obtain licenses at a reasonable cost or on reasonable
terms, if at all. Even if we are able to obtain a license, it may be non- exclusive, thereby giving competitors access to the
same technologies licensed to us. In that event, we may be required to expend significant time and resources to redesign
our technology, product candidates, or the methods for manufacturing the same, or to develop or license replacement
technology, all of which may not be feasible on a technical or commercial basis. If we are unable to do so, we may be
unable to develop or commercialize the affected product candidates, which could harm our business, financial condition,
results of operations, cash flows, and prospects significantly. We cannot provide any assurances that third- party patents
do not exist which might be enforced against our current technology or manufacturing methods, our product candidates,
or future methods or product candidates, resulting in either an injunction prohibiting manufacture or future sales, or,
with respect to future sales, an obligation on our part to pay royalties and / or other forms of compensation to third
parties, which could be significant. For example, we are aware of a certain U. S. patent owned by a third party with
claims that are directed to a method of inhibiting complement C1s activity in an individual with an antibody that
selectively binds active form of complement component C1s compared to inactive C1s and inhibits complement C1s
activity by at least 60 % in a protease assay. Although we do not believe that this is a valid patent, this patent could be
construed to cover our anti- Cls antibodies. Disputes may arise between us and our future licensors regarding
intellectual property subject to a license agreement, including: the scope of rights granted under the license agreement
and other interpretation- related issues; whether and to what extent to which our technology and processes infringe on
intellectual property of the licensor that is not subject to the licensing agreement; our right to sublicense patents and
other rights to third parties; our right to transfer or assign the license; the inventorship and ownership of inventions and
know- how resulting from the joint creations or use of intellectual property by future licensors and us and / or our
partners; and the priority date of an invention of patented technology. We may be subject to patent infringement claims
or may need to file claims to protect our intellectual property, which could result in substantial costs and liability and
prevent us from commercializing potential products. Because the intellectual property landscape in the biotechnology
industry is rapidly evolving and interdisciplinary, it is difficult to conclusively assess our freedom to operate and
guarantee that we can operate without infringing on or violating third party rights. If certain of our product candidates
are ultimately granted regulatory approval, patent rights held by third parties, if found to be valid and enforceable,
could be alleged to render one or more of such product candidates infringing. If a third party successfully brings a claim
against us, we may be required to pay substantial damages, be forced to abandon any affected product candidate and /
or seek a license from the patent holder. In addition, any intellectual property claims (e. g., patent infringement or trade
secret theft) brought against us, whether or not successful, may cause us to incur significant legal expenses and divert the
attention of our management and key personnel from other business concerns. We cannot be certain that patents owned
or licensed by us will not be challenged by others in the course of litigation. Some of our competitors may be able to
sustain the costs of complex intellectual property litigation more effectively than we can because they have substantially
greater resources. In addition, any uncertainties resulting from the initiation and continuation of any litigation could
have a material adverse effect on our ability to raise funds and on the market price of our Common Stock. Competitors
may infringe or otherwise violate our patents, trademarks, copyrights or other intellectual property. To counter
infringement or other violations, we may be required to file claims, which can be expensive and time- consuming. Any
such claims could provoke these parties to assert counterclaims against us, including claims alleging that it infringes
their patents or other intellectual property rights. In addition, in a patent infringement proceeding, a court or
administrative body may decide that one or more of the patents we assert is invalid or unenforceable, in whole or in part,
construe the patent’ s claims narrowly or refuse to prevent the other party from using the technology at issue on the
grounds that our patents do not cover the technology. Similarly, if we assert trademark infringement claims, a court or
administrative body may determine that the marks asserted are invalid or unenforceable or that the party against whom
we have asserted trademark infringement has superior rights to the marks in question. In such a case, we could
ultimately be forced to cease use of such marks. In any intellectual property litigation, even if we are successful, any
award of monetary damages or other remedy received may not be commercially valuable. Further, we may be required
to protect our patents through procedures created to attack the validity of a patent at the USPTO. An adverse
determination in any such submission or proceeding could reduce the scope or enforceability of, or invalidate, our patent
rights, which could adversely affect our competitive position. Because of a lower evidentiary standard in USPTO



proceedings compared to the evidentiary standard in U. S. federal courts 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 district court action. In
addition, if our product candidates are found to infringe the intellectual property rights of third parties, these third
parties may assert infringement claims against our future licensees and other parties with whom we had business
relationships and we may be required to indemnify those parties for any damages they suffer as a result of these claims,
which may require us to initiate or defend protracted and costly litigation on behalf of licensees and other parties
regardless of the merits of such claims. If any of these claims succeed, we may be forced to pay damages on behalf of
those parties or may be required to obtain licenses for the products they use. Furthermore, because of the substantial
amount of discovery required in connection with intellectual property litigation or other legal proceedings relating to our
intellectual property rights, there is a risk that some of our confidential information could be compromised by disclosure
during this type of litigation or other proceedings. We may be subject to claims that we have wrongfully hired an
employee from a competitor or that employees, consultants or independent contractors have wrongfully used or
disclosed confidential information of third parties. As is common in the biotechnology industry, in addition to our
employees, we engage and may engage in the services of consultants to assist in the development of our product
candidates. Many of these consultants, and many of our employees, were or may have been previously employed at, or
may have previously provided or may be currently providing consulting services to, other biotechnology or
pharmaceutical companies including our competitors or potential competitors. We could in the future be subject to
claims that we or our employees have inadvertently or otherwise used or disclosed alleged trade secrets or other
confidential information of former employers or competitors. Although we try to ensure that our employees and
consultants do not use the intellectual property, proprietary information, know- how or trade secrets of others in their
work for us, we may become subject to claims that we caused an employee to breach the terms of his or her non-
competition or non- solicitation agreement, or that we or these individuals have, inadvertently or otherwise, used or
disclosed the alleged trade secrets or other proprietary information of a former employer or competitor. While we may
litigate to defend ourselves against these claims, even if we are successful, litigation could result in substantial costs and
could be a distraction to management. If our defenses to these claims fail, in addition to requiring us to pay monetary
damages, a court could prohibit us from using technologies or features that are essential to our product candidates, if
such technologies or features are found to incorporate or be derived from the trade secrets or other proprietary
information of the former employers. Moreover, any such litigation or the threat thereof may adversely affect our
reputation, our ability to form strategic alliances or sublicense our rights to collaborators, engage with scientific advisors
or hire employees or consultants, each of which would have an adverse effect on our business, results of operations,
financial condition and prospects. Even if we are successful in defending against such claims, litigation could result in
substantial costs and be a distraction to management. Changes to patent laws in the United States and other jurisdictions
could diminish the value of patents in general, thereby impairing our ability to protect our products. Changes in either
the patent laws or interpretation of patent laws in the United States, including patent reform legislation such as the
Leahy- Smith America Invents Act (the “ Leahy- Smith Act ”) could increase the uncertainties and costs surrounding the
prosecution of our owned and any future in- licensed patent applications and the maintenance, enforcement or defense
of our owned and any future in- licensed issued patents. The Leahy- Smith Act includes a number of significant changes
to U. S. patent law. These changes include provisions that affect the way patent applications are prosecuted, redefine
prior art, provide more efficient and cost- effective avenues for competitors to challenge the validity of patents, and
enable third- party submission of prior art to the USPTO during patent prosecution and additional procedures to attack
the validity of a patent at USPTO- administered post- grant proceedings, including post- grant review, inter partes
review, and derivation proceedings. Assuming that other requirements for patentability are met, prior to March 16,
2013, in the United States, the first to invent the claimed invention was entitled to the patent, while outside the United
States, the first to file a patent application was entitled to the patent. After March 16, 2013, under the Leahy- Smith Act,
the United States transitioned to a first- to- file system in which, assuming that the other statutory requirements for
patentability are met, the first inventor to file a patent application will be entitled to the patent on an invention
regardless of whether a third party was the first to invent the claimed invention. As such, 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,
financial condition, results of operations, cash flows, and prospects. In addition, the patent positions of companies in the
development and commercialization of biologics and pharmaceuticals are particularly uncertain. U. S. Supreme Court
and U. S. Court of Appeals for the Federal Circuit rulings have narrowed the scope of patent protection available in
certain circumstances and weakened the rights of patent owners in certain situations, including in the antibody arts. For
example, the United States Supreme Court in Amgen, Inc. v. Sanofi (Amgen) recently held that Amgen’ s patent claims
to a class of antibodies functionally defined by their ability to bind a antigen were invalid for lack of
enablement where the patent specification provided twenty- six exemplary antibodies, but the claimed class of antibodies
covered a “ vast number ” of additional antibodies not disclosed in the specification. The Court stated that if patent
claims are directed to an entire class of compositions of matter, then the patent specification must enable a person skilled
in the art to make and use the entire class of compositions. This decision makes it unlikely that we will be granted U. S.
patents with composition of matter claims directed to antibodies functionally defined by their ability to bind a particular
antigen. Even if we are granted claims directed to functionally defined antibodies, it is possible that a third party may
challenge our patents, when issued, relying on the reasoning in Amgen or other recent precedential court decisions.



