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Investlng Aﬂ—rnvesfmeﬁt—m shares of our common stock nv ol\ es v&ﬂeﬂs—a hlgh degree of ﬂs-ks- rlsk —&ﬂd-pfespeeﬁve

u)nsldu the following ﬂs-lﬂ‘lsks -f&efe-r-s—and uncertalntles 1-n—add-rt—teﬁ—te-t0gether w1th all of the olhc1 111[0111](111011 u)ntamed

in this Annual Report on Form 10- K before making and-- an investment decision the-information-ineorporated-byreferenee
herein-. #-The occurrence of any of the events-desertbed-inrthe-following riskrisks faetors-eeenrs;-could materially and

adversely affect our busmesx epefa-t-mg—resa-l-ts—aﬂd—hnalmal condition, reputatlon, or eeﬂ-}d—be—&dverse}y—a-ffee’fed—”f—h-ts




decline, and you may lose all or a—part of your 1nvestment It is not poss1ble to predlct or identify all such rlsks, our
operations could also be affected by factors, events or uncertamtles that are not presently known to us or that we
currently do not consider to present significant risks to pertion 6 Grettela
our operatlons yinding-tp-. Our-ability-Therefore, you should not consnder the followmg l‘lSkS to eeﬁsummate—be a S'tf&t'eg'te
complete statement of all the potentlal rlsks ot or uncertamtles that abﬁ-rw—te—fet&m—eﬂr—emp}eyees
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tmp-}emeﬂ-ted-face Summary of Rlsk F actors We have a hmlted
y operating history expenses-white-we-tndertakea




for commerc1al sale, the-ultimate-value-ourstoekholdersreeeivein
S S f ittotrand Capital-Needs-our results may vary from quarter to

quarter . \‘\ eWw 1ll require subxmnlml addmonal Ldplldl to eomplete-a-strategie-transaetion-and-finance our operations in the

future . If we are unable eperations;-which-may-netbe-avaitable-to us-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 expect to incur significant losses or
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. « NGN-
401, NGN- 101 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. « We are substantially dependent on the success of our
most advanced product candidates, NGN- 401 and NGN- 101, and our ongoing and anticipated clinical trials of such
candidates may not be successful. « Delays in developing our manufacturing capabilities or failure to achieve operating
efficiencies from such capabilities may require us to devote additional resources and management time to manufacturing
operations and may delay our product development timelines. * We have a number of academic collaborations, and
currently rely on our collaboration with the University of Edinburgh for certain aspects of our preclinical research and
development programs, including working in collaboration to discover and preclinically develop our lead product
candidate for Rett syndrome and our near- term future pipeline. Failure or delay of the University of Edinburgh or any
other collaborator to fulfil all or part of its obligations under our agreement, a breakdown in collaboration between the
parties or a complete or partial loss of the relationship would materially harm our business. * 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. e The regulatory approval processes of the U. S. Food and Drug Administration (“ 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 market price of our common stock may continue to be volatile. ¢ If our legacy
lease obligations are not subleased, assigned, terminated or otherwise addressed or the legacy assets subject to the CVR
Agreement are not sold, respectively, in a timely manner, we may have to incur time and resources to take such actions. ¢
Future sales of shares by existing stockholders could cause our stock price to decline. * Our executive officers, directors
and principal stockholders have the ability to control or significantly influence all matters submitted to our stockholders
for approval. Risks Related to Neurogene’ s Limited Operating History, Financial Position and Capital Requirements
We are a clinical- stage biotechnology company with limited operating history. Since our inception in 2018, we have
incurred significant operating losses and have used substantially all of our resources to conduct research and
development activities, preclinical studies and Phase 1 /2 clinical trials of our most advanced product candidates,
establish in- house manufacturing capabilities, including analytical and process development operations to support
ongoing manufacturing operations, manufacture product candidates, conduct business planning, develop and maintain
our intellectual property portfolio, hire personnel, raise capital, and provide general and administrative support for
these activities. We have little 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 fail-are conducting a Phase 1 /2 clinical trial of NGN- 401 in patients
with Rett syndrome and a Phase 1 /2 clinical trial of NGN- 101 in patients with CLNS Batten disease, we have not yet
demonstrated our ability to successfully complete 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 nccessary for successful product commercialization.
Additionally, we expect our finaneing-financial condition and operating results to continue to fluctuate significantly from
period to period due to a variety of factors ., wwe-may-many of which are beyond our control. Consequently, any
predictions made about our future success or viability may not be unable-as accurate as 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 pivotal clinical trials and
eventually commercial activities, including the manufacture of commercial scale product. We may not be successful in
such a transition. Developmg blotechnology products is a long, tlme- consummg, expenswe and uncertam process that
takes years to complete th 6 d-pe S 0 s- The-development
Since our inception, we have funded our operatlons prlmarlly through prlvate ﬁnancmgs and have incurred significant
recurring losses, including net losses of § 36 biopharmaee stve-. As-of3 million and $
55. 2 million for the years ended December 31, 2023 and 2( 22. respectively we—had—&ppfe*uﬂa-te}y—&%— 4-mithenr-We
expect our expenses to increase in connection with our ongoing activities, particularly as we continue to conduct a Phase




1/2 clinical trial of NGN- 401 in patients with Rett syndrome and a Phase 1 /2 clinical trial of NGN- 101 in patients with
CLNS Batten disease, with the expectation that we will also initiate additional clinical trials in the future, 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 NGN- 401 and NGN- 101, 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 capital requirements depend on many factors,
including factors that are not within our control. We incur additional costs associated with operating as a public
company, and we do not anticipate achieving any significant revenue in the near term given the development stage of our
product candidates. Accordingly, we will require substantial additional funding to continue our operations. Based on our
current operatlng plan, we belleve that our ex1st1ng cash, cash equivalents ;-and short- term investments should be sufficient

perations into to-daterineludingreseareh-and-development;
; e-the dtseeﬂt-mﬁed—éeve}epmeﬁt—second half of 2026

fe&ﬁewr&g—s’ffa-teg-te—a}tefnaﬂves—whfeh—lm\ tne}ude—a—sa}e—prove to be materlally wrong and we could deplete metget;
divestitiire-of-assets; ieensing-or-our available capital resources sooner than efh%sfrzﬁeg*e—a-kem&ﬁve—n&th—t-he—m-teﬁte&ef
fmpfeﬁng—shafehe-}éeﬁa}ue,—\&%&e—\\ e currently expect » Our hery

fese&feh—)lullmml ,—dlld Llll]lLd] development activities; * the number and scope of éeve}epﬁaeﬂt—)lullmml and clinical
programs we deetde-to-pursuc to develop our gene therapy candidate pipeline and EXACT platform t-he—tefms—ef—&ny
ee-l-}abef&ﬁeﬁs—aﬁd—#efour ablllty to secure approprlate animal models eseareh p
W v § for mere-the conduct of eﬁﬁpfee}uet—e&nd-id&te
pfegf&ms—lnvestlgatlonal new drug (“ IND ”)- enabling studies in a timely and financially feasible manner, especially
large animal models, such as non- human primates (“ NHPs ) needed for toxicology studies ; * our ability to maintaireur
enrrenttieenses-and-to-cstablish new-eoHaboration-arrangements-an acceptable safety profile with IND- enabling toxicology
studies to enable clinical trials ; - successful patient enrollment in, and the initiation and completion of, larger and later-
stage clinical trials;  the number of subjects that participate in clinical trials and per subject trial costs invelved; ¢ the
number and extent of trials required for regulatory approval; * the countries in preseeuting-which the trials are
conducted; * the length of time required to enroll eligible subjects in clinical 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 serious adverse events in our clinical
trials; « the timing of receipt of regulatory approvals from applicable regulatory authorities, including those required to
initiate clinical trials; « 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 third parties, if any, and the performance of any such third party; ¢
the scale up of our clinical and regulatory capabilities, including establishing our current good manufacturing practices
(“ cGMP ) manufacturing capabilities to support expansion of our pipeline and future registration- enabling clinical
trials, and obtaining cGMP material for clinical trials or potential commercial sales; * hiring and retaining research,
clinical, regulatory, manufacturing (including quality control and quality assurance) and administrative personnel; ¢ our
arrangements with third- party contract development and manufacturing organizations (“ CDMOs ) and contract
research organizations (“ CROs ”); ¢ the build- out and validation of our cGMP manufacturing facility, including
expansion to commercial scale; ¢ the impact of any business interruptions to our operations or to those of the third
partles w1th whom we work; and ¢ obtalnlng, malntalnlng, defendlng and enf 01un<r palenl clalms and other intellectual




W e may be

requlred to seck the—addmonal funds sooner than planned fuﬂdtﬂgﬂ#e—vﬂﬂ—need-te-eeﬁtmue-eper&ﬁﬂg—m—the—fuﬁrre—t hrough
ee-l-labera-tteﬂs—aﬂdﬁﬁheeﬂsﬁrg—&greemeﬁts—mnb ic or priv ate cqun\ offerings e-r, debt [manuncs eredit-collaborations and
licensing arrangements or other toanfa 0 g-sources. H-weraise-Such
financing may dilute our stockholders or the fallure to obtam such financmg may restrlct our operating activities. Any
additional fundraising efforts may divert funds-by-issuing-equity-seeurities;-our management from stoekholders-wittsuffer
difuttorrand-the-their terms-ofany finaneing-day- to- day activities, which may adversely affect our business. To the extent
that Neurogene raises additional capital through the sale of equity or convertible debt securities, your ownership interest
will be diluted, and the terms may include liquidation or the-other preferences and ant1- dllutlon protectlons that
adversely affect your rights efeﬁﬁﬁeelﬂiel&efs—l'ﬁ-&d'd-lﬁeﬁ,—ds a eondition-to-provid itio d

y ng-stockholders— stockholder Debt ﬁnancmg may result in
1mpos1tlon of debt covenants, 1ncreased fixed payment obhgatlons or other restrictions that may affect our business . [
we are—ab-le—te—l aise dddlll()ndl [unds tlnouu h upfront payments or mllestone payments pursuant to lulmc éebt—ﬁ-ﬂaﬂemgs;

)
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with third parties, we may have to 1clmqulsh valuabl hls to etrﬁnoducl ea-nd-tela-tes—development programs, or grant licenses

on terms that are not favorable to us. Our ablhty We—&lse—eeuld—be—reqtrrred—m raise addltlonal seeleee-l-labera-ters—fe%pfeéuet

andida o he e eta 3 —Fa atr-capital may
be adversely 1mpacted by global macroeconomic condltlons and volatlhty in the credit and ﬁnanclal markets in the
Unlted States and worldw1de, over whlch we may have no or httle control. Our failure to raise capltal as and W] hen

eurrent—e%future—preéuet—e&ndr&ates,—w%&eh—eet&d—would have a negatlve 1mpact mateﬂa-l—&ﬁd—adverse—effeet—on our busrness—

financial condition ;results-ofoperations;-and prospeets-our ability to pursue our business strategy, and we may have to
delay, reduce the scope of, suspend or eliminate clinical trials, product development programs or future

commercialization efforts . \We are-a-have incurred significant losses since inception, 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 Investment i in