Additionally, there have been proposals for additional changes to the patent laws of the United States and other countries
that, if adopted, could impact our ability to enforce our proprietary technology. This combination of events has created
uncertainty with respect to the validity and enforceability of patents once obtained. Depending on future actions by the
U. S. Congress, the federal courts, the USPTO, and the relevant law- making bodies in other countries, the laws and
regulations governing patents could change in unpredictable ways that could have a material adverse effect on our
patent rights and weaken our ability to protect, defend and enforce our patent rights in the future. Geopolitical actions
in the United States and in countries could increase the uncertainties and costs surrounding the prosecution or
maintenance of patent applications and the maintenance, enforcement or defense of issued patents. For example, the
United States and foreign government actions related to Russia’ s invasion of Ukraine may limit or prevent filing,
prosecution and maintenance of patent applications in Russia. Government actions may also prevent maintenance of
issued patents in Russia. These actions could result in abandonment or lapse of patents or patent applications, resulting
in partial or complete loss of patent rights in Russia. If such an event were to occur, it could have a material adverse
effect on our business. In addition, a decree was adopted by the Russian government in March 2022, allowing Russian
companies and individuals to exploit inventions owned by patentees that have citizenship or nationality in, are registered
in, or have predominately primary place of business or profit- making activities in the United States and other countries
that Russia has deemed unfriendly without consent or compensation. Consequently, we would not be able to prevent
third parties from practicing our inventions in Russia or from selling or importing products made using our inventions
in and into Russia. Accordingly, our competitive position may be impaired, and our business, financial condition, results
of operations, cash flows, and prospects may be adversely affected. In addition, a European Unified Patent Court (the “
UPC ”) came into force June 1, 2023. The UPC is a common patent court to hear patent infringement and revocation
proceedings effective for member states of the European Union. This enables third parties to seek revocation of a
European patent in a single proceeding at the UPC rather than through multiple proceedings in each of the jurisdictions
in which the European patent is validated. Although we do not currently own any European patents or applications, if
we obtain such patents and applications in the future, any such revocation and loss of patent protection could have a
material adverse impact on our business and our ability to commercialize or license our technology and products.
Moreover, the controlling laws and regulations of the UPC will develop over time, and may adversely affect our ability to
enforce or defend the validity of any European patents we may obtain. We may decide to opt out from the UPC for any
future European patent applications that we may file and any patents we may obtain. If certain formalities and
requirements are not met, however, such European patents and patent applications could be challenged for non-
compliance and brought under the of the UPC. We cannot be certain that future European patents and
patent applications will avoid falling under the jurisdiction of the UPC, if we decide to opt out of the UPC. Obtaining
and maintaining patent protection depends on compliance with various procedural, document submissions, fee payment
and other requirements imposed by governmental patent agencies, and our patent protection could be reduced or
eliminated for non- compliance with these requirements. Periodic maintenance fees, renewal fees, annuities fees and
various other governmental fees on patents and / or patent applications are due to be paid to the USPTO and foreign
patent agencies in several stages over the lifetime of the patent and / or patent application. The USPTO and various
foreign governmental patent agencies also 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. Non- compliance 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. If we fail to maintain the
patents and patent applications covering our product candidates, our competitive position would be adversely affected.
We may not identify relevant third- party patents or may incorrectly interpret the relevance, scope or expiration of a
third- party patent, which might adversely affect our ability to develop and market our products. We cannot guarantee
that any of our patent searches or analyses, including the identification of relevant patents, the scope of patent claims or
the expiration of relevant patents, are complete or thorough, nor can we be certain that we have identified each and
every third- party patent and pending application in the United States and abroad that is relevant to or necessary for the
commercialization of our product candidates in any jurisdiction. The scope of a patent claim is determined by an
interpretation of the law, the written disclosure in a patent and the patent’ s prosecution history. Our interpretation of
the relevance or the scope of a patent or a pending application may be incorrect. For example, we may incorrectly
determine that our products are not covered by a third- party patent or may incorrectly predict whether a third party’ s
pending application will issue with claims of relevant scope. Our determination of the expiration date of any patent in the
United States or abroad that we consider relevant may be incorrect. Our failure to identify and correctly interpret
relevant patents may negatively impact our ability to develop and market our products. In addition, because some patent
applications in the United States may be maintained in secrecy until the patents are issued, patent applications in the
United States and many foreign jurisdictions are typically not published until 18 months after filing, and publications in
the scientific literature often lag behind actual discoveries, we cannot be certain that others have not filed patent
applications for technology covered by our pending applications or any future issued patents, or that we were the first to
invent the technology. Our competitors may have filed, and may in the future file, patent applications covering our
products or technology similar to ours. Any such patent application may have priority over our patent applications or
patents, which could require us to obtain rights to issued patents covering such technologies. We may become subject to



claims challenging the inventorship or ownership of our patents and other intellectual property. We may be subject to
claims that former employees, collaborators or other third parties have an interest in our patents or other intellectual
property as an inventor or co- inventor. The failure to name the proper inventors on a patent application can result in
the patents issuing thereon being unenforceable. Inventorship disputes may arise from conflicting views regarding the
contributions of different individuals named as inventors, the effects of foreign laws where foreign nationals are involved
in the development of the subject matter of the patent, conflicting obligations of third parties involved in developing our
product candidates or as a result of questions regarding co- ownership of potential joint inventions. Litigation may be
necessary to resolve these and other claims challenging inventorship and / or ownership. Alternatively, or additionally,
we may enter into agreements to clarify the scope of our rights in such intellectual property. 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. Our current or future licensors may have relied on third- party
consultants or collaborators or on funds from third parties, such as the U. S. government or academic institutions, such
that our licensors are not the sole and exclusive owners of the patents we in- licensed. If other third parties have
ownership rights or other rights to our in- licensed patents, they may be able to license such patents to our competitors,
and our competitors could market competing products and technology. This could have a material adverse effect on our
competitive position, business, financial conditions, results of operations, cash flows, and prospects. Patent terms may be
inadequate to protect our competitive position on our product candidates for an adequate amount of time. Patents have a
limited lifespan. In the United States, if all maintenance fees are timely paid, the natural expiration of a patent is
generally 20 years from its earliest U. S. non- provisional filing date. Various extensions may be available, but the life of a
patent, and the protection it affords, is limited. Even if patents covering our product candidates are obtained, once the
patent life has expired, we may be open to competition from competitive products, including generics or biosimilars.
Given the amount of time required for the development, testing and regulatory review of new product candidates,
patents protecting such product candidates might expire before or shortly after such product candidates are
commercialized. As a result, our owned and future licensed patent portfolio may not provide us with sufficient rights to
exclude others from commercializing products similar or identical to ours. Our technology licensed from various third
parties may be subject to retained rights. Our future licensors may retain certain rights under the relevant agreements
with us, including the right to use the underlying technology for noncommercial academic and research use, to publish
general scientific findings from research related to the technology, and to make customary scientific and scholarly
disclosures of information relating to the technology. It is difficult to monitor whether our licensors limit their use of the
technology to these uses, and we could incur substantial expenses to enforce our rights to the licensed technology in the
event of misuse. In addition, the U. S. federal government retains certain rights in inventions produced with its financial
assistance under the Patent and Trademark Law Amendments Act (the “ Bayh- Dole Act ”). The federal government
retains a “ nonexclusive, nontransferable, irrevocable, paid- up license ” for its own benefit. The Bayh- Dole Act also
provides federal agencies with “ march- in rights. ” March- in rights allow the government, in specified circumstances, to
require the contractor or successors in title to the patent to grant a “ nonexclusive, partially exclusive, or exclusive
license ” to a “ responsible applicant or applicants. > If the patent owner refuses to do so, the government may grant the
license itself. We may in the future collaborate with academic institutions to accelerate our preclinical research or
development. While it is our policy to avoid engaging university partners in projects in which there is a risk that federal
funds may be commingled, we cannot be sure that any co- developed intellectual property will be free from government
rights pursuant to the Bayh- Dole Act. If, in the future, we co- own or license in- technology which is critical to our
business that is developed in whole or in part with federal funds subject to the Bayh- Dole Act, our ability to enforce or
otherwise exploit patents covering such technology may be adversely affected. Risks Related to Government Regulation
The regulatory approval processes of the FDA and other comparable foreign regulatory authorities are lengthy, time-
consuming and inherently unpredictable. If we are not able to obtain, or if there are delays in obtaining, required
regulatory approvals for our product candidates, we will not be able to commercialize, or will be delayed in
commercializing, such product candidates, and our ability to generate revenue will be materially impaired. The process
of obtaining regulatory approvals, both in the United States and abroad, is unpredictable, expensive and typically takes
many years following commencement of clinical trials, if approval is obtained at all, and can vary substantially based
upon a variety of factors, including the type, complexity and novelty of the product candidates involved. We cannot
commercialize product candidates in the United States without first obtaining regulatory approval from the FDA.
Similarly, we cannot commercialize product candidates outside of the United States without obtaining regulatory
approval from comparable foreign regulatory authorities. Before obtaining regulatory approvals for the commercial sale
of our product candidates, including our most advanced product candidate, DNTH103 establish-and
demonstrate through lengthy, eompty-complex and expensive preclinical and clinical trials that such product candidates
are both safe and effective for each targeted indication. Securing regulatory approval also requires the submission of
information about the drug manufacturing process to, and inspection of manufacturing facilities by, the relevant
regulatory authority. Further, a product candidate 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. The FDA and comparable foreign regulatory authorities have substantial discretion in the approval
process and may refuse to accept any application or may decide that our data is insufficient for approval and require
additional preclinical, clinical or other data. A product candidate could be delayed in receiving, or fail to receive,



regulatory approval for many reasons, including: the FDA or comparable foreign regulatory authorities may disagree
with numerots-the design or implementation of our clinical trials; we may be unable to demonstrate to the satisfaction of
the FDA or comparable foreign regulatory authorities that a product candidate is safe and varying-effective for its
proposed indication; the results of clinical trials may not meet the level of statistical significance required by the FDA or
comparable foreign regulatory authorities for approval; serious and unexpected drug- related side effects may be
experienced by participants in our clinical trials or by individuals using drugs similar to a product candidate; we may be
unable to demonstrate that a product candidate’ s clinical and other benefits outweigh its safety risks; the FDA or
comparable foreign regulatory authorities may disagree with our interpretation of data from preclinical studies or
clinical trials; the data collected from clinical trials of a product candidate may not be acceptable or sufficient to support
the submission of a BLA or other submission or to obtain regulatory approval in the United States or elsewhere, and we
may be required to conduct additional clinical trials; the FDA or the applicable foreign regulatory authority may
disagree regarding the formulation, labeling and / or the specifications of a product candidate; the FDA or comparable
foreign regulatory authorities may fail to approve the manufacturing processes or facilities of third- party
manufacturers with which we contract for clinical and commercial supplies; and the approval policies or regulations of
the FDA or comparable foreign regulatory authorities may significantly change in a manner rendering our clinical data
insufficient for approval. Of the large number of drugs in development, only a small percentage successfully complete the
FDA or foreign regulatory approval processes and are commercialized. The lengthy approval process as well as the
unpredictability of future clinical trial results may result in us failing to obtain regulatory approval to market DNTH103
or other product candidates, which would significantly harm our business, results of operations and prospects. If we
were to obtain approval, regulatory authorities may approve any such product candidate for fewer or more limited
indications than we request, including failing to approve the most commercially promising indications, may grant
approval contingent on the performance of costly post- marketing clinical trials, or may approve a product candidate
with a label that does not include the labeling claims necessary or desirable for the successful commercialization of that
product candidate. If we are not able to obtain, or if there are delays in obtaining, required regulatory approvals for a
product candidate, we will not be able to commerecialize, or will be delayed in commercializing, such product candidate
and our ability to generate revenue will be materially impaired. Disruptions at the FDA and other government agencies
could negatively affect the review of our regulatory submissions, which could negatively impact our business. The ability
of the FDA to review and approve regulatory submissions can be affected by a variety of factors, including disruptions
caused by government shutdowns and public health crises. Such disruptions could significantly impact the ability of the
FDA or other regulatory authorities to timely review and process our regulatory submissions, which could have a
material adverse effect on our business. We may not be able to meet requirements for the chemistry, manufacturing and
control of our product candidates. In order to receive approval of our products by the FDA and comparable foreign
regulatory authorities, we must show that we and our contract manufacturing partners are able to characterize, control
and manufacture our drug products safely and in accordance w1th 1ufuldlul\ requirements . This includes synthesizing the
active ingredient, developing on-a d ng-safety-and-- an effieacy-acceptable
formulation, performing tests to adequately characterlze the formulated product documenting a repeatable
manufacturing process, meeting facility, process and testing validation requirements, and demonstrating that our drug
products meet stability requirements . Meeting these CMC requirements is a complex task that requires specialized
expertise. If we are not able to meet the CMC requirements, we may not be successful in getting our products approved.
We intend to deliver our product candidates via a drug delivery device that will have its own regulatory, development,
supply and other risks. We intend to deliver our product candidates via a drug delivery device, such as an injector or
other delivery system. There may be unforeseen technical complications related to the development activities required to
bring such a product to market, including primary container compatibility and / or dose volume requirements. Our
product candidates may not be approved or may be substantially delayed in receiving Approvat-approval by-the FBA-in
the-U—S--if obtained;does-the devices do not enstre-gain and / or maintain their own regulatory approvals or clearances.
Where approval of by-regutatory-anthorittestrother—- the eountries-orjurisdietions-drug product and device is sought under
a single application, the increased complexity of the review process may delay approval . In addition, some drug delivery
devices are provided by single- source unaffiliated third- party companies. We may be dependent on the sustained
cooperation and effort of those third- party companies both to supply the devices and, in some cases, to conduct the
studies required for approval or other regulatory clearance of the devices. Even if approval is obtained, we may also be
dependent on those third- party companies continuing to maintain such approvals or clearances once they have been
received. Failure of third- party companies to supply the devices, to successfully complete studies on the devices in a
timely manner, or to obtain or maintain required approvals or clearances of the devices could result in increased
development costs, delays in or failure to obtain regulatory approval and delays in product candidates reaching the
market or in gaining approval or clearance for expanded labels for new indications. We have and may in the future
conduct clinical trials for our product candidates at sites outside the United States, and the FDA may not accept data
from trials conducted in such locations. We conducted our Phase 1 clinical trial for DNTH103 in New Zealand, and we
may in the future choose to conduct more of our clinical trials outside the United States. We currently intend to conduct
our Phase 2 clinical trials for DNTH103 in the United States and outside the United States. Although the FDA may
accept data from clinical trials conducted outside the United States, in-one-eountry-maynotbe-aceepted- acceptance of this
data is subject to conditions imposed by regilatory-authoritiesinother-- the eountrtes-FDA. For example , the clinical trial
must be well designed and regulatery-approvat-conducted and performed by qualified investigators in accordance with
ethical principles. The trial population must also adequately represent the U. S. population, and the data must be




applicable to the U. S. population and U. S. medical practice in ways that the FDA deems clinically meaningful. In
addition, while these clinical trials are subject to the applicable local laws, FDA acceptance of the data will depend one—
on country-its determination that the trials also complied with all applicable U. S. laws and regulations. If the FDA does
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0 d S atry-and would delay or permanently halt our development of
the apphcable product candldates Even 1f the FDA accepted such data, it could delay-require us to modify er-our prevent
planned clinical trials to receive clearance to initiate such trials in the intreduetion-of- United States out—- or produetsin
these-eountries-to continue such trials once initiated . The-Other risks inherent in conducting international clinical trials
include: foreign regulatory appreval-proeess-invelves-attrequirements, differences in healthcare services, and differences in
cultural customs that could restrict or limit our ability to conduct our clinical trials; administrative burdens of the
conducting clinical trials under multiple sets of foreign regulations; foreign exchange fluctuations; diminished protection
of intellectual property in some countries; and political and economic risks asseetated-with FDA-approvalrelevant to
foreign countries . Our We-donothave-any-product candidates for which we intend to seek approval as biologics may face
competition sooner than anticipated. The ACA, includes a subtitle called the BPCIA which created an abbreviated
approval pathway for biological products that are biosimilar to or interchangeable with an FDA- licensed reference
biological product. Under the BPCIA, an application for a highly similar or “ biosimilar ” product may not be submitted
to the FDA until four years following the date that the reference product was first approved by the FDA. In addition, the
approval of a biosimilar product may not be made effective by the FDA until 12 years from the date on which the
reference product was first approved. During this 12- year period of exclusivity, another company may still market a
competing version of the reference product if the FDA approves a full BLA for sale-in-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. Our investigational biological products, if approved, could be considered reference
products entitled to the 12- year period of exclusivity. However, there is a risk that this exclusivity could be shortened
due to congressional action or otherwise, or that the FDA will not consider a product candidate to be reference products
for competing products, potentially creating the opportunity for competition sooner than anticipated. Other aspects of
the BPCIA, some of which may impact the BPCIA exclusivity provisions, have also been the subject of recent litigation.
Moreover, the extent to which a biosimilar, once approved, will be substituted for any jurisdtetioninetudinginternationat
markets;and-we-do-reference products in a way that is similar to traditional generic substitution for non- biological
products is not have-experienee-trobtainingyet clear, and will depend on a number of marketplace and regulatory factors
that are still developing. Even if we receive regulatory approval of DNTH103 or other product candidates, we will be
subject to extensive ongoing regulatory obligations and continued regulatory review, which may result in internationat
markets—Ifsignificant additional expense and we may be subject to penalties if we fail to comply with regulatory
requirements i-international-markets-or experience unanticipated problems with er-our product candidates. Any te-ebtain