; d 5 d o-pre g § A ogy-is a highly
specu dll\ e Ja(-}eause—l—t—undertaklng and cnlalls sub\mmml up[lonl e&prta-l—c\pcmhlulcs and signi 1cdmﬂs-lerlsks lhdl any
program petential-produeteandidate-will fail to demonstrate adequate effeet-efficacy or potency or an acceptable safety profile,
gain regulatory approval and ser-become commercially viable. We de-nethave anyno products approved by-regulatory
authorittes-for marketing-er-commercial sale, has we-havenot generated any revenue from product sales to date, al-efand
continues to incur significant research and development and other expenses related to our ongoing operations. We do not
expect to generate product revenue unless ot or until we successfully complete clinical development and obtain
regulatory approval of, and then successfully commercialize, at least one product eandidates— candidate. We may never
succeed in these activities and even if we do, we may never generate product revenue or revenues that arc significant i

& Ay d-otr—- or large enough to achleve proﬁtablhty researehrand
it vhi 6 ofrev ; 3 - If As-arestdt-we
are ﬂet—pfeﬁt&ble—and-unable to generate sufﬁclent revenue through the sale of any approved products, we may be unable
to continue operations without additional funding. We have incurred significant net losses in each everyreperting-period
since eurineeption-we commenced operations in 2018. Our net loss as-was $ 36 Aquinexi12663-. For-3 million for the years
- year cndul Dcccmbu 31, %922—2023 and—%%—l—we—reperted—a—net—less—e%é%’— We expect 6-ﬂ‘1-ﬂ-1-teﬁ-&ﬂd—$-69—7—n‘rﬂ-heﬂ-

operatlng expenses and net losses may ﬂuctuate s1gmﬁcantly from quarter to eemplete—a—stra-teg-re—tr&ns&eﬁeﬂ—quarter and
year to year. We anticipate that our expenses will increase substantially if aHow-us-to-resume-researelrand as we:  advance
our existing and future programs through preclinical and clinical development aetivities-,

including expansion into additional indications; ¢ seek to identify additional programs ;-aeqtire;-and additional eonduet

researchand-development-offutare-product candidates ;-5 » continue to develop our gene therapy product candidate pipeline



and petentiatty-begirour EXACT platform; ¢ 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, including those which may enhance the biodistribution and delivery of
our product candidates;  ultimately establish a sales, marketing and distribution infrastructure to commercialize any
fature-biological products for which we may obtain marketing approval, either by ourselves or in collaboration with
others; * generate revenue from commercial sales of products for which we receive marketing approval; ¢ hire additional
personnel, including research and development, clinical and commercial; « add operational, financial and management
information systems and personnel to support further expansion and operation as a public company; ¢ acquire or in-
license products, intellectual property and technologies which may enhance our current technology; and  establish
commercial- scale cGMP capabilities through our own or third- party manufacturing facilities. In addition, our expenses
will increase if, among other things, we are required by the FDA or other regulatory authorities to perform trials or
studies in addition to, or different than, those that may-achieveregulatory-we currently anticipate, there are any delays in
completing our clinical trials or the development 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
marketing approval for, and are successful in commercializing, one 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 s-and other unknown factors that may adversely affect our business finanetal-eendittorr. The size of our
[uluu nul losxu will dqxn(l in part, on the rate of future growth of our expenses and our ability to generate reventes— revenue

a1 nd could 1mpa1r exteﬁsreﬂ—We
our ablllty be—&b-}e—m ralse capltal

fhfeﬁgh—fhe—pﬂbhe—efourbusmessand/' ; ettt tent e-ability-ofinve
trade-otr—- or seeﬂﬂﬁes—&ﬂd-weu}d-neg&twe}y—&ffeet—t-he—contlnue our operatlons A declme in our value andtquidity-ofour
eemmeﬂ—s’fee-}eBehsﬁ&g—wuld also cause y0u to h&ve—efher—neg&fwe—restr}fs—mehtdmg—&re—pefeﬁ&al—}ess—lose e-f—eeﬂ-ﬁéeﬁee—by
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developed ﬂet—beeﬂ—tes’fed-rn—htﬂﬁ&ﬂs—pﬂeﬁe-etm or tnrﬁa—l—P—hase—l—el-rrnea-l—tna-l—e%N—]:may develop programs for the
diseases we plan to address with NGN 401



















abthty velopand o takt andida G d-. The development and
commercialization of dfttgs—blologlcal products is hwhlv competitive eur—lf approved NGN- 401 and NGN- 101 or other
product candidates y#f-appreveds-will face significant competition and our failure to effectively compete may prevent us from
achieving significant market penetration. Mest-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 our-- or eompetitors-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 and-we-maynotbe-able-tosueeessfully
compete-. We-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 collaboratlve arrangements w1th large and establlshed
companies. These competitors also compete with us in recruiting a-vs afit
speetalized-bioteehnology-eompantes;and eﬁ&erg-mg—bieteehﬂe-}egy—eeﬁﬂaames—retammg quallﬁed sclentlﬁc and management
personnel, establishing clinical trial sites and patient registration for clinical trials , as well as within acquiring
tcchnolomcs complementary to, or necessary for, NGN- 401 and NGN- 101 or other product candidates . As described in

-- the publie-and-private researeh-instittitions—Our

sectlon above entltled “ Business — Competltlon 2 our wmpunms have developed, are developing s-or wi-may develop

programs or clinical stage produet-products eandidates-and-proeesses-competitive with NGN- 401 eur—- or NGN- 101 or
other earlier stage product candidates and-preeesses-. Competitive therapeutic treatments include those that have already been

dppl()\ ed and dcceplcd by the medical commumtv dnd any new treatments %W

to dev clo dnd commuualuc ther&peu-t-tes—products lhdl are—sa—feehave a competltlve safety, efficacy or potency, dosmg and /



or presentation profile mere-effeetive-than-eompeting-produets-

>or potent, have a more attractive or less invasive dosing profile
or presentation or are any products we may develop, or if competitors develop competing products or
if biosimilars enter the market more quickly than we are able to, if we are able to at all, and are able to gain market
acceptance. NGN- 401, NGN- 101 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 NGN- 401
and NGN- 101 are in the early stages of clinical development, while our other programs are in early stages of preclinical
development. As a result, we expect it will be many years before we commercialize these product candidates and
ultimately may not be successful in commercializing any of our product candidates. Our ability to achieve and sustain
profitability depends on obtaining regulatory approvals for, and successfully commercializing, our lead product
candidate NGN- 401 or other product candidates, including NGN- 101, either alone or with third parties, and we cannot
guarantee that we will ever obtain regulatory approval for any product candidates. We have limited experience as a
company in conducting and managing the clinical trials necessary to obtain regulatory approvals, including approval by
the FDA or comparable foreign regulatory authorities. We have not yet demonstrated our ability to obtain regulatory
approvals, manufacture a commercial scale product or arrange for a third party to do so on our behalf, or conduct sales
and marketing activities necessary for successful product commercialization. Before obtaining regulatory approval for
the commercial distribution of product candidates, we or an existing or future collaborator must conduct extensive
preclinical tests and clinical trials to demonstrate the safety, purity and efficacy or potency in humans of such product
candidates. We or our collaborators may experience delays in initiating or completing clinical trials, and also may
experience unforeseen events during, or as a result of, any current or future clinical trials that could delay or prevent
our ability to receive marketing approval or commercialize NGN- 401 or NGN- 101 or any other product candidates,
including: * regulators or institutional review boards (“ IRBs ), the FDA or ethics committees may not authorize us or
our investigators to commence a clinical trial or conduct a clinical trial at a prospective trial site; * we may experience
delays in reaching, or may fail to reach, agreement on acceptable terms with prospective trial sites and prospective
CROs, the terms of which can be subject to extensive negotiation and may vary significantly among different CROs and
trial sites; » the observation of an actual or suspected unexpected serious adverse reaction, serious adverse events, or
adverse events of special interest could result in a partial or complete clinical hold for an unpredictable length of time,
delay or halt future enrollment, require increased staggering between patient dosing, require dose reductions that could
adversely affect the anticipated efficacy or potency product profile, or require a program discontinuation; * clinical trial
sites may fail to meet enrollment targets, may deviate from trial protocol, or may experience patients dropping out of a
trial; « clinical trials of any product candidates may fail to show safety or efficacy or potency, or produce negative or
inconclusive results, and we may decide, or regulators may require us, to conduct additional preclinical studies or
clinical trials or we may decide to abandon product development programs; * the number of subjects required for
clinical trials of any of our product candidates may be larger than we anticipate, especially if the effect size observed in
future clinical data from a Phase 1 /2 clinical trial is small or is difficult to ascertain relative to natural history as a
comparator, or if regulatory authorities require completion of a sham- controlled clinical trial; * enrollment in clinical
trials may be slower than we anticipate or subjects may drop out of clinical trials or fail to return for post- treatment
follow- up at a higher rate than we anticipate; * our third- party contractors may fail to comply with regulatory
requirements or meet their contractual obligations to us in a timely manner, or at all, or may deviate from the clinical
trial protocol or drop out of the trial, which may require that we add new clinical trial sites or investigators; * we may
elect to, or regulators, independent data safety monitoring boards (“ DSMBs ), IRBs or ethics committees may require
that we or our investigators suspend or terminate clinical research or trials, or delay further dosing of subjects in clinical
trials, for various reasons, including noncompliance with regulatory requirements or a finding that the participants in
our trials are being exposed to unacceptable health risks; * the cost of clinical trials of any of our product candidates may
be greater than we anticipate; ¢ the quality of our product candidates or other materials necessary to conduct clinical
trials of our product candidates may be inadequate to initiate or complete a given clinical trial; * our inability to
manufacture sufficient quantities of our product candidates for use in clinical trials; ¢ reports from clinical testing of
other therapies may raise safety or efficacy or potency concerns about our product candidates; ¢ our failure to 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 long- term 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 or, if commenced in other jurisdictions, acceptance by the comparable foreign
regulatory agency of a similar application, as well as finalizing the trial design. In the event that the FDA or applicable
foreign regulatory agency requires us to complete additional preclinical studies, or we are required to satisfy other
regulatory 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