and—mamt&rn—reqtnred—qaprev&ls—er—rﬂwulalm y appm\ als -rn—rntemat—teﬂal—ma-rkets—are—elelayed—that we may receive for
geta Wit e other-ful-l—market—peteﬁ&al-e-ﬁeﬂﬁpfeéuets—wﬂ-l—be
- atH-me Rg-approva-n &1 diettons d-preventany-product candidates we-may-develop
-frem—bei&g—ma—rketed—m—wﬂl requlre the submlssmn of reports to regulatory authorltles and survelllance to monitor the
safety and efficacy of such jurisd - gen 5
market-and-seH-any-product can(hdalcx we—may—develep—m—the—E&repe&ﬂ—Ehﬂerr&nd-manyh mayetheﬁferetgﬂjﬂrtsd-te&eﬂs—we
eretrﬁhrrd-—partskeeﬂabeﬁﬁers—must—ebt&mcontam s1gmﬁcant hmltatlons related sep&r&te—market—mg—&marevals—&nd—eeﬁmly

aleﬂg—w-rth—the—mantrfaeturmg—proeesses—msl— approval el-rn-tea-l—d&ta—study or rlsk management requlrements For example,
the FDA may require a REMS in order to approve a product candidate, which could entail requirements for a
medication guide, physician training and communication plans or additional elements to ensure safe use, such as
restricted distribution methods, patient registries and other risk minimization tools. In addition, if the FDA or
comparable foreign regulatory authorities approve a product candidate, the products and the activities associated with
their development and commercialization, including their design, testing, manufacture, safety, efficacy, recordkeeping .
labeling, storage, approval, advertising, and-promotional--- promotion aetivities-forsueh-medieine-, sale, distribution, import



and export will be subject to comprehensive regulation eontinualrequirements-efandreview-by the FDA and other

regulatory agencies in the United States and by comparable foreign regulatory authorities. These requirements include
submissions of safety and other post- marketing information and reports, registration , as well as ongoing compliance with
current cGMPs and }isting-GCPs for any clinical trials that we conduct following approval. In addition, manufacturers of
drug products and their facilities are subject to continual review and periodic, unannounced inspections by the FDA and
other regulatory authorities for compliance with cGMPs. If we or a regulatory authority discover previously unknown
problems with a product, such as adverse events of unanticipated severity or frequency, or problems with the facilities
where the product is manufactured, a regulatory authority may impose restrictions on that product, the manufacturing
facility or us, including requiring recall or withdrawal of the product from the market or suspension of manufacturing,
restrictions on our ability to conduct clinical trials, including full or partial clinical holds on ongoing or planned trials,
restrictions on the manufacturing process, warning or untitled letters, civil and criminal penalties, injunctions, product
selzures, detentlons or 1mport bans, voluntary or mandatory publlclty 1Lqu11umms and 1mpos1tlon of restrictions on .

appfeval—fer— or eﬂe-penalty descrlbed above may mhlblt or-our more-ability to commercialize DNTH103 or other product
candidates we-develop;-we;-and generate revenue sueh-eottaberators;and could require us our-and-theireontraet
manufaeturers-witleontinte-to expend significant time ;-money;-and effert-resources in all-areas-ofresponse and could
generate negative publicity. We may face difficulties from healthcare legislative reform measures. Existing regulatory
eompliatee-policies may change . ineluding-manufaeturing-and additional government regulations may be enacted that
could prevent , produetion;limit or delay regulatory approval of DNTH103 or other product sarveiHanee-candidates. We
cannot predict the likelihood , and-quality-eontrel-nature or extent of government regulation that may arise from future
legislation or administrative action, either in the United States or abroad . If we and-sueh-eoHaborators-are slow or unable
to adapt to changes in existing requirements or the adoption of new requlrements or policies, or if we arc not able to
eomply-with-pest—maintain regulatory compllance, we may lose any marketmg applo\ al that fegu-l-atew—requﬁemeﬂts—\\ e
may and—sueh—ee-l-}abef&tefs-eet&d- have obtalned he prova v 3
and we may not out;or-suche Hi teh v
eur-abiity-to-achieve or sustain pro 1tab11m See Puft-heiht he eest—e-ﬁeemph&nee—wﬁ-}rpest—sectlon t1tled “ Busmess —
Government Regulation — Healthcare Reform ” located elsewhere in this Annual Report on Form 10 - K for apprevat
regulations-may-have-a negative-effeetorrmore detailed description of healthcare reforms measures that may prevent us
from being able to generate revenue, attain profitability, etr— or commercialize busitiess;-operatingresults; finanetat
eonditiomrand-prospeets—Evenif-eur-product candidates are-approved-by-governmentregutators-. Our business operations and
current and future arrangements w1th 1nvest1gators healthcare professwnals the-eommeretal-sueeess-of any-of ourproduet
g p ans-, patients-consultants , third- party payors , patient

orgamzatlons and et-hers—m—the—med-tea-l—eemmun—rty—customers w1ll be subject to applicable healthcare regulatory laws,
which could expose us to penalties . Even-Our busmess operations and current and future arrangements \v ith

edue&te—t-he—med-tea-l—eemmtuﬂt-y—&nd—t md pam payors efr, patlent orgamzatlons and customers may expose us to broadly-
applicable fraud and abuse and the-other benefits-ofhealthcare laws and regulations. These laws may constrain the

business or financial arrangements and relationships through which we conduct our operations, including how we
research, market, sell and distribute our product candidates abuse or other eemply-with-appleable-healtheare-laws and
regulations withinvelvesubstantial-eosts-governing the processing of data by healthcare entities .If our operations are found
to be in violation of any of these laws or any other governmental faws-and-regulations that may apply to us,we may be subject to
significant penalties;ineluding-—civil,criminal and administrative penalties,damages,fines, imprisonment, exclusion of drugs

from gov ernment —funded heallhuue ploumms -rn-tegrrt—y—e’v‘ersrg-h-t—such as Medlcare and Medicaid fepeﬁ-rﬂg—ebhga-t—teﬂs—te
harmdiminished-profits-and the LLllldllanl or lL\llLlLlLlllll” of our opuallons If-Fuﬁ-l‘ler—defeﬂd-rﬂg—&ga-xﬂs-t—am of the

physicians or other healthcare providers or entities with whom we expect to do busmess is found to not be in may lL(]LlllL
significant personnel resources . Therefore , even if we are ine &y
be-successful in defending against any such actions that may be brought aga1nst us, our busmess may be 1mpa1red Fhe
degree-of-market-aceeptanee-of Even if we are able to commercialize DNTH103 et or other product candidates, #-due to
unfavorable pricing regulations and / or third- party coverage and reimbursement policies, we may not be able to offer
such products at competitive prices which would seriously harm our business. We intend to seek approved-approval to




market DNTH103 and other product candidates in both the Unlted States and in selected forelgn ]urlsdlctlons. If we
obtain approval in one or more foreign jurisdictions for eo
effieaey;-durabiity-and-safety-ofsuch product LdndlddlLS as—&eﬁ&eﬂsffa{ed- we w1ll be sub]ect t ules and regulatlons in
ehmea-l—trﬂa}s—‘—t-he—those Jurlsdlctlons. Our po dp d ges : :

s-ueeessfu-l—successfully —W




lLllllbLll\Lll]Llll [01 lhuse ﬂ‘red-tetﬂes—products and ulalui treatments will be available llom government health administration
authorities, private health insurers sand other organizations. Government authorities and other third- pam payors, such as
pll\dlL hLdllh insurers and heallh mdmlumnu organizations, deude which delLdllOll\ th\ will pd\ for and eslabllsl

dLllhOllllLS and other lhnd pam payors have dllempled to control costs by llmmnU coverage and the amount of reimbursement
for particular medications. These entities may create preferential access policies for a competitor’ s product, including a
branded or generic / biosimilar product, over our products in an attempt to reduce their costs, which may reduce our
commercial opportunity. Additionally, if any of our product candidates are approved and we are found to have
improperly promoted off- label uses of those programs, we may become subject to significant liability, which would
materially adversely affect our business and financial condition. See the sections titled “ Business — Government
Regulation — Coverage and Reimbursement ” and “ — Regulation in the European Union drug-marketing-and
retmbursement” located elsewhere in this Annual Report on Form 10- K for a more detailed description of the
government regulations and thlrd- party payor practlces that may mateﬁa-l-lry—al tect our dbllll\ to commercialize market-and
0 od : - W S dev men our product candidates 5

we—weu-}d-rn-teﬁd- We aresub]ect to seelkapproval-to-ma P eandtdatesinboththe-U. S. and certain inseleeted
foreign jurisdietions-export and import controls, sanctlons, embargoes, anti- corruption laws, and anti- money laundering
laws and regulations . #-We can face criminal liability and other serious consequences for violations, which can harm
our business. We are subject to export control and import laws and regulations, including the U. S. Export
Administration Regulations, U. S. Customs regulations, various economic and trade sanctions regulations administered
by the U. S. Treasury Department’ s Office of Foreign Assets Controls, the U. S. Foreign Corrupt Practices Act of 1977,
as amended, the U. S. domestic bribery statute contained in 18 U. S. C. § 201, the U. S. Travel Act, the USA PATRIOT
Act, and other state and national anti- bribery and anti- money laundering laws in the countries in which we conduct
activities. Anti- corruption laws are interpreted broadly and prohibit companies and their employees, agents,
contractors, and other collaborators from authorizing, promising, offering, or providing, directly or indirectly, improper
payments or anything else of value to or from recipients in the public or private sector. We may engage third parties to
sell products outside the United States, to conduct clinical trials, and / or to obtain necessary permits, licenses, patent
registrations, and other regulatory approvat-approvals inene-. We have direct or mere-foreignjurisdietions-indirect
interactions with officials and employees of government agencies or government- affiliated hospitals, universities, and
other organizations. We can be held liable for the corrupt eur—- or produeteandidates-other illegal activities of our
employees , agents, contractors, and other collaborators, even if we will-be-subjeetto-rttes-do not explicitly authorize or
have actual knowledge of such activities. Any violations of the laws and regulations described above may result in
substantial civil and criminal fines and penalties, imprisonment, these—- the jurisedietions-loss of export or import
privileges, debarment, tax reassessments, breach of contract and fraud litigation, reputational harm, and other
consequences. Governments outside the United States tend to impose strict price controls, which may adversely affect
our revenue, if any . In some fereign-countries, particularly these-t-member states oflhe Eur opum Union, the pricing of
bielogies-prescription drugs is subject to governmental control and-ether-mse ; h press A-th
prietngand-usage-of our-produeteandidates-. [n these countries, pricing nwollallons W 11h 20V unmullal dulh()lllles can ldl(L
considerable time after obtainingreceipt of marketing approval effor a therapeutic produeteandidate- [n addition, market
aeeeptaniee-there can be considerable pressure by governments and sates-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 reimbursement has been obtained.
Reference pricing used by various EU member states and parallel distribution, et or arbitrage between low- priced
and high- priced member states, can further reduce prices. To obtain coverage and reimbursement or pricing approvals
in some countries, we or current or future collaborators may be required to conduct a clinical trial or other studies that
compare the cost- effectiveness of a product to eandidates-witl-depend-signifieantly-omn-the-other avatlability— available of
adequate—eever&ge—&nd—theraples in order to obtaln or malntaln reimbursement -frem—th-rrd-—p&rty—pa—yefs—fer— or prlclng




Publication of discounts by third- party payors or authorities may lead to further pressure on the prices or reimbursement levels
within the country of publication and other countries. If reimbursement of any product approved for marketing is
unavailable or limited in scope or amount, or if pricing is set at unsallslauow lc\ els » or-our rﬂretmbursemeﬁt—busmess,
financial condition, results of operations, cash flows, ot or produets ble
could be materially and adversely affected. Brexit could lead to legal uncertamty and potentlally dlvergent national laws
and regulations . including those related to the pricing of prescription pharmaceuticals, as the UK determines which EU
laws to replicate our—- or revenues-from-satesreplace. If the UK were to significantly alter its regulations affecting the
pricing of prescription pharmaceuticals, we could face significant new costs. If we decide to pursue a Fast Track
De51gnat10n or Orphan Drug De51gnat10n by us—eiethe FDA, it may not lead to a faster development our— or regulatory
stra d 0 or approval process. We may seek Fast Track

De51gnat10n or Orphan Drug De51gnat10n for one or more pmduct candidates rthese-eountries-wotld-benegatively

be-unable-to-obtairra drug is intended pri

faee-eompetitioninrthe-U-—S—for the treatment of a serious ot or deve}epmeﬁt—e&ﬂd-tda-tes—hfe- threatenmg condltlon and
vestigational-medieines-the drug demonstrates the potential to address unmet medical needs for this condition , the
product sponsor may apply for Fast Track Des1gnat10n The F DA has broad dlscretlon whether or not to grant such

d B i i stel-product candl(lalc is preseribed
ellglble G'PfOl’ used—We—e*peet—such de51gnatlons, we cannot guarantee that the hea-l-t-heare—referrn—me&sures—F DA would
decide to grant it. Even if we do receive Fast Track Designation or Orphan Drug Designation, we may not experience a
faster development process, review or approval compared to conventlonal FDA procedures The FDA may w1thdraw




A i datat i arted-form— from trnder—t-he—U—a chmcal development program . {é
Geﬂefa-l—Bata—Pfeteeﬁeﬂ—See the section t1tled « Busmess — Government RU‘LlldllOI] — Expedlted Development —eﬁU—Ié

GBPR—Hewever—gemg—feﬁﬁ&fd—t-here-rs—&n—and Rev1ew Programs tie

this Anmml Repml on F orm 10- K —I-ﬂ—for a more detalled descrlptlon of the H—process for seekmg Fast Track Designation
or Orphan Drug Designation . S—General Risk Factors Our estimates of market opportunity and forecasts of market
growth may prove to be inaccurate , and even if the dataproteetionlandseape-markets in which we compete achieve the
forecasted growth, our business may not grow at similar rates, or at all. Our market opportunity estimates and growth
forecasts are subject to significant uncertainty and are based on assumptions and estimates which may not prove to be
accurate. Our estimates and forecasts relating to size and expected growth of our target market may prove to be
inaccurate. Even if the markets in which we compete meet our size estimates and growth forecasts, our business may not
grow at similar rates, or at all. Our growth is rapidly-growingand-evolving-subject to many factors , including our success
in implementing our business strategy, which is subject to many risks and achieving-uncertainties. Our revenue will be
dependent, in part, upon the size of the markets in the territories for which we gain regulatory approval, the accepted
price for the product, the ability to obtain coverage and maintaining-eomphanee-with-reimbursement and whether we own
the commercial rights for that territory. If the number of our addressable patients is not as significant as we estimate, the
indication approved by regulatory authorities is narrower than we expect or the treatment population is narrowed by
competition, physician choice or treatment guidelines, we may not generate significant revenue from sales of such
products, even if approved. We may become exposed to costly and damaging liability claims, either when testing a
product candidate in the clinical or at the commercial stage, and our product liability insurance may not cover all
damages from such claims. We are exposed to potential product liability and professional indemnity risks that are
inherent in the research, development, manufacturing, marketing, and use of pharmaceutical products. While we
currently have no products that have been approved for commercial sale, the current and future H—S—state-use of a
product candidate in clinical trials, and federal-privaeytaws-will-be-similatly-onerous-and-the sale of any approved products
in the future, may expose us to liability claims. These claims may be made by patients that use the product, healthcare
providers, pharmaceutical companies, or others selling such product. Any clalms against us, regardless of their merit,

could be difficult and costly to defend and could materially and adversely affect eur-business—Forexample,if-we-fattto
eempl—y—wﬁh—l he market Gah—feﬂﬂa—eeﬁswﬁeﬁfeteeﬁefh%et—effor our products or any prospects for commerclahzatlon

powb e that eeﬁ&m—ef—our llablhtles could exceed our insurance coverage or that in t-hese—= the pfepesa-}s-future we may
not be able to maintain insurance coverage at a reasonable cost or obtain insurance coverage that will pass—Altheugh-be
adequate to satisfy many— any liability that may arise. If a successful product liability claim or series of claims is brought
against us for uninsured liabilities or in excess of insured liabilities, our assets may not be sufficient to cover such claims

and our business operations could be impaired. Litigation costs and the existing-state-privaeylaws-exempt-elinteal-outcome

of litigation could have a trial-material adverse effect on our business. From time to time, we may be subject to litigation



claims through the ordinary course of our business operations regarding, but not limited to, securities litigation,
employment matters, security of patient and employee personal information , contractual relations with collaborators and
hea-l-t-h—m—fermat-teﬂ—gevemed—hcensors and 1ntellectual property rlghts thlgatlon to defend ourselves agamst clalms by