jurisdictions, including the United Kingdom (“ UK ”), Australia and the European Union. We may not have the financial
resources to continue development of, or to modify existing collaborations or enter into new collaborations for, a product
candidate if we experience any issues that delay or prevent regulatory approval of, or our ability to commercialize,
NGN- 401 or NGN- 101 or any other product candidates. We or our current or future collaborators’ inability to
complete development of, or commercialize, NGN- 401 or NGN- 101 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 and
prospects. We currently utilize adeno- associated virus serotype 9 (“ AAV9 ”) capsid for delivery of therapeutic
transgenes to deliver our product candidates, which may limit the safety, purity, and efficacy or potency of such product
candidates. Our current approach is to identify, develop and commercialize gene therapy product candidates using an
AAYV)Y capsid for delivery of therapeutic transgenes to certain kinds of cells. Although AAV9 has been tested in
numerous clinical trials and is an approved serotype for one gene therapy product, we cannot be certain that our AAV9
product candidates will successfully advance through preclinical studies and clinical trials, or that the-they will not cause
significant adverse events or toxicities. We also cannot be certain that we will be able to avoid triggering toxicities in our
future preclinical studies or clinical trials or that our chosen routes of administration to deliver such therapies will not
cause unforeseen side effects or other challenges. Although AAV9 has been shown to facilitate biodistribution and cell
transduction to the central nervous system (“ CNS ”), the potentially limited levels of AAV9 transduction of cells in the
CNS and certain retinal cells may limit the potential efficacy or potency of any of our product candidates, including
NGN- 401 and NGN- 101. We intend to identify and develop novel gene therapy product candidates, which makes it
difficult to predict the time, cost and potential success of product candidate development. A key part of our business
strategy is to identify and develop additional product candidates. As such, our future success depends on the successful
development of novel therapeutic approaches, including by utilizing our EXACT technology or other gene regulation
technology. Our preclinical research and clinical trials may initially show promise in identifying potential product
candidates, yet fail to yield product candidates for a number of reasons. For example, although EXACT is designed to
deliver therapeutic levels of transgene while avoiding off- target effects, there can be no assurance that any EXACT gene
regulation will result in product candidates that are shown in clinical trials to be safe, pure, and effective or potent. To
date, very few products that utilize gene transfer have been approved in the United States, Europe or other markets, and
no products have been approved using our EXACT (Expression Attenuation via Construct Timing) technology. There
have been a limited number of clinical trials of gene transfer technologies, with only very few product candidates ever
approved by the FDA or comparable foreign regulatory authorities. As a result, it is difficult for us to predict the time
and cost of product candidate development, and we cannot predict whether the application of our approach to gene
therapy will result in the identification, development, and regulatory approval of any product candidates, or that other
gene therapy programs will not be considered better or more attractive. There can be no assurance that any
development problems we experience in the future related to our current gene therapy approaches or product candidates
or any of our research programs will not cause significant delays or unanticipated costs, or that such development
problems can be solved. Research programs to identify new product candidates require substantial technical, financial,
and human resources. If we are unable to identify suitable gene therapy product candidates for preclinical and clinical
development, we may not be able to successfully implement our business strategy, and may have to delay, reduce the
scope of, suspend or eliminate one or more of our product candidates, clinical trials or future commercialization efforts,
which would negatively impact our financial condition. The disorders we seek to treat have low prevalence and it may be
difficult to identify and enroll patients with these disorders. If we experience delays or difficulties in the enrollment and /
or maintenance of patients in clinical trials, our receipt of necessary regulatory approvals could be delayed or prevented.
Successful and timely completion of clinical trials will require that we enroll and maintain a sufficient number of
patients. Patient enrollment is affected by many factors, including the size and nature of the patient population and
competition for patients with other trials. Genetic diseases generally, and especially the rare diseases for which some of
our current product candidates are targeted, have low incidence and prevalence. For example, we estimate global
incidence of all 13 subtypes of Batten disease is approximately one in 100, 000 live births, and the CLNS Batten disease
incidence, which is included in this estimate, is estimated to be even lower. Accordingly, it may be difficult for us to
identify and timely recruit a sufficient number of eligible patients to conduct our clinical trials. Further, any natural
history studies that we or our collaborators may conduct may fail to provide us with patients for our clinical trials
because patients enrolled in the natural history studies may not be good candidates for our clinical trials, or may choose
to not enroll in our clinical trials. Trials may be subject to delays as a result of patient enrollment taking longer than
anticipated or patient withdrawal. We may not be able to initiate or continue clinical trials for our product candidates if
we are unable to locate and enroll a sufficient number of eligible patients to participate in these trials as required by the
FDA, the European Medicines Agency (“ EMA ”) or other foreign regulatory authorities. We cannot predict how
successful we will be at enrolling subjects in future clinical trials. Subject enrollment is affected by other factors
including: e the eligibility criteria for the trial in question; ¢ the timely diagnosis of disease to meet such eligibility
criteria; ° the size of the patient population and process for identifying patients; ¢ the perceived risks and benefits of the
product candidate in the trial, especially by clinician experts and patient advocacy organizations, including relating to
AAYVY- based gene therapy and intracerebral spinal fluid delivery system; e the availability of competing commercially
available therapies and other competing therapeutic candidates’ clinical trials;  the willingness of caregivers to enroll
their children in our clinical trials;  the efforts to facilitate timely enrollment in clinical trials; * potential disruptions
caused by pandemics or other public health crises, including difficulties in initiating clinical sites, enrolling and retaining
participants, diversion of healthcare resources away from clinical trials, travel or quarantine policies that may be



implemented, and other factors;  the patient referral practices of physicians; * the ability to monitor patients adequately
during and after treatment; and * the proximity and availability of clinical trial sites for prospective patients. Even if we
are able to enroll a sufficient number of patients in our clinical trials, we may have difficulty maintaining enrollment of
such patients. Our inability to enroll or maintain a sufficient number of patients would result in significant delays in
completing clinical trials or receipt of marketing approvals and increased development costs, or may require us to
abandon one or more clinical trials altogether. We are substantially dependent on the success of our most advanced
product candidates, NGN- 401 and NGN- 101, and our ongoing and anticipated clinical trials of such candidates may not
be successful. Our future success is substantially dependent on our ability to timely obtain marketing approval for, and
then successfully commercialize, our most advanced product candidates, NGN- 401 and NGN- 101. We are investing a
majority of our efforts and financial resources into the research and development of these candidates. We are
conducting a Phase 1 /2 clinical trial of NGN- 401 in patients with Rett syndrome and a Phase 1 /2 clinical trial of NGN-
101 in patients with CLNS Batten disease. If topline results from our Phase 1 /2 clinical trial of NGN- 401 are successful,
we anticipate initiating a pivotal clinical trial, pending future regulatory feedback on various aspects of development
such as the pivotal trial design and manufacturing related requirements. If topline results from our Phase 1 /2 clinical
trial of NGN- 101 are successful, we anticipate initiating a pivotal clinical trial or expanding the current Phase 1 /2
clinical trial, pending future regulatory feedback on various aspects of development, such as the Phase 3 clinical trial
design and manufacturing related requirements. NGN- 401 and NGN- 101 will require additional clinical development,
evaluation of clinical, preclinical and manufacturing activities, marketing approval in multiple jurisdictions, substantial
investment and significant marketing efforts before we generate revenues from product sales, if any. We are not
permitted to market or promote these product candidates, or any other product candidates, before we receive marketing
approval from the FDA and / or comparable foreign regulatory authorities, and we may never receive such marketing
approvals. The success of NGN- 401 and NGN- 101 will depend on a variety of factors. We do not have complete control
over many of these factors, including certain aspects of clinical development and the regulatory submission process,
potential threats to our intellectual property rights and the manufacturing, marketing, distribution and sales efforts of
any future collaborator. Accordingly, we cannot guarantee that we will ever be able to generate revenue through the sale
of these candidates, even if approved. If we are not successful in commercializing NGN- 401 or NGN- 101, or are
significantly delayed in doing so, our business will be materially harmed. Our programs are focused on the development
of for patients with neurological diseases, which is a rapidly evolving area of science, and the approach

are taking to discover and —Many-ofproduct candidates is novel and may never lead to approved et or
eompetitors-marketable products. The discovery and development of therapeutics for patients with neurological diseases
is an emerging field, and the scientific discoveries that form the basis for our efforts to discover and develop product
candidates are relatively new. The scientific evidence to support the feasibility of developing product candidates based
on these discoveries is both preliminary and limited. Although we believe, based on our preclinical work, that our

programs stegnifteantly-greater-finanetal-the potential to be disease- modifying therapies , teehniealmanufaeturing;
marketing-sates;-and-supply resourees-clinical results may not confirm this hypothesis or may only confirm it orfor

experieniee-certain alterations or certain indications. The patient populations for our product candidates are limited to
those with specific neurological diseases. We cannot be certain than-that we-have—fwe-the patient populations for each
specific disease will be large enough to allow us to and commercialize our product candidates
and achieve profitability. Further, both our Phase 1 /2 clinical trial of NGN- 401 and Phase 1 /2 clinical trial of NGN-
101 will involve a small patient population. Because of the small sample sizes, the results of these trials may not be
indicative of results of future clinical trials. If we do not achieve our projected development goals in the time frames we
announce and expect, the commercialization of NGN- 401 fer— or NGN- 101 or other eandidate-candidates
may be delayed 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
and clinical trials and the submission of regulatory filings. From time to time, we may publicly announce the expected
timing of some of these milestones. All of these milestones are and be face-eompetition- 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
NGN- 401 or NGN- 101 or any other product candidates may be delayed or never achieved and, as a result, our stock
price may decline. Preclinical and clinical development involves a lengthy and expensive process that is subject to delays
and 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. Before obtaining marketing approval from regulatory authorities for the sale of
any product candidate, we must complete preclinical studies, which are a lengthy, time consuming and expensive process
with risk of high failure. The length of time of such testing may vary substantially according to the type, complexity and
novelty of the program, and often can be several years or more per program. Delays associated with programs for which
we are conducting preclinical testing and studies may cause us to incur additional operating expenses. However, after
conducting preclinical studies, we must then conduct extensive clinical trials to demonstrate the safety, purity, and
efficacy or potency of our product candidate in humans. Our clinical trials may not be conducted as planned or
completed on schedule, if at all. For example, we depend on the availability of NHPs to conduct certain preclinical
studies that we are required to complete prior to submitting an IND and initiating clinical development. There is



currently a global shortage of NHPs available for biological product 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, failure can occur at any time during the preclinical study or clinical trial
process, and the outcome of preclinical studies and early- stage clinical trials may not be predictive of the success of later
clinical trials, especially as our initial clinical trials do not contain a control arm. In addition, we have designed our
initial clinical trials with relatively small cohorts before expanding in size and dosing in subsequent cohorts. If safety
issues arise in an early cohort, we may be delayed or prevented from dose escalating or subsequently expanding into
larger trial cohorts. Moreover, preclinical and clinical data are often susceptible to varying interpretations and analyses,
and companies that have believed their product candidates performed satisfactorily in preclinical studies and
clinical trials have nonetheless failed to obtain marketing approval of their product candidates. Earlier gene therapy
clinical trials conducted by others also utilized AAV vectors. However, these studies should not be relied upon as
evidence that our planned clinical trials will succeed. In addition, we expect to rely on patients to provide feedback on
measures, which are subjective and 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 patient and from site to
site within a clinical trial. We cannot be sure that the FDA or comparable foreign regulatory authorities will agree with
our clinical development plan. We are conducting a Phase 1 /2 clinical trial of NGN- 401 in patients with Rett syndrome
and a Phase 1 /2 clinical trial of NGN- 101 in patients with CLNS Batten disease. If the FDA or comparable regulatory
authorities requires us to conduct additional trials or enroll additional patients, our development timelines may be
delayed. We cannot be sure that submission of an IND application, clinical trial application (“ 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, even if these trials begin, issues may arise that could cause regulatory
authorities to require us 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; delays in reaching a consensus with regulatory
authorities on study design or implementation of the clinical trials; delays or failure in obtaining regulatory
authorization to commence a trial; delays in reaching agreement on acceptable terms with prospective CROs and
clinical trial sites, the terms of which can be subject to extensive negotiation and may vary significantly among