-i-nereased—eemp-l-ianee—costx dl]d %—dlversmn of er-our eh&nges—m—resources, causmg a material adverse effect on our business
i tet , HIPAA-financial condition , results of operations, cash flows, and prospects. Our

business could be adversely affected by economic downturns, inflation, increases in interest rates, natural disasters,

public health crises such as amended-by-the COVID- 19 pandemic, political crises, geopolitical events, such as the conflict

between Russia and Ukraine, or the-other macroeconomic conditions Health-InformationTeehnology-and-Clinteat- Health
Aet— whlch could have a materlal and adverse effect on ot-our results HITECHand-its-implementing regulations; imposes
orrof ndividualtytdentifiable-health-information-operations,

cash flows, and financial condltlon The global economy, 1nclud1ng credit and financial markets, has experienced
extreme volatility and disruptions, including, Ameng-among other things, HHFECH-diminished liquidity and credit
availability, declines in consumer confidence, declines in economic growth, supply chain shortages, increases in inflation
rates, higher interest rates, and uncertainty about economic stability. For example, the COVID- 19 pandemic resulted in
widespread unemployment, economic slowdown and extreme volatility in the capital markets. The Federal Reserve has
raised interest rates multiple times in response to concerns about inflation and it may raise them again. Higher interest
rates, coupled with reduced government spending and volatility in financial markets, may increase economic uncertainty
and affect consumer spending. Similarly, rising tensions between China and Taiwan, the ongoing conflict in Israel and
surrounding areas, the attacks on marine vessels traversing the Red Sea and the ongoing military conflict between
Russia and Ukraine have created volatility in the global capital markets and may have further global economic
consequences, including disruptions of the global supply chain. Any such volatility and disruptions may adversely affect
our business or the third parties on whom we rely. If the equity and credit markets deteriorate, including as a result of
political unrest or war, it may makes— make HiPAA-any necessary debt or equity financing more costly, more dilutive,
or more difficult to obtain in a timely manner or on favorable terms, if at all. Increased inflation rates can adversely
affect us by increasing our costs, including labor and employee benefit costs. We may in the future experience
disruptions as a result of such macroeconomic conditions, including delays or difficulties in initiating or expanding
clinical trials and manufacturing sufficient quantities of materials. Any one or a combination of these events could have
a material and adverse effect on our results of operations and financial condition. The market price of our common
stock is expected to be volatile, and the market price of our common stock may drop. The market price of our common
stock has been and is likely to continue to be subject to significant fluctuations. Some of the factors that may cause the
market price of our common stock to fluctuate include: * results of clinical trials and preclinical studies of our product
candidates, or those our competitors or our existing or future collaborators; * failure to meet or exceed financial and
development projections we may provide to the public; ¢ failure to meet or exceed financial and development projections
of the investment community; ¢ if we do not achieve the perceived benefits of the Reverse Merger as rapidly or to the
extent anticipated by financial or industry analysts; « announcements of significant acquisitions, strategic collaborations,
joint ventures or capital commitments by us or our competitors; ¢ actions taken by regulatory agencies with respect to
our product candidates, clinical studies, manufacturing process or sales and marketing terms; * disputes or other
developments relating to proprietary rights, including patents, litigation matters, and our ability to obtain patent
protection for our technologies; * additions or departures of key personnel; ¢ significant lawsuits, including patent or
stockholder litigation; e if securities or industry analysts do not publish research or reports about our business, or if they
issue adverse or misleading opinions regarding our business and stock; * changes in the market valuations of similar
companies; * general market or macroeconomic conditions or market conditions in the pharmaceutical and
biotechnology sectors; * sales of securities by us or our securityholders in the future; ° if we fail to raise an adequate
amount of capital to fund our operations or continued development of our product candidates; * trading volume of our
common stock;  announcements by competitors of new commercial products, clinical progress or lack thereof,
significant contracts, commercial relationships or capital commitments; * adverse publicity relating to precision medicine
product candidates, including with respect to other products in such markets; ¢ the introduction of technological
innovations or new therapies that compete with our products and services; and ¢ period- to- period fluctuations in our
financial results. Moreover, the stock markets in general have experienced substantial volatility that has often been
unrelated to the operating performance of individual companies. These broad market fluctuations may also adversely
affect the trading price of our common stock. In addition, a recession, depression or other sustained adverse market
event could materially and adversely affect our busmess and the value of our common stock. In the past, following
perlods of volatlllty 1n the market prlce of a company prrvaey—&nd—seeﬁﬂty—securltles standards-direetly-apphieableto=

g v entities-stockholders have often instituted class
action securities htlgatlon against such compames F urthermore, market volatility may lead to increased shareholder
activism if we experience a market valuation that activists believe is not reflective of ereate;reeetve, maintain;-transmit-or

our obtainrprotected-health-informationinreonneetion-intrinsic value. Activist campaigns that contest or conflict with
providing-a-serviee-our strategic direction or seek changes in the composition of our Board of Directors could have an




adverse effect on behalf-efacovered-entity-our operating results, financial condition and cash flows . HFFECH-alse
inereased-We will incur significant legal, accounting and the-other eivil-and-eriminal-penalties-expenses as a public

company that may—be—r&qaesed—&g&mst—eevered—eﬁ&ﬁes—F ormer Dlanthus d1d not incur asa prlvate company 1nclud1ng
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O assoualcd with pubhc

company reportmg obhgatlons under ptrrswng—federa-l—ewrl—&eﬁens—l-n—add-r&en—&refe» the Securities may-be-additionat
federalstate-and Exchange Act non—U—S—aws-which-governtheprivacy-and-seeurity-of health-1934, as amended (the “

Exchange Act ”’). Our management team consists of the executive officers of Former Dianthus, some of whom have not
prev10usly managed and operated a pubhc company These executlve ofﬁcers and other pefseﬂa-l-personnel tn-feﬂﬁa&eﬁ—rn

S5 O O a a anda a O a a

reporting requirements . o ]
laws and regulations gov Cmmg ...... busmcss is lound 10 nol bc in wmplmncc W 1111 dp])llLdblL ld\\ S and regulatlons—t-hey—rﬂay

be—snbjeet—m ensure that we e

g eSS4 compl\ W 11h all of these requlrements Any changes we make to
comply w1th these obhgatlons may not be sufﬁclent to allow us to satisfy our obligations as a public company on a timely
basis, or at all. These reporting requirements, rules and regulations, coupled with the increase in potential litigation
exposure associated with being a public company, could also make it more difficult for us to attract and retain qualified
persons to serve on the Board of Directors or on board committees or to serve as executive officers, or to obtain certain
types of insurance, including directors’ and officers’ insurance, on acceptable terms. If we no longer qualify as a smaller
reporting company or otherwise no longer qualify for applicable exemptions, we will be subject to additional |aws and
regulations affecting public companies that will increase our costs and the demands on management and could harm our
operating results and cash flows. We are subject to the reporting requirements of the Exchange Act , which requires,
among other thmgs, that we ﬁle w1th the SEC annual quarterly and current reports w1th respect to our business and
g-t0-possth b horities-other disclosure and corporate
governance requlrements However ean—be—t—rme—we expect to quahfy as a“ smaller reporting company, ” as such term is
fre < d otraway-2 under the Exchange Act, in at

least the near term, whlch w1ll allow us to take advantage of many of the same exemptlons from d1sclosure requirements

v g P € ag-, including not being

ite requlredﬁs—te-elevelep—rmplement—&nd—mamt&m

- 9 ees-Act ;-and reduced disclosure obligations regarding
executlve compensatlon in er-our -FGPA—prehrbtts—any—U—perlodlc reports and proxy statements -S—rnd-lﬂd-ua-l—Once we are

cled-te&te—&éd-rt—rena-l—reseurees—lo wmpl\ W uh these—- the -laws—requlrements in a tlmely manner or at all and—t-hese—laws—m&y
preelude-tsfrom-developingmanufaeturingor-our seling-eertainproduets-financial condition or the market price of our

common stock may be harmed. If we fail to maintain proper and effective internal controls, our ability to produet
produce accurate financ1al statements on a tlmely bas1s e&nd1d&tes—etrtﬁde-e{l&re—U—S—wlﬂeh—could be 1mpa1red '11'1‘1‘11{-61:11‘




are subluu lo ﬁﬂmefeﬂs—eﬂv&eﬁmeﬁtal-the reportmg requlrements of the Exchange Act, hea-l-t-h—the Sarbanes- 0xley Act
and safetytaws-the rules and regulations v

treatmentand-dispesal-of
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F ormer Dlanthus has never been required to test its internal controls

w1th1n a speclﬁed peﬂed-te——— perlod fepefts— This will require that we incur substantial professional fees and proxy
statements-internal costs to expand our accounting and exemptions-from-finance functions and that we expend significant
management efforts We may experlence dlfﬁculty in meetlng the—these reportlng 1cqunemcms ofholdingnonbinding

%&st—day—e-ﬂthe—ﬁsea—l—ye&n&a tlmely manner Wi
teta} aﬂﬂt‘a* gwsS—feVeﬂﬁeﬁ%&He&Sﬁ—l— 2—35—b1-1-l-1@n—erF or addltlonal 1nformatlon related (e)—m—wme%mfe—&fe—deefned—lo be

advantage-of our comphance ey e
eempl—y—\\ll the—atrdﬁeﬁtttestﬂ-ﬁeﬂ—reqtnreﬁ&eﬂts—e%Seeﬁefﬂ%eﬂ he Sdlbdncs ()\lc\ Acl seea-nd—redtteed—d-tse}estrre

- the sectlon above t1tled “« RlSkS Relat

materlal weaknesses in our 1nternal control over financial reportlng whlch if not te—ept—ettt—corrected could affect the

rehablhty of our ﬁnanclal statements and have other adverse consequences ” of sueh-extended-transition-pertod;-whieh

deve}epmeﬁt—&nd-gfewﬂa—e-ﬁetﬂhbﬂﬁness—m dddlll()n —to lhe terms—e-ﬁany—future—debt—materlal

we may discover additional weaknesses in or-our ¢ g yiIg As-a-system of
internal financial and accounting controls and procedures that could result in a materlal mlsstatement of our financial
statements. Our internal control over financial reporting will not prevent or detect all errors and all fraud. A control
system , eapital-appreetationno matter how well designed and operated , can provide only reasonable, not absolute,
assurance that the control system’ s objectives will be met. Because of the inherent limitations in all control systems, no
evaluation of controls can provide absolute assurance that misstatements due to error or fraud will not occur or that all
control issues and instances of fraud will be detected. If we are not able to comply with the requirements of Section 404



of the Sarbanes- Oxley Act, or if any-we are unable to maintain proper and effective internal controls ., we may not be
able to produce timely and accurate financial statements. If that were to happen, the market price of our eemmon
Common stoeek-Stock wilt-could decline and we could be subject to sanctions thesele-souree-of gainfor—- or investigations

by Nasdaq, the SEC eur- or s’feekhe}defs—feﬁ-he—other regulatory authorltles fefeseeab}e-fuﬂ&e—eeﬁeeﬁ&&&eﬁ—e%ewnefshm

ffem—mﬂﬁertemg—s&gm-ﬁeaﬁt—eefpef&tedeemeﬁs— Our certlﬁcate e*eeﬂﬁve-efﬂeefs—d-rfeetefs-&nd—pfmem&l—sfeekhe%defs—

o-of 1ncorporat10n and bylaws eu%e&pﬁa-l—steek

; held ay—d v 6 P ments-and provisions under Delaware law could
make an acqulsltlon of us more dlfﬁcult and may prevent eihﬁﬂusff&te—attempt@ by our stockholders to ehange-replace or
remove our management er-hinder-efforts-to-aequire-a-eontrothnginterestimrus-. Provisions #rof our eerperate-charter
certificate of incorporation and euvr-by—aws-bylaws may discourage, delay or prevent a merger, acquisition or other change in
control of us that stockholders may consider favorable, including transactions in which our eemmeon stockholders might
otherwise receive a premium price for their shares. These provisions could also limit the price that investors might be willing to
pay in the future for shares of our eemmen-Common steek=Stock , thereby depressing the market price of our eemmet
Common steek-Stock . [n addition, because our beard-Board of direetors-Directors is-will be 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 beard-Board of
direeters-Directors . Among other things, these provisions: ¢ establish a classified board of directors such that all members of
the board are not elected at one time;  allow the authorized number of our directors to be changed only by resolution of our
board-Board of direeters-Directors ; * limit the manner in which stockholders can remove directors from the beard-Board of
Directors ; * establish advance notice requirements for nominations for election to the beard-Board of direetors-Directors or for
proposing matters that can be acted on at stockholder meetings; ¢ require that stockholder actions must be effected at a duly
called stockholder meeting and prohibit actions by our stockholders by written consent; ¢ limit who may call a special meeting
of stockholders; « authorize our beard-Board of direetors-Directors to issue preferred stock without stockholder approval, which
could be used to institute a “ poison pill ” that would work to dilute the stock ownership of a potential hostile acquirer,
effectively preventing acquisitions that have not been approved by our beard-Board of direetors-Directors ; and ¢ require the
approval of the holders of at least 66. 67 % of the votes that all our stockholders would be entitled to cast to amend or repeal
certain provisions of our charter or by—laws-bylaws . Moreover, because we are incorporated in Delaware, we are governed by
the provisions of Section 203 of the DGCL Delaware-General-Corporationraw-, which prohibits a-perser-whe-owns
stockholders owning in excess of 15 % ermere-of our outstanding voting stock from merging or combining with us . Although
we believe these provisions collectively will provide for a-period-an opportunity to receive higher bids by requiring
potential acquirors to negotiate with our Board of Directors, three-years-after-the-they date-efwould apply even if the offer
may be considered beneficial by some stockholders. In addition, these provisions may frustrate or prevent any attempts
by our stockholders to replace or remove the-then transaetioni-current management by making it more difficult for

stockholders to replace members of the Board of Directors, which fhe—pefseﬁ—aeqtﬂfed—lé%rer—mefe—ef-eu%eutﬁtﬂaﬁdmg
vefmg—steeleuﬁ}ess—ﬂae—mefgeﬁsr—eefnbmaﬁefns respons1ble APPEOY s

management © v by-—}a-ws—bylaws prov1de that, unles% we
consent in writing to the Selectlon of an alternatlve forum certain deswnated courts will be the sole and exclusive forum for
certain legal actions between us and our stockholders, which could limit our stockholders’ ability to obtain a favorable judicial
forum for disputes with us or our directors, officers, employees or agents. Our by—aws-bylaws provide that, unless we consent
in writing to an alternative forum, the Court of Chancery of the State of Delaware is the sole and exclusive forum for state law
claims for (i) any derivative action or proceeding brought on our behalf, (ii) any action asserting a claim of or based on a breach
of a fiduciary duty owed by any of our current or former directors, officers, or other employees to us or our stockholders, (iii)
any action asserting a claim arising pursuant to any provision of the DGCL Delaware-General-Corperationtaw-, our charter or

ur by—taws-bylaws , or (iv) any action asserting a claim that is governed by the internal affairs doctrine, in each case subject to
the Court of Chancery having personal jurisdiction over the indispensable parties named as defendants therein, which swe-for
purposes of this risk factor referrefers to herein as the *“ Delaware Forum Provision. ” The Delaware Forum Provision will not
apply to any causes of action arising under the Securities Act of 1933, as amended (the “ Securities Act ) and the Exchange
Act. Our by—laws-bylaws further provide that, unless we consent in writing to an alternative forum, federal district courts of the
United States will be the exclusive forum for resolving any complaint asserting a cause of action arising under the Securities
Act, which swe-for purposes of this risk factor referrefers to herein as the *“ Federal Forum Provision. ™ In addition, our by~=
{aws-bylaws provide that any person or entity purchasing or otherwise acquiring any interest in shares of our capital stock is
deemed to have notice of and consented to the foregoing Delaware Forum Provision and Federal Forum Provision; provided,
however, that stockholders cannot and will not be deemed to have waived eurits compliance with the U. S. federal securities
laws and the rules and regulations thereunder. The We-reeognize-thatthe-Delaware Forum Provision and the Federal Forum
Provision may impose additional litigation costs on our stockholders in pursuing any such claims, particularly if the
stockholders do not reside in or near the State of Delaware. Additionally, the forum selection clauses in our by—taws-bylaws
may limit our stockholders’ ability to bring a claim in a judicial forum that they find favorable for disputes with us or our




directors, officers or employees, which may discourage such lawsuits against us and our directors, officers and employees even
though an action, if successful, might benefit our stockholders. GeneratRiskFactorsAdverse-developments-affeeting We do
not anticipate paying any cash dividends in the foreseeable future. The current expectation is that we will retain our
future earnings, if any, to fund the growth of our business as opposed to paying dividends. As a result, capital
appreciation, if any, of our Common Stock will be your sole source of gain, if any, for the foreseeable future. An active
trading market for our Common Stock may not be sustained and our stockholders may not be able to sell their shares of
Common Stock for a profit, if at all. An active trading market for our shares of Common Stock may not be sustained. If
an active market for our Common Stock is not sustained, it may be difficult for our stockholders to sell their shares at an
attractive price or at all. Future sales of shares by existing stockholders could cause our stock price to decline. If
securityholders sell, or indicate an intention to sell, substantial amounts of our Common Stock in the public market, the
trading price of our Common Stock could decline. In addition, shares of Common Stock that are subject to outstanding
options or warrants of Dianthus are eligible for sale in the public market to the extent permitted by the provisions of
various vesting agreements and Rules 144 and 701 under the Securities Act. If any of the foregoing shares of Common
Stock are sold, the trading price of our Common Stock could decline. Our executive officers, directors and principal
stockholders will have the ability to control or significantly influence all matters submitted to our stockholders for
approval. Our executive officers, directors and principal stockholders, in the aggregate, beneficially own approximately
66 % of our outstanding shares of Common Stock as of March 14, 2024. As a result, if these stockholders were to choose
to act together, the-they finanetal-serviees-industry-would be able to control or significantly influence all matters submitted
to our stockholders for approval . as well as our management and affairs. For example, these stockholders, if they choose
to act together, would control or 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 voting power could delay or prevent an
acquisition of us on terms that other stockholders may desire. If equity research analysts do not publish research or
reports, or publish unfavorable research or reports, about us, our business or our market, our stock price and trading
volume could decline. The trading market for our Common Stock will be influenced by the research and reports that
equity research analysts publish about us and our business. Equity research analysts may elect to not provide research