CROs and clinical 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 reasons; delays in manufacturing, testing, releasing, validating or importing / exporting sufficient stable
quantities of our product candidates for use in clinical trials or the inability to do any of the foregoing; failure by our
CROs, other third parties or us to adhere to clinical trial protocols; failure to perform in accordance with the FDA’ s or
any other regulatory authority’ s good clinical practices (“ GCPs ”) or applicable 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 periods of observation or analyses of resulting data; transfer of
manufacturing processes to larger- scale facilities operated by a CDMO and delays or failure by our CDMOs or us to
make any necessary changes to such manufacturing process; and third parties being unwilling or unable to satisfy their
contractual obligations to us. We could also encounter delays if a clinical trial is placed on clinical hold, suspended or
terminated by us, the IRBs of the institutions in which such trials are being conducted, or the FDA, the competent
authorities and / or ethics committees of the UK, Australia, EU Member States or other regulatory authorities, if a
clinical trial is recommended for suspension or termination by the DSMB or equivalent body for such trial, or on
account of changes to federal, state, or local laws. If we are required to conduct additional clinical trials or other testing
of NGN- 401 or NGN- 101 or any other product candidates beyond those that we contemplate, if we are unable to
successfully complete clinical trials of NGN- 401 or NGN- 101 or any other product candidates, if the results of these
trials are not positive or are only moderately positive or if there are safety concerns, our business and results of
operations may be adversely affected and we may incur significant additional costs. In addition, even if we are able to
successfully complete clinical trials for NGN- 401 or NGN- 101, we cannot guarantee that the FDA or foreign regulatory
authorities will interpret the results as we do, and more trials could be required before we submit our product
candidates for approval. This is particularly true for clinical trials in very rare diseases, such as with our Phase 1 /2
clinical trial of NGN- 101 for the treatment of CLNS5 Batten disease and Phase 1 /2 clinical trial of NGN- 401 for the
treatment of Rett syndrome, where the very small patient population makes it difficult to conduct two traditional,
adequate and well- controlled studies. In such cases, the FDA or comparable foreign regulatory authorities are often
required or permitted to exercise flexibility in approving therapies for such diseases, but obtaining flexibility is uncertain
and may never occur. Moreover, results acceptable to support approval in one jurisdiction may be deemed inadequate by
another regulatory authority to support regulatory approval in the other jurisdiction. To the extent that the results of the
trials are not satisfactory to the FDA or applicable regulatory authorities for support of a marketing application, we may
be required to expend significant resources, which may not be available to us, to conduct additional trials in support of
potential approval of our product candidates. Preliminary, “ topline ” or interim data from our clinical trials that we
announce or publish from time to time may change as more patient data becomes available and are subject to audit and
verification procedures. From time to time, we may publicly disclose preliminary, interim or topline data 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 the data. We also



make assumptions, estimations, calculations and conclusions as part of our analyses of these data without the
opportunity to fully and carefully evaluate complete data. Preliminary, interim or topline results also remain subject to
audit and verification procedures that may result in the final data being materially different from the preliminary data
previously disclosed. These preliminary, interim or topline data are subject to the risk that one or more of the clinical
outcomes may materially change as patient enrollment continues and more patient data become available or as patients
from our clinical trials continue other treatments. As a result, preliminary, interim and topline data should be viewed
with caution until final data are available. Further, others, including regulatory agencies, may not accept or agree with
our assumptions, estimates, calculations, conclusions or analyses or may interpret or weigh the importance of data
differently, which could impact the value of the particular product candidate, the approvability or commercialization of
a particular product candidate and our company in general. In addition, the information we choose to publicly disclose
regarding a particular preclinical study or clinical trial is based on what is typically extensive information, and you or
others may not agree with what we determine is material or otherwise appropriate information to include in our
disclosure. If the preliminary, interim or topline data that we report differ from actual results, or if others, including
regulatory authorities, disagree with the conclusions reached, our ability to obtain approval for, and commercialize,
NGN- 401 or NGN- 101 or any other product candidate may be harmed, which could harm our business, operating
results, prospects or financial condition. In addition, differences between preliminary, interim or topline data and final
data could significantly harm our business prospects and may cause the trading price of our common stock to fluctuate
significantly. Our current or future clinical trials 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 any of NGN- 401 or NGN- 101 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 Phase 1 /2
clinical trials have not shown any such characteristics to date, we have not yet completed those 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 NGN-
401 or NGN- 101. We, the FDA, EMA, or other applicable regulatory authorities, or an IRB, may require suspension of
any clinical trials of NGN- 401 or NGN- 101 or any other product candidates at any time for various reasons, including a
finding 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
trials have later been found to cause side effects that prevented their further development. 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, as gene replacement
has a potentially life- long activity, with no ability to withdraw the product as with other treatment modalities, this
profile 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 NGN- 401 or NGN- 101 or
any other product candidates may not be appropriately recognized or managed by the treating medical staff, as toxicities
resulting from NGN- 401 or NGN- 101 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 and prospects significantly. In addition, even if we successfully advance NGN- 401 or NGN- 101 or
any other product candidates through clinical trials, such trials will only include a limited number of patients and
limited duration of follow up to such product candidates. As a result, we cannot be assured that adverse effects of NGN-
401 or NGN- 101 or any other product candidates will not be uncovered when a significantly larger number of patients
are exposed to such product candidate after approval, or a significantly longer follow up post- dosing is obtained as part
of regulators’ recommendations for long- term follow up of clinical study subjects treated with gene therapy. Further,
any clinical trials may not be sufficient to determine the effect and safety consequences of using our product candidates
over a multi- year period. We have expended substantial efforts and costs testing our EXACT technology in preclinical
studies of NGN- 401, including completing toxicology studies prior to the FDA providing clearance of the IND for NGN-
401. However, we cannot guarantee that significant adverse effects will not be seen in clinical trials for NGN- 401, which
could result in clinical holds, delays, suspension or withdrawal of our IND. If any of the foregoing events occur or if
NGN- 401 or NGN- 101 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 and prospects. We may
expend our limited resources to pursue a particular product candidate, such as NGN- 401 or NGN- 101, 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 allocating significant resources to our most advanced product
candidates, NGN- 401 and NGN- 101. 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 NGN- 401 or NGN- 101 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 NGN- 401 or
NGN- 101 or any other product candidates, our product candidates 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 such as whether the product can be sold at a competitive cost and whether it will otherwise be accepted in
the market. There is currently one FDA- approved product and multiple other product candidates in various stages of
development for the treatment of Rett syndrome. Market participants with significant influence over acceptance of new
treatments, such as clinicians and third- party payors, may not adopt a gene therapy replacement with a target product
profile such as that of NGN- 401 or NGN- 101 or for their 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 our existing or future collaborators. Market acceptance of NGN- 401 or NGN- 101 or any
other product candidates will depend on many factors the-safety-and-effeetiveness-of factors that are not within
control. Sales of biological also depend on the willingness of clinicians to prescribe the treatment. We cannot
predict whether clinicians , clinicians’ organizations, hospitals, the-other ease-healthcare providers, government agencies
or private insurers will determine that any of our approved products are safe, therapeutically effective or potent, cost
effective or less burdensome as compared competing treatments. If NGN- 401 or NGN- 101 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. We have 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 currently have no sales force, marketing or distribution capabilities. To achieve commercial success for a

product candidate, we may opt to license such product candidate to others, in case we may rely on the assistance
and guidance of our collaborators on that license arrangement. For a produets— product candidate for eanbe-administered
and-the-extent-to- 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 retaining 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 company,
employees and third patients—- parties aeeeptrelatively-newrottes-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 administratiorra product candidate
upon approval. Moreover , 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 the-them timing-or be able to reach or sustain
profitability. We have never completed any late- stage clinical trials and may not be able to file and-- an seope- IND
application or other applications for regulatory approval to commence additional clinical trials on the timelines we
expect. Even if we are able to complete such trials, the FDA or comparable foreign regulatory authorities may not
permit us to proceed or could suspend or terminate any such trial after it has been initiated. We are early in our
development efforts and will need to successfully complete later- stage and pivotal clinical trials in order to obtain FDA
or comparable foreign regulatory approval to market our product candidates. Carrying out clinical trials and the
submission of a successful IND or CTA is a complicated process. We have not yet completed a Phase 1 /2 clinical trial
and have limited experience as a company in preparing, submitting and prosecuting regulatory filings. If topline results
from our Phase 1 /2 clinical trial of NGN- 401 are successful, we intend to engage with the FDA and other comparable
foreign regulators to determine the requirements to support initiation of a pivotal clinical trial. If topline results from
our Phase 1 /2 clinical trial of NGN- 101 are successful, we intend to engage with the FDA and other comparable foreign
regulators to determine if there is a streamlined pathway to approval for NGN- 101 for the treatment of CLNS Batten
disease. However, regulatory authorities may recommend changes to the study designs for NGN- 401 or NGN- 101,
including the number and size of registrational clinical trials required to be conducted in such programs. In addition,
regulatory authorities could require manufacturing changes or have us implement additional analytical processes prior
to initiation of a future clinical trial. 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 a
regulatory meeting, such regulatory authorities may change their requirements in the future. The FDA 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 initiate clinical trials or obtain 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. For our preclinical pipeline, if the IND- enabling studies support a decision to advance into
clinical development, we would plan to submit an IND or CTA with a foreign regulatory authority. We may not be able