coverage of our Common Stock and such lack of research coverage may as—&efttal—events—e%eeneerns—rnvehng—hqtndtt—y

dadversely affect the market price

i i t tal-eonditi ol epefa&eﬁs—our Common Stock . Aetual-In the
events— event fnve{-vrng—l-nﬁﬁed—hqtnd-rty—we do have equlty research analyst coverage , defaults;non—performanee-we will
not have any control over the analysts or the content and opinions included in their reports. The price of er-our Common
Stock could decline if one or more equity research analysts downgrade our stock or issue other adverse-developments
unfavorable commentary or research. If one or more equity research analysts ceases coverage of us or fails to publish
reports on us regularly, demand for our Common Stock could decrease, which in turn could cause our stock price or
trading volume to decline. We have broad discretion in the use of our cash and cash equivalents and the proceeds from
the 2024 Private Placement and may invest or spend the proceeds in ways with which you do not agree and in ways that

affeetfinanetal-institutionstransaetional-eounterparties-may not increase the value of your investment. We have broad
discretion over the use of er-our cash and cash equivalents and other—-- the eompantiesin-proceeds from the finanetat

serviees-industry-2024 Private Placement. You may not agree with er-our decisions the-finanetal-serviees-industry-generatty-,
and or-our eeneerns—eﬁtrmers—abeﬂt—use of the proceeds may not yleld any eveﬁts—ef—return on your investment. Our fallure

ablhty to pursue our growth strategy and we mlght not any tal-institatt at-isple i eet ip-b
F—B{Gmay—bc ﬂn&b-}e—~ able to yleld a s1gn1ﬁcant return aeeess—&ndrawn—ametmts—thefeﬂnder—}n—add-rﬁefr 1 “any , on e-Pt-he

he these net proceeds e}esufe-ef
y -S-x-m-x-}a-r—rm-paets—You w1ll not




v 5 adverse-impact enrour business—Changesinrtax

%aw—eeu-}d—&dﬂv‘efsebka-ffeet—etﬂkbﬂﬁress—&ﬁd-hmnual condmon Thc 1ulcs dcalmu with U. S. federal, state ;-and local income

taxation are constantly under review by persons involved in the legislative process and by the H—S—Internal Revenue Service
and the U. S. Treasury Department. Changes to tax laws (which changes may have retroactive application) could adversely
affect us or helders-efour stockholders eommon-stoek—. frreeent-years;many-sueh-echanges-We will assess the impact of
various tax reform proposals and modifications to existing tax treaties in all jurisdictions where we have operations been
made-and-ehanges-are-ttkely-to determine eentintie-to-oeeuritrthe potential future—Futare-changes-intaxtawseould-havea
matertatadverse-cffect on our business reash-flow;finaneial-eondition-and any assumptions we will make about er-our restlts
ef operations-future taxable income . e urge-investors-cannot predict whether any specific proposals will be enacted, the
terms of any such proposals or what effect, if any, such proposals would have on our business if they were to eensult-with
be enacted. For example, the Unlted States recently enacted the IRA, whlch 1mplements, among their— other legatand

eneotn i-thetr t t-to i tgations ln dddmon begmnlng any-testing
by—tts—eeﬂéueted—m 2022 eeﬂﬂeeﬁeﬁ—wﬁh—Seeﬁeﬁ—‘l-%-e-Plhc -S&rb&nes-e*}ey—Tax Cuts and Jobs Act ef20062;-as-amended;-or
eliminates the currently available optlon to deduct research and development expendltures and requlres taxpayers t0

amortize the-them generally Se g

ﬁrm—rﬁay—reﬂfeal—deﬁetermes—m—etﬁnterﬂai-eefﬁr&}s—o -ﬁﬂaﬂeta-l—repeﬁrng—ﬁve years The U S Congress is cons1derlng




mereased—mﬂaﬁeﬁ—"f—here-there is e&n—be—no assurance that the prov1s10n fuﬁheﬁ-}eteﬂera&eﬁ—rrreredtt—aﬂd—ﬁﬂaﬁelal—m&rkets
and-eonfidenee-in-economie-eonditions-will not-be repealed or otherwise modified. Such changes, among others, may
adversely affect oeeur—- our —Our-effective tax rate, results of operation and general business strategy-may-conditions. Our
ability to utilize our net operating loss carryforwards and certain other tax attributes is expected to be limited. Our
ability to utilize our net operating loss carryforwards and certain other tax attributes to offset future taxable income or
tax liabilities is expected to be limited. If we earn taxable income, such limitations could result in increased future
income tax liability to us, and our future cash flows could be adversely affected by-any-. In general, our ability to use our
federal and state net operating loss and credits carryforwards to reduce future taxable liabilities is dependent upon our
generation of future taxable income, and we cannot predict with certainty when, or whether, we will generate sufficient
taxable income or tax liabilities to use all of our carryforwards. Under current law, federal net operating loss
carryforwards generated in taxable periods beginning after December 31, 2017, may be carried forward indefinitely, but
for taxable years begmmng after December 31 2020 the deductlblllty of such net operatmg loss carryforwards is llmlted

eonditions-. l—Pthe—eurrenPeqtuty—&nd—eredﬁ—markets%etemr&te—Federal net operatmg losses generated prior to December 31,
erdo—2017 however, have a 20- year carryforward perlod but are not subJect fn‘rpfeve—rt—ma-y—make—&ny—neeeﬁaﬁedebt—ef

m&terr&l—adverse—effeet—en—etmgrewth—s&&tegy——— state law llmltatlons may apply ~finanetal-performanee-and-stoekprice-and

o i d itea ans-. [n addition, under Sections 382 and 383 of there—- the 52
ﬂs-lethat—lnternal Revenue Code of 1986, as amended (the “ Code ), federal net operating loss and credit carryforwards
may become subJect to an annual hmltatlon in the event one or more e-ﬁstockholders ot or groups of stockholders who







ondine-to-possible ontionsb i ; , . .
company’ s attenﬁen—frem—stock increase t-he—thelr bttsrness—"l:he—f&rl-trre—te-eempl-y—ownershlp by more than 50 percentage
points over their lowest ownership percentage wrth—wnhm an-y—e-ﬁa rolhng t-hese» three year perlod (referred l-aws—er
regulatory requirements-Subjeets-entities—to as posstb g 2
ﬂ‘reet—&ppheab%e—regtr}ateﬁ—reqtnrements—e&n— an ¢ ownershlp change ”) Slmllar resu-}t—rrrewﬂ—ernﬂrna-l—and—admnﬂstratﬁe

law hmltatlons may apply There may also be periods durmg which

the useeurtaﬂ-meﬁt—eﬁestﬂet-mg—\ ettrneteperat-teﬂs— operatlng loss carryforwards—asweﬂwaddt&eﬂal—rqaeﬁmg
e P sther tax attributes agreement-toresolve

adverselyaffeetour—- or permanently increase taxes owed ability pera btsin d-o s-efope :
Following nadditien;-the Reverse Merger, appreval—and—eemrﬁereiaﬁzaﬁen—eﬁmyeﬁ)ul tax carryforwards pfeéuef
eandidates-ontside-the-U—S—will be attributable to both the historic pre- Reverse Merger net operating losses of Former
Dianthus and the historic pre- Reverse Merger net operating losses and credits of Dianthus. As of December 31, 2023, we
had federal net operating loss carryforwards of $ 320. 7 million, all of which can be carried forward indefinitely. As of
December 31, 2023, Dianthus had state net operating loss carryforwards of $ 299. 1 million, which begin to expire in

2035 As of December 31 2023 Dlanthus also had avallable research l-ﬂeel-y—salajeet—us—te-feretgn—eqtnva-}eﬁts—e-ﬂt-he

.5 mllhon, respectlvely We—eeﬂéuet—a—preeess—eaeh—yeaﬁe

g which beglnts—betl‘re«as&raﬂd-ehaHeﬁgmg—}ﬂ—t-}ns—reg&rd-
B plan-to explre assess—&nd—deeumeﬂt—t-he

restt-in 2035 an—and 2030 respectlvely ety

our-finanetalstatements-. We have bread-diseretton oo i d

Our-management-conducted a formal study to assess whether an ownershlp change has occurred bread—d-lseret-ren—te—use-eﬂr
- or eash-whether there have been multiple ownershlp changes since 1nceptlon however, the Reverse Merger is expected

to result in and-- an ownership change. For inve

these reasons, we funds+



Ways—t-h&t—do not tmpfeve-eur—fesu-}ts—expect to be able to utlllze a materlal portlon of the net epefaﬁeﬁs— operatmg of