to file the IND or CTA in accordance with our desired timelines for future product candidates. For example, we may
experience manufacturing delays or other delays with IND- enabling studies, including with suppliers, study sites, or
third- party contractors and vendors on which we depend. Moreover, we cannot be sure that submission of an IND
application will result in the FDA 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 such clinical trials. Risks Related to
Manufacturing Gene therapies are novel, complex and difficult to manufacture. We could experience manufacturing
problems that result in delays in the development or commercialization of our product candidates or otherwise harm our
business. The manufacture of gene therapy products is technically complex and necessitates substantial expertise and
capital investment. Production difficulties caused by unforeseen events may delay the availability of material for our
clinical studies. While we are currently establishing our own manufacturing facility to provide clinical and commercial
supply of our product candidates, we expect to rely on contract manufacturers for certain portions of our manufacturing
needs for the foreseeable future, such as those related to research grade material for our early preclinical studies. We
have also relied on a third- party contract manufacturer to manufacture clinical supply for our Phase 1 /2 clinical trial
of NGN- 101. The manufacturers of biological and pharmaceutical products must comply with strictly enforced cGMP
requirements, state and federal regulations, as well as foreign requirements when applicable. Any failure of us or our
CDMOs to adhere to or document compliance with such regulatory requirements could lead to a delay or interruption in
the availability of our program materials for clinical trials or enforcement action from the FDA, EMA or other foreign
regulatory authorities. If we or our manufacturers were to fail to comply with the FDA, EMA or other regulatory
authority, it could result in sanctions being imposed on us, including clinical holds, fines, injunctions, civil penalties,
delays, suspension or withdrawal of approvals, license revocation, seizures or recalls of product candidates or products,
operating restrictions and criminal prosecutions, any of which could significantly and adversely affect supplies of our
product candidates. Our potential future dependence upon others for the manufacture of our product candidates may
also adversely affect our future profit margins and our ability to commercialize any product candidates that receive
regulatory approval on a timely and competitive basis. Biological products are inherently difficult to manufacture.
Although we believe that the manufacture of our product candidates may be simplified due to their shared raw materials
and other similarities, we cannot be certain that this will be the case and we may be required to develop manufacturing
methods that ultimately differ significantly between product candidates, which would require that we invest substantial
time and capital to develop suitable manufacturing methods. Our program materials are manufactured using technically
complex processes requiring specialized equipment and facilities, highly specific raw materials, cells, and reagents, and
other production constraints. Our production process requires a number of highly specific raw materials, cells and
reagents with limited suppliers. Even though we aim to have backup supplies of raw materials, cells and reagents
whenever possible, we cannot be certain those supplies will be sufficient if our primary sources are unavailable. A
shortage of a critical raw material, cell line, or reagent, or a technical issue during manufacturing, may lead to delays in
clinical development or commercialization plans. We are particularly susceptible to any shortages, delays or inability to
obtain suitable raw materials, given that all of our current and planned product candidates require this starting
material. Any changes in the manufacturing of components of the raw materials we use could result in unanticipated or
unfavorable effects in our manufacturing processes, resulting in delays. Once the biological products are manufactured,
the product must be analyzed utilizing assays and meet pre- determined specifications in order to be used in certain
preclinical studies, in any clinical trial, and, if approval is obtained, for commercial distribution. This testing is
performed in- house and at third- party contract manufacturers. Delays or other unexpected obstacles in performing the
tests and obtaining the results in- house or at a third- party contractor could result in unanticipated impact to our ability
to supply material as needed for pre- clinical, clinical, or commercial needs. Neurogene and our contract manufacturers
for AAVY are subject to significant regulation with respect to manufacturing of our products. The third- party
manufacturing facilities on which we rely, our in- house manufacturing facility, and any manufacturing facility that we
may have in the future, may have limited capacity or fail to meet the applicable stringent regulatory requirements. We
currently have relationships with a limited number of suppliers for the raw materials, including plasmids and virus
banks, required by the manufacturing processes of our product candidates. Virus intended for use in our early
preclinical studies has been and can be externally supplied; however, if we experience slowdowns or problems with our
in- house manufacturing facility and are unable to establish or scale our internal manufacturing capabilities, we will
need to continue to contract with manufacturers to produce the preclinical, clinical and commercial supply and such
supply will be more uncertain and subject to delays. In addition, each supplier may require licenses to manufacture
certain components of the supply if such processes are not owned by the supplier or in the public domain and we may be
unable to license such intellectual property rights on reasonable commercial terms or to transfer or sublicense the
intellectual property rights we may have with respect to such activities. All entities involved in the preparation of
therapeutics for clinical trials or commercial sale, including our existing contract manufacturers for components of our
product candidates, are subject to extensive regulation. Components of a finished therapeutic product approved for
commercial sale or used in late- stage clinical trials must be manufactured in accordance with cGMP. These regulations
govern manufacturing processes and procedures (including recordkeeping) and the implementation and operation of
quality systems to control and assure the quality of investigational products and products approved for sale. Poor
control of production processes can lead to the introduction of adventitious agents or other contaminants, or to
inadvertent changes in the properties or stability of our product candidates that may not be detectable in final product
testing. We or our contract manufacturers must supply all necessary documentation in support of a biologics license
application (“ BLA ”) or marketing authorization application (“ MAA ”) on a timely basis. Our facilities and quality



systems and the facilities and quality systems of some or all of our third- party contractors must pass a pre- approval
inspection for compliance with the applicable regulations as a condition of regulatory approval of our current or future
product candidates. In addition, regulatory authorities may, at any time, audit or inspect a manufacturing facility
involved with the preparation of our current or future product candidates or the associated quality systems for
compliance with the regulations applicable to the activities being conducted, and they could put a hold on one or more of
our clinical trials if the facilities of our CDMOs do not pass such audit or inspections. If facilities do not pass a pre-
approval plant inspection, the FDA or other foreign regulatory agency approval of the will not be granted.
Regulatory authorities also may . at any time following approval of a product for sale, inspect or audit our
manufacturing facilities or the-those of our third- party contractors. If any such inspection or audit identifies a failure to
comply with applicable regulations or if a violation of our product specifications or applicable regulations occurs
independent of such an inspection or audit, we or the relevant regulatory authority may require remedial measures that
may be costly and / or time- consuming for us or a third party to implement, and that may include the temporary or
permanent suspension of a clinical trial or commercial sales or the temporary or permanent closure of a facility. Any
such remedial measures imposed upon us or third parties with whom we contract could harm our business. If we or any
of our third- party manufacturers fail to maintain regulatory compliance, the FDA or other foreign regulatory agencies
can impose regulatory sanctions including, among other things, refusal to approve a pending application for a new drug
product or biologic product, or revocation of a pre- existing approval. As a result, our business, financial condition and
results of operations may be harmed. Additionally, if supply from one approved manufacturer is interrupted, there
could be a significant disruption in commercial supply. An alternative manufacturer would need to be qualified through
a BLA and / or MAA supplement, which could result in further delay. The regulatory agencies may also require
additional studies if a new manufacturer is relied upon for commercial production. Switching manufacturers may
involve substantial costs and is likely to result in a delay in our desired clinical and commercial timelines. These factors
could cause the delay of clinical trials, regulatory submissions, required approvals or commercialization of our product
candidates, cause us to incur higher costs and prevent us from commercializing our products successfully, if approved.
Further, if our suppliers fail to meet contractual requirements, and we are unable to secure one or more replacement
suppliers capable of production at a substantially equivalent cost, our clinical trials may be delayed or we could lose
future potential revenue, if any. We depend on third- party suppliers for materials used in the manufacture of our
product candidates, and the loss of these third- party suppliers or their inability to supply us with adequate materials
could harm our business. We rely on third- party suppliers for certain materials and components required for the
production of our product candidates. Our dependence on these third- party suppliers and the challenges we may face in
obtaining adequate supplies of materials involve several risks, including limited control over pricing,

quality of supplies and delivery schedules. There is substantial demand and limited supply for certain of the raw
materials used to manufacture gene therapy products. As a small company, our negotiation leverage is limited and we
are likely to get lower priority than our larger competitors. We cannot be certain that our suppliers will continue to
provide us with the quantities of raw materials that we require or satisfy our anticipated specifications and quality
requirements. Any supply interruption in limited or sole sourced raw materials could materially harm our ability to
manufacture our product candidates until a new source of supply, if any, could be identified and qualified. We may be
unable to find a sufficient alternative supply channel in a reasonable time or on commercially reasonable terms. Any
performance failure on the part of our suppliers could delay the development and potential commercialization of our
product candidates, including limiting supplies necessary for clinical trials and regulatory approvals, which would have
a material adverse effect on our business. Delays in developing our manufacturing capabilities or failure to achieve
operating efficiencies from such capabilities may require us to devote additional resources and management time to
manufacturing operations and may delay our product development timelines. We have a GMP manufacturing facility
located in Houston, Texas that includes process, analytical and bioanalytical development labs with experienced teams.
NGN- 401 was manufactured at our Houston facility and clinical- grade product is available for dosing in the Phase 1 /2
clinical trial of NGN- 401 that is currently enrolling patients. However, we will need to conduct additional NGN- 401
manufacturing campaigns to generate additional clinical supply, as well as supply for our preclinical studies for our
discovery programs, and we may not be able to satisfy such supply through production at our own facility. Other risks
relating to the manufacture of biologics and drug products include: production interruptions, delays in quality / release
testing, equipment malfunctions, facility contamination, labor problems, natural disasters, disruption in utility services,
terrorist activities, war, cases of force majeure, acts of god (such as public health crises) or other events beyond our
control and, in each case, could result in delays in our production or difficulties in maintaining compliance with
applicable regulatory requirements. Any contamination or interruption in our manufacturing process, shortages of raw
materials or failure of our suppliers to deliver necessary components could result in delays in our clinical development or
marketing schedules. Given the nature of gene therapy manufacturing, there is a risk of contamination. Any
contamination could adversely affect our ability to produce product candidates on schedule and could, therefore, harm
our results of operations and cause reputational damage. Some of the raw materials required in our manufacturing
process are derived from biologic sources. Such raw materials are difficult to procure and may be subject to
contamination or recall. A material shortage, contamination, recall or restriction on the use of biologically derived
substances in the manufacture of our product candidates could adversely impact or disrupt the commercial
manufacturing or the production of clinical material, which could adversely affect our development timelines and our
business, financial condition, results of operations and prospects. We may not be able to successfully manufacture our
product candidates in sufficient quality and quantity, which would delay or prevent us from developing our product



candidates and commercializing resulting approved products, if any. To date, we have manufactured NGN- 401 in
quantities and quality adequate for preclinical, toxicology and clinical studies. In order to conduct clinical trials for a
product candidate and for commercialization of the resulting product if that product candidate is approved for sale, we
will need to manufacture product candidates in additional cGMP campaigns or in larger batch sizes. We may not be able
to successfully repeat or increase the manufacturing capacity for any of our product candidates in a timely or -
effective manner or at all. Significant changes or scale- up may require additional validation studies
which are costly and which regulatory authorities must review and approve. In addition, quality issues may arise during
those changes or scale- up activities. If we are unable to successfully manufacture any of our product candidates in
sufficient quality and quantity, the development of that product candidate and regulatory approval or commercial
launch for any resulting products may be delayed or there may be a shortage in supply, which could significantly harm
our business. Changes in methods of product candidate manufacturing or formulation may result in additional costs or
delay. As product candidates proceed through preclinical studies to late- stage clinical trials towards potential approval
and commercialization, it is common that various aspects of the development program, such as manufacturing methods
and formulation, are altered along the way in an effort to optimize processes and product characteristics. Such changes
carry the risk that they will not achieve our intended objectives. Any such changes could cause our product candidates to
perform differently and affect the results of planned clinical trials or other future clinical trials conducted with the
materials manufactured using altered processes. Such changes may also require additional testing, FDA notification or
approval from the FDA or foreign regulatory agencies. This could delay completion of clinical trials, require the conduct
of bridging clinical trials or the repetition of one or more clinical trials, increase clinical trial costs, delay approval of our
product candidates and jeopardize our ability to commence sales and generate revenue. In addition, we may be required
to make significant changes to our upstream and downstream processes across our pipeline, which could delay the
development of our future product candidates. Risks Related to Our Reliance on Third Parties Our discovery engine is
supplemented by academic collaborations to expand our platform, which we rely upon to advance discovery and
development of product candidates. For example, our collaboration with the University of Edinburgh is critical to our
business. In December 2020, we entered into a Master Collaboration Agreement (the “ MCA ) with the University of
Edinburgh, which we rely on to conduct certain aspects of the preclinical development of our pipeline candidates,
including NGN- 401 and all of our early- stage pipeline product candidates. Further, in March 2022, we entered into an
exclusive license agreement with the University of Edinburgh for, with respect to certain University of Edinburgh- owned
technology, a worldwide, exclusive, sublicensable license to develop, have developed, use, manufacture, have
manufactured, supply, have supplied, sell, have sold, offer for sale, commercialize, import, export, register, reproduce,
dispose of or otherwise exploit any products, processes, components, services and / or technologies incorporating the
technology for the prevention or treatment of disease or medical or genetic conditions in humans. We also currently rely
on the University of Edinburgh for portions of preclinical research capabilities under the direction of Dr. Stuart Cobb,
Professor in Translational Neuroscience at the University of Edinburgh and our Chief Scientific Officer. Pursuant to the
MCA, we and the University of Edinburgh agreed to collaborate on certain research and development projects (the «
Projects ), and we agreed to provide funding for such Projects. In exchange for such funding, the University of
Edinburgh grants us an option to exclusively license any intellectual property arising from such Projects. Either party
has the right in certain circumstances to terminate the collaboration pursuant to the terms of the MCA. If the MCA is
not renewed or is terminated, our pipeline of product candidates would be significantly adversely affected, and our
business would be materially harmed. Following an amendment to the MCA in November 2023, the term of the research
funding portion of the MCA, under which we have the ability to acquire exclusive rights to additional technology and
gene therapy products, now expires in December 2026. If we need to extend the term of this provision beyond that date,
we will need to negotiate an additional extension with the University of Edinburgh, and we may not be able to agree on
such an extension on terms that are acceptable to us, or at all. We may have disagreements with the University of
Edinburgh with respect to the interpretation of the MCA, use of resources or otherwise that could cause our relationship
to deteriorate. As a result, the University of Edinburgh may reduce focus on, and resources allocated to, our programs,
potentially delaying or terminating our ability to advance product candidates through preclinical studies. Additionally, if
Dr. Cobb were to leave the University of Edinburgh or to otherwise no longer be meaningfully involved with us, our
preclinical research and development capabilities may be substantially reduced. Further, under the MCA, the University
of Edinburgh is primarily responsible for prosecuting and maintaining our licensed intellectual property, and it may fail
to properly prosecute, maintain or defend such intellectual property. In such event, if we are unable to otherwise
maintain or defend such intellectual property, we could face the potential invalidation of the intellectual property or be
subjected to litigation or arbitration, any of which would be time- consuming and expensive. To enforce the licensed
intellectual property rights under the MCA, we will need to coordinate with the University of Edinburgh, which could
slow down or hamper our ability to enforce our licensed intellectual property rights. If this happens, we could face
increased competition that could materially and adversely affect our business. For a further description of the MCA, see
“ Business — License Agreements. ” Additionally, in May 2019, we entered into an exclusive license agreement with the
University of North Carolina (“ UNC ”) for, with respect to the UNC invention known as “ Optimized CLNS Genes and
Expression Cassettes and Their Use, ” a worldwide, exclusive, sublicensable license to make, use, sell, have made, have
sold, offer for sale and import any method or process, composition, product, or component part thereof for the
prevention or treatment of disease or medical or genetic conditions, including CLNS Batten disease or other diseases
stemming from dysfunction of the CLNS5 gene. We also currently have or may in the future engage in other academic
collaborations to supplement our internal discovery and product development program. While these academic



institutions have contractual obligations to us, they are independent entities and are not under our control or the control
of our officers or directors. Our research and licensing agreements with academic collaborators generally provide
academic collaborators with license maintenance fees, development and regulatory milestone payments, royalties on net
sales of products and a portion of sublicense income that we receive. Upon the scheduled expiration of any academic
collaboration, we may not be able to renew the related agreement, or any renewal could be on terms less favorable to us
than those contained in the existing agreement. Furthermore, either we or the academic institution generally may
terminate the sponsored research agreement for convenience following a specified notice period. If any of these academic
institutions decides to not renew or to terminate the related agreement or decides to devote fewer resources to such
activities, our discovery efforts would be diminished, while our royalty obligations, if any, would continue unmodified.
We currently rely, and intend in the future to rely, on third parties to conduct a significant portion of our preclinical
studies and existing clinical trials and potential future clinical trials for product candidates, and those third parties may
not perform satisfactorily, including failing to meet deadlines for the completion of such trials. We have engaged CROs
or other third parties to conduct preclinical and IND enabling studies and our clinical trials, including our Phase 1 /2
clinical trial of NGN- 401 and Phase 1 /2 clinical trial of NGN- 101. We expect to continue to rely on third parties,
including CROs, medical institutions and clinical investigators, to conduct those clinical trials. Any of these third parties
may terminate their engagements with us, some in the event of an uncured material breach and some at any time for
convenience. If any of our relationships with these third parties terminate, we may not be able to timely enter into
arrangements with alternative third parties or do so on commercially reasonable terms, if at all. Switching or adding
CRO:s involves substantial cost and requires management time and focus. In addition, there is a natural transition
period when a new CRO commences work. As a result, delays occur, which can materially impact our ability to meet our
desired clinical development timelines. Though we intend to carefully manage our relationships with CROs, there can be
no assurance that we will not encounter challenges or delays in the future or that these delays or challenges will not have
a material adverse impact on our business and financial condition. In addition, any third parties conducting our clinical
trials will not be our employees, and except for remedies available to us under our agreements with such third parties,
we cannot control whether or not such third parties devote sufficient time and resources to our clinical programs. If
these third parties do not successfully carry out their contractual duties or obligations or meet expected deadlines, if they
need to be replaced or if the quality or accuracy of the clinical data they obtain is compromised due to the failure to
adhere to our clinical protocols, regulatory requirements or for other reasons, our clinical trials may be extended,
delayed or terminated and we may not be able to obtain regulatory approval for or successfully commercialize our
product candidates. Consequently, our results of operations and the commercial prospects for our product candidates
would be harmed, our costs could increase substantially and our ability to generate revenue could be delayed
significantly. Further, while our reliance on these third parties for research and development activities will reduce our
control over these activities, we will not be relieved of our responsibilities for ensuring that each of our studies and trials
is conducted in accordance with the applicable protocol, legal, regulatory and scientific standards. For example, we will
remain responsible for ensuring that each of our clinical trials is conducted in accordance with the general
investigational plan and protocols for the trial. Moreover, the FDA requires us to comply with GCPs for conducting,
recording and reporting the results of clinical trials to assure that data and reported results are credible and accurate
and that the rights, integrity and confidentiality of trial participants are protected. We also are required to register
ongoing clinical trials and post the results of completed clinical trials on a government- sponsored database,
ClinicalTrials. gov, within specified timeframes. Failure to do so can result in fines, adverse publicity and civil and
criminal sanctions. If we or any of our CROs or other third parties, including trial sites, fail to comply with applicable
GCPs, the clinical data generated in our clinical trials may be deemed unreliable and the FDA, EMA or comparable
foreign regulatory authorities may require us to perform additional clinical trials before approving our

applications. We cannot assure you that upon inspection by a given regulatory authority, such regulatory authority will
determine that any of our clinical trials complies with GCP regulations. In addition, our clinical trials must be
conducted with product produced under cGMP conditions. Our failure to comply with these regulations may require us
to repeat clinical trials, which would delay the regulatory approval process. In addition, principal investigators for our
clinical trials may serve as scientific advisors or consultants to us from time to time receive compensation in
connection with such services. Under certain circumstances, we may be required to report some of these relationships to
the FDA. The FDA may conclude that a financial relationship between us and a principal investigator has created a
conflict of interest or otherwise affected interpretation of the trial. The FDA may therefore question the integrity of the
data generated at the applicable clinical trial site and the utility of the clinical trial itself may be jeopardized. This could
result in a delay in approval, or rejection, of our marketing applications by the FDA and may ultimately lead to the
denial of marketing approval of NGN- 401 and NGN- 101 or any other product candidates. We currently store drug
product for clinical trial sites in the United States, and currently rely on and expects in the future to rely on third parties
to distribute product supplies for our clinical trials, as well as to store and distribute supply for clinical trial sites outside
of the United States. Any performance failure on the part of Neurogene or our distributors could delay clinical
development or marketing approval of our product candidates or commercialization of our products, if approved,
producing additional losses and depriving us of potential revenue. Risks Related to Our Business and Operations Over
time, 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 biological product development, technical operations, clinical
operations, regulatory affairs, manufacturing and, potentially, , marketing and distribution. 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 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. The expansion of our operations may lead to significant costs and may divert our
management and business development resources. Any inability to manage growth could delay the execution of our
business plans or disrupt our operations. We are highly dependent on our key personnel and 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 Founder
and Chief Executive Officer, President and Chief Financial Officer, and Chief Scientific Officer, as well as other key
members of our leadership team. Our executive officers may terminate their employment with us at any time. We do not
maintain “ key person ” insurance for any of our executives or other employees. The loss of the services of our executive
officers or other key employees could impede the achievement of 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. Failure to attracting and
retaining qualified personnel could materially and adversely affect our business, financial condition 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 NGN- 401 or NGN- 101 or other product candidates in foreign markets for which we may rely on
collaborations with third parties. We are not permitted to market or promote any product candidates before we receive
regulatory approval from the applicable foreign regulatory authority, and may never receive such regulatory approval
for any product candidates. To obtain separate regulatory approval 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 commercial sales, pricing and distribution of NGN- 401 or NGN- 101 or other product
candidates, and we cannot predict success in these jurisdictions. If we fail to comply with the regulatory requirements in
international markets or to receive applicable marketing approvals, our target market will be reduced and our ability to
realize the full market potential of NGN- 401 or NGN- 101 or other product candidates will be harmed and our business
will be adversely affected. Moreover, even if we obtain approval of NGN- 401 or NGN- 101 or other product candidates
and ultimately commercialize such product candidates in foreign markets, we would be subject to the risks and
uncertainties of operating in such foreign markets, 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 computer
systems have suffered a security breach and in the future our systems, or those of any of our CROs, manufacturers,
other contractors, third party service providers or consultants or potential future collaborators, may fail or suffer
additional security or data privacy breaches or other unauthorized or improper access to, use of, or destruction of our
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. Despite the implementation of
security measures in an effort to protect systems that store our information, given the size and complexity of such
systems and the increasing amounts of information maintained on our internal information technology systems and
those of our third- party CROs, other contractors (including sites performing our clinical trials), third- party service
providers and supply chain companies, consultants and 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 our employees, contractors, consultants, business partners and / or other third parties, or from
cyber- attacks by malicious third parties, which may compromise our system infrastructure or lead to the loss,
destruction, alteration or dissemination of, or damage to, our data. From time to time, we are subject to business email
compromise attack attempts. In August 2023, we discovered a business email compromise attack that resulted in the
misappropriation of approximately $ 0. 9 million. While we have implemented remedial measures in response to this
incident, we cannot guarantee that such measures will prevent additional related, as well as unrelated incidents, or that
we will be able to defend against or successfully remediate any such attacks that may occur in the future. If a material
system failure, accident or security breach were to occur and cause interruptions in our operations or the operations of
third- party collaborators, service providers, contractors and consultants, it could result in a material disruption of our
development programs and significant reputational, financial, legal, regulatory, business or operational harm. Further,



since we sponsor clinical trials, any breach that compromises patient data and identities causing a breach of privacy
could have significant adverse consequences on our business. For example, the loss of clinical trial data from completed
or future clinical trials could affect trust in us, negatively impacting our ability to recruit for future clinical trials, result
in delays in our regulatory approval efforts and significantly increase our costs to recover or reproduce the data. 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 inappropriate disclosure of confidential proprietary
information, 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 NGN- 101 or NGN- 401 or other product candidates could be
delayed. As our employees work remotely and use network connections, computers, and devices outside of 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, patients or other individuals, regulators or, in certain circumstances, the media of security incidents. Such
disclosures are costly, and the disclosure or the failure to comply with such requirements could lead to adverse
consequences, including damage to our reputation. We rely on third- party service providers and technologies to operate
critical business systems, including 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 as a result. 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
monetary, reputational and other 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 and will not be compromised. If we (or a third
party upon whom we rely) experiences a security incident or is 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
personal information (including sensitive 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 our stakeholders (including investors and potential customers) to stop supporting our business,
deter new customers from our products, deter patients from participating in clinical trials 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, injunctive restrictions on data
processing 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, subject us to injunctive restrictions on data processing and otherwise cause a material
adverse effect on our business, financial condition, and results of operations. See the sections entitled “ Business —
Government Regulation — Data Privacy and Security ” and “ — Other Regulatory Matters ” 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. Our ability to utilize our net operating loss carryforwards and
certain other tax attributes may be limited. As of December 31, 2023, Neurogene had net operating loss carryforwards
for federal and state income tax purposes of $ 277. 9 million and $ 35. 1 million, respectively. The federal net operating
losses will not be subject to expiration and can be carried forward indefinitely; however, they are limited to a deduction
to 80 % of annual taxable income. The state net operating losses begin to expire in 2038. To the extent that our taxable
income exceeds any current year operating losses, we plan to use our carryforwards to offset income that would
otherwise be taxable. Also, for state income tax purposes, the extent to which states will conform to the federal laws is
uncertain and there may be periods during which the use of net operating loss carryforwards are suspended or otherwise
limited, which could accelerate or permanently increase state taxes owed. In addition, under Section 382 of the Code,
changes in our ownership may limit the amount of our net operating loss carryforwards and tax credit carryforwards
that could be utilized annually to offset our future taxable income, if any. This limitation would generally apply in the
event of a cumulative change in ownership of more than 50 % (as measured by value) among a stockholder or one or
more groups of stockholders who own at least S % of our stock within a three- year period. We have not performed an
analysis to determine whether there has been an ownership change pursuant to Section 382. Any such limitation may
significantly reduce our ability to utilize our net operating loss carryforwards and tax credit carryforwards before they
expire. Any such limitation, whether as the result of a public offering, private placements, sales of our common stock by
our existing stockholders or additional sales of our common stock by us, could have a material adverse effect on our
results of operations in future years. We may be subject to adverse legislative or regulatory tax changes that could
negatively impact our financial condition. The rules dealing with U. S. federal, state and local income taxation are
constantly under review by persons involved in the legislative process and by the Internal Revenue Service and the U. S.
Treasury Department. Changes to tax laws (which changes may have retroactive application) could adversely affect us
or our stockholders. We assess the impact of various tax reform proposals and modifications to existing tax treaties in all
jurisdictions where we have operations to determine the potential effect on our business and any assumptions we have
made about our future taxable income. We 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 be enacted. For
example, the United States recently enacted the Inflation Reduction Act of 2022, which implements, among other
changes, a 1 % excise tax on certain stock buybacks. In addition, beginning in 2022, the Tax Cuts and Jobs Act
eliminates the currently available option to deduct research and development expenditures and requires taxpayers to
amortize them generally over five years. The U. S. Congress is considering legislation that would restore the current
deductibility of research and development expenditures, however, there is no assurance that the provision will be
repealed or otherwise modified. Such changes, among others, may adversely affect our effective tax rate, results of
operation and general business condition. 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 their
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 at financial institutions 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. 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. At the end of August 2023, we identified a material weakness in our internal control over financial reporting
and may identify additional material weaknesses in the future that may cause us to fail to meet our reporting obligations
or result in material misstatements of our financial statements. If our internal control over financial reporting or our
disclosure controls and procedures are not effective, we may not be able to accurately report our financial results,
prevent fraud or file our periodic reports in a timely manner, which may cause investors to lose confidence in our
reported financial information and may lead to a decline in our share price. Our internal controls related to the cash
disbursements process were not adequately designed to identify unauthorized payment requests, resulting in the
identification of a material weakness. Specifically, at the end of August 2023, we discovered that we were subject to a
business email compromise attack by a third party. This deficiency in our controls resulted in the diversion of payments



to fraudulent bank accounts. We determined that certain internal controls required for safeguarding our cash assets
were not properly designed due to insufficient specificity regarding our policies and procedures surrounding supplier
banking information changes, not identifying segregation of duties, and insufficient training on exercising professional
skepticism. We therefore implemented steps to remediate this control deficiency, including increasing communication of
and training around our controls relating to changes made to information, emphasizing security awareness and the
importance of professional skepticism and designing a process to review supplier information changes prior to release of
payments. While our management determined based on the assessment of internal control over financial reporting that
as of December 31, 2023, this material weakness had been remediated, there can be no assurance that the remediation
plans we implemented relating to this business email compromise attack will be successful in preventing a repeat of that
attack or that we will be able to avoid potential future material weaknesses. If we are unable to successfully remediate
existing or any future material weakness in our internal control over financial reporting, or if we identify any additional
material weaknesses, the accuracy and timing of our financial reporting may be adversely affected, we may be unable to
maintain compliance with securities law and applicable stock exchange listing requirements regarding timely filing of
periodic reports, investors may lose confidence in our financial reporting, and our stock price may decline as a result.
We also could become subject to investigations by Nasdaq, the SEC or other regulatory authorities. 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 and expect to continue to 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 unfairly competing with us. Our success depends
in large part on our ability to obtain and maintain patent protection for platform technologies, including our EXACT
gene regulation platform, product candidates and their uses, as well as the ability to operate without infringing on or
violating the proprietary rights of others. As of December 31, 2023, we license 17 patent applications, including U. S.
patent applications, international patent applications under the Patent Cooperation Treaty or otherwise, and 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. As of December 31, 2023, we do not 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 may be licensed or owned 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 researches, 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. In order to 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 any 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 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 product
candidates through acquisitions and in- licenses. Because our development programs require and 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 any
compositions, methods of use, processes or other third- party intellectual property rights from third parties that we
identify as necessary for 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 . In addition , price-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
reimbursement-eoverage-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, 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 posttion—Competiftg
applications relating to a preduets— product eetdd-present-superior-treatment-alternatives-candidate are controlled by future
licensors or collaboration partners. For example, we currently license several patent families from the University of
Edinburgh covering the EXACT gene regulation platform, as well as the NGN- 401 product candidate and its uses. We
also license a patent family covering the NGN- 101 product candidate and its uses from UNC. If any of such 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 being-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 candidates 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 of patents 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, 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, 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. 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. Certain of our current product candidates and research programs
are licensed from or based upon licenses from a third party and are field limited to certain indications. If these license
agreements are terminated or interpreted to narrow our rights, our ability to advance our current product candidates or
develop new product candidates based on these technologies will be materially adversely affected. We depend on, and
will continue to depend on, our current licenses with UNC, the University of Edinburgh, Virovek, Inc. (“ Virovek ) and
Sigma- Aldrich Co. LLC (“ Sigma ”), and on licenses and sublicenses from other third parties, as well as potentially on
other strategic relationships with third parties, for the research, development, manufacturing and commercialization of
our current product candidates. If any of our licenses or relationships or any in- licenses on which our licenses are based
are terminated or breached, we may: ¢ lose our rights to develop and market our current product candidates; * lose
patent or trade secret protection for our current product candidates; * experience significant delays in the development
or commercialization of our current product candidates; * not be able to obtain any other licenses on acceptable terms, if
at all; or * incur liability for damages. Additionally, even if not terminated or breached, our intellectual property licenses
or sublicenses may be subject to disagreements over contract interpretation, which could narrow the scope of our rights
to the relevant intellectual property or technology or increase our financial or other obligations. If we experience any of
the foregoing, it could have a materially adverse effect on our business and could force us to cease operations. If we fail
to comply with our obligations in any agreements under which we may license intellectual property rights from third



parties or otherwise experience disruptions to our business relationships with our licensors, we could lose license rights
that are important to our business. We are party to license agreements with UNC, the University of Edinburgh, Virovek
and Sigma and may from time to time in the future be party to other license and collaboration agreements with third
parties to advance our research or allow commercialization of current or future product candidates. Such agreements
may impose numerous obligations, such as development, diligence, payment, commercialization, funding, milestone,
royalty, sublicensing, insurance, patent prosecution, enforcement and other obligations on us and may require us to
meet development timelines, or to exercise commercially reasonable efforts to develop and commercialize licensed
products, in order to maintain the licenses. See “ Business — License Agreements > for information regarding our
license agreements with UNC, the University of Edinburgh, Virovek and Sigma. Despite our best efforts, our licensors
might conclude that we have materially breached our license agreements and might therefore terminate the license
agreements, thereby removing or limiting our ability to develop and commercialize products and technologies covered by
these license agreements. If these licenses are terminated for any reason, or if the underlying patents fail to provide the
intended exclusivity, we could lose significant rights and our ability to commercialize our current or future product
candidates may be harmed, and competitors or other third parties would have the freedom to seek regulatory approval
of, and to market, products identical to ours and we may be required to cease our development and commercialization of
certain of our current or future product candidates. Any of the foregoing could have a material adverse effeetive—-- effect
on our competitive position , safer-business , fess-financial conditions, results of operations, and prospects. Disputes may
also arise between us and our 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 the extent to
which our technology and processes infringe, misappropriate or otherwise violate intellectual property rights of the
licensor that is not subject to the licensing agreement; * our right to sublicense patent and other rights to third parties
under collaborative development relationships; ¢ our diligence obligations with respect to the use of the licensed
technology in relation to the development and commercialization of our current or future product candidates, and what
activities satisfy those diligence obligations; * the priority of invention of any patented technology; and ¢ the ownership of
inventions and know- how resulting from the joint creation or use of intellectual property by our current or future
licensors and by us and our other partners. In addition, the agreements under which we may license intellectual property
or technology from third parties are likely to be complex, and certain provisions in such agreements may be susceptible
to multiple interpretations. The resolution of any contract interpretation disagreement that may arise could narrow
what we believe to be the scope of our rights to the relevant intellectual property or technology, or increase what we
believe to be our financial or other obligations under the relevant agreement, either of which could have a material
adverse effect on our business, financial condition, results of operations and prospects. Moreover, if disputes over
intellectual property that we may license prevent or impair our ability to maintain future licensing arrangements on
acceptable terms, we may be unable to successfully develop and commercialize the affected current or future product
candidates, which could have a material adverse effect on our business, financial conditions, results of operations and
prospects. 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, liability and diversion of resources, and prevent or delay 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. We cannot be certain that patents owned or licensed by us will not be
challenged by others in the course of litigation. 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 uncertainties resulting from the initiation and continuation of any litigation could
have a material adverse effect on our business. 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 and time- consuming. Any such claims could provoke these parties to assert counterclaims
against us , including claims alleging that or-our marketed-and-intellectual property, methods or products 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 seld-hold a claim invalid even though the same
evidence would be insufficient to invalidate the claim if first presented in a district court action. If we are required to
defend intellectual property actions brought by third parties, or if we sue to protect our own intellectual property rights



or otherwise to protect our proprietary information and to prevent its disclosure, or if we are involved in other litigation,
whether as a plaintiff or defendant, and whether or not successful, we may incur substantial legal expenses and the
attention of our management and key personnel may be diverted from business operations. Further, some of our
competitors may be able to sustain the costs of complex intellectual property litigation we can
because they have substantially greater resources. 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 have 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, and may not be able to obtain such licenses on terms acceptable to us, if at all. 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 employees, we engage 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
or consultants working on our behalf 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. We may litigate
to defend ourselves against these claims, and 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, operations and financial
condition. 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 along with 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, our
operations 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. 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 and the USPTO, the laws and regulations governing patents could change in
unpredictable ways that could have a material adverse effect on our patent rights and our ability to protect, defend and
enforce our patent rights in the future. Geopolitical actions in the United States and in foreign countries could increase
the uncertainties and costs surrounding the prosecution or maintenance of patent applications and the maintenance,
enforcement or defense of issued patents. Accordingly, our competitive position may be impaired, and our business,
financial condition, operations and prospects may be adversely affected. In addition, a European Unified Patent Court (*
UPC ”) came into force in June 2023. The UPC is a common patent court to hear patent infringement and revocation



proceedings effective for member states of the European Union. This could enable 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. We currently have three pending European applications, and 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 obtained. 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 jurisdiction 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, operations, 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. Some intellectual property that we have in- licensed may have
been discovered through government funded programs and thus may be subject to federal regulations such as “ march-
in ” rights, certain reporting requirements and a preference for U. S.- based companies. Compliance with such
regulations may limit our exclusive rights, and limit our ability to contract with non- U. S. manufacturers. Certain of the
intellectual property rights we have licensed are generated through the use of U. S. government funding and are
therefore subject to certain federal regulations. As a result, the U. S. government may have certain rights to intellectual
property embodied in our current or future product candidates pursuant to the Bayh- Dole Act of 1980 (the “ Bayh- Dole
Act ”) and implementing regulations. These U. S. government rights in certain inventions developed under a
government- funded program include a non- exclusive, non- transferable, irrevocable worldwide license to use inventions
for any governmental purpose. In addition, the U. S. government has the right to require our or our licensors’ to grant
exclusive, partially exclusive, or non- exclusive licenses to any of these inventions to a third party if it determines that: (i)
adequate steps have not been taken to commercialize the invention; (ii) government action is necessary to meet public
health or safety needs; or (iii) government action is necessary to meet requirements for public use under federal
regulations (also referred to as “ march- in rights ). The U. S. government also has the right to take title to these
inventions if we fail, or the applicable licensor, fails to disclose the invention to the government and fails to file an
application to register the intellectual property within specified time limits. These time limits have recently been changed
by regulation, and may change in the future. Intellectual property generated under a government funded program is also
subject to certain reporting requirements, compliance with which may require us or the applicable licensor to expend
substantial resources. In addition, the U. S. government requires that embodying the subject invention or
produced through the use of the subject invention be manufactured substantially in the United States. The
manufacturing preference requirement can be waived if the owner of the intellectual property can show that reasonable
but unsuccessful efforts have been made to grant licenses on similar terms to potential licensees that would be likely to
manufacture substantially in the United States or that under the circumstances domestic manufacture is not
commercially feasible. This preference for U. S. manufacturers may limit our ability to contract with non- U. S. product
manufacturers for products covered by such intellectual property. To the extent any of our current or future intellectual
property is generated through the use of U. S. government funding, the provisions of the Bayh- Dole Act may similarly
apply. 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
candidates, NGN- 401 and NGN- 101, we must demonstrate through lengthy, complex and expensive preclinical and
clinical trials that such product candidates are safe, pure and effective or potent for each targeted indication. Securing
regulatory approval also requires the submission of information about the biological product manufacturing process to,
and inspection of manufacturing facilities by, the relevant regulatory authority. Further, a product candidate may not be
effective or potent, may be only moderately effective or potent or may prove to have undesirable or unintended side
effects, toxicities or other characteristics that may preclude its 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 are 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 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, pure, and effective or potent 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 product- related side effects may be experienced by participants in our
clinical trials or by individuals using drugs or biological products similar to a product candidate; we may be unable to
demonstrate that a 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 products 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 NGN- 401 or NGN- 101 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 commercialize, or will be delayed in commercializing, such product candidate and our
ability to generate revenue may be materially impaired. Because gene therapy is novel and the regulatory landscape that
governs any product candidates is rigorous, complex, uncertain and subject to change, we cannot
predict the time and cost of obtaining regulatory approval, if received at all, for any product candidates we may develop
Competitive-The regulatory requirements that will govern any novel gene therapy product candidates we develop are
not entirely clear and are subject to change. Within the broader genetic medicine field, very few therapeutic may
make-have received marketing authorization from the FDA or the EMA. Even with respect to more established products
that fit into the categories of gene therapies or cell therapies, the regulatory landscape is still developing. Regulatory
requirements governing gene therapy products and cell therapy products have changed frequently and will likely
continue to change in the future. Moreover, there is substantial overlap in those responsible for review and regulation of
existing gene therapy products and cell therapy products. For example, in the United States, the FDA has established the
Office of Therapeutic Products within its Center for Biologics Evaluation and Research (“ CBER ), as part of its
reorganization of the Office of Tissues and Advanced Therapies, to consolidate the review of gene therapy and related
products. In addition, the Cellular, Tissue and Gene Therapies Advisory Committee advises CBER on its review. Our
product candidates will need to meet safety, purity and efficacy or potency standards applicable to new biologic
under the regulatory framework administered by the FDA. In addition to FDA oversight and oversight by IRBs under
guidelines promulgated by the National Institutes of Health (“ NIH ) gene therapy clinical trials are also subject to
review and oversight by an institutional biosafety committee (“ IBC ), a local institutional committee that reviews and
oversees research utilizing recombinant or synthetic nucleic acid molecules at that institution. The IBC assesses the
safety of the research and identifies any potential risk to public health or the environment. While the NIH guidelines are
not mandatory unless the research in question is being conducted at or sponsored by institutions receiving NIH funding
of recombinant or synthetic nucleic acid molecule research, many companies and other institutions not otherwise subject
to the NIH guidelines voluntarily follow them. Although the FDA decides whether individual gene therapy protocols may
proceed, the review process and determinations of other reviewing bodies can impede or delay the initiation of a clinical
trial, even if the FDA has reviewed the trial and approved its initiation. The same applies in the European Union. The
EMA’ s Committee for Advanced Therapies (“ CAT ”) is responsible for assessing the quality, safety, and efficacy of
advanced- therapy medicinal . Advanced- therapy medicinal products include gene therapy medicines, somatic-
cell therapy medicines and tissue- engineered medicines. The role of the CAT is to prepare a draft opinion on an
application for marketing authorization for a gene therapy medicinal candidate that is submitted to the EMA. In the
European Union, the development and evaluation of a gene therapy product must be considered in the context of the
relevant EU guidelines. The EMA may issue new guidelines concerning the development and marketing authorization for
gene therapy products and require that we comply with these new guidelines. As a result, the procedures and standards
applied to gene therapy products and cell therapy products may be applied to any gene therapy product candidate we
may obselete-, but that remains uncertain at this point. Adverse developments in preclinical studies or clinical
trials conducted by others in the field of gene therapy and gene regulation products may cause the FDA, the EMA, and
other regulatory authorities to revise the requirements er-for neneempetitive-before-approval of any product candidates
reeover-may develop or limit the use of products utilizing gene regulation technologies, either of which could harm our
business. In addition, the clinical trial requirements of the FDA, the EMA, and the-other regulatory authorities and the
criteria these regulators use to determine the safety, purity and efficacy or potency of a product candidate vary
substantially according to the type, complexity, novelty, and intended use and market of the potential products. The
regulatory approval process for product candidates such as those being developed by us can be more expense-expensive
of-and take longer than for other, better known, or more extensively studied pharmaceutical or other product
candidates. Further, as we are novel potential treatments for diseases in which, in some cases, there is little
clinical experience with potential new endpoints eommeretalizing-methodologies, heightened risk that the FDA, the
EMA our—- or other regulatory authorities may not consider the clinical trial endpoints to provide clinically meaningful
results, and the resulting clinical data and results may be more difficult to analyze. In addition, we may not be able to
identify or develop appropriate animal disease models to enable or support planned clinical development. Any natural
history studies that we may conduct or rely upon in our clinical development may not be accepted by the FDA, EMA or
other regulatory authorities. Regulatory agencies administering existing or future regulations or legislation may not
allow production and marketing of preduet-products utilizing gene regulation technology in a timely manner or under



technically or commercially feasible conditions. In addition, regulatory action or private litigation could result in
expenses, delays, or other impediments to our research programs or the commercialization of resulting products.
Further, approvals by one regulatory agency may not be indicative of what other regulatory agencies may require for
approval. The regulatory review committees and advisory groups described above and the new guidelines they
promulgate may lengthen the regulatory review process, require us to perform additional preclinical studies or clinical
trials, increase our development costs, lead to changes in regulatory positions and interpretations, delay or prevent
approval and commercialization of these treatment , or lead to significant post- approval limitations or
restrictions . Sueh-eompetitors-As we advance our research programs and develop future product candidates, we will be
required to consult with these regulatory and advisory groups and to comply with applicable guidelines. If we fail to do
so, we may be required to delay or discontinue development of any product candidates we identify and develop. These
additional processes may result in a review and approval process that is longer than we otherwise would have expected.
Delays as a result of an increased or lengthier regulatory approval process or further restrictions on the development of
our product candidates can be costly and alse-reertit-negatively impact our empleyees-ability to complete clinical
trials and commercialize our current and future product candidates in a timely manner, if at all. Disruptions at the FDA
and other regulatory authorities could negatively affect the review of our regulatory submissions

{evetbusiness. The ability of the FDA and other regulatory authorities to review and approve regulatory
submissions can be affected by a variety of factors, including understaffing, 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 biological products safely and in accordance with regulatory requirements. This includes
manufacturing the drug substance, developing an acceptable formulation, performing tests to adequately characterize
the formulated product, documenting a repeatable manufacturing process, and demonstrating that our biological
products meet stability requirements. Meeting these chemistry, manufacturing and control (“ CMC ”) requirements is a
complex task that requires specialized . 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 other risks. We intend to deliver our product candidates via a drug
delivery device, such as a catheter et or ability-other delivery system. There may be unforeseen technical complications
related to exeeute-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 approval if the devices do not gain and / or maintain their own regulatory approvals or clearances.
Where approval of the 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 currently 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 plan to conduct clinical
trials outside the United States, including in Australia, the UK, Europe or other foreign jurisdictions. For example, we
currently intend to conduct our Phase 1 /2 clinical trial for NGN- 401 in the United States and outside the United States.
Our Phase 1 /2 clinical trial for NGN- 101 is currently being conducted in the United States and in the UK. In cases
where data from clinical trials conducted outside the United States are intended to serve as the sole basis for marketing
approval in the United States, the FDA will generally not approve the application on the basis of foreign data alone
unless (i) the data are applicable to the United States population and United States medical practice; (ii) the trials were
performed by clinical investigators of recognized competence and (iii) the data may be considered valid without the need
for an on- site inspection by the FDA or, if the FDA considers such an inspection to be necessary, the FDA is able to
validate the data through an on- site inspection or other appropriate means. Additionally, the FDA’ s clinical trial
requirements, including sufficient size of patient populations and statistical powering, must be met. Many foreign
regulatory authorities have similar approval requirements. In addition, such foreign trials would be subject to the
applicable local laws of the foreign jurisdictions where the trials are conducted. There can be no assurance that the FDA
or any similar foreign regulatory authority will accept data from trials conducted outside of the United States or the
applicable jurisdiction. If the FDA or any similar foreign regulatory authority does not accept such data, it would result
in the need for additional trials, which would be costly and time- consuming and delay aspects of —Any-,
and which may result in our yyre-develop-not receiving approval or clearance for commercialization in
the applicable jurisdiction. Even if the FDA accepts such data, it could require us to modify our planned clinical trials to
receive clearance to initiate such trials in the United States or to continue such trials once initiated. Other risks inherent
in conducting international clinical trials include: foreign regulatory requirements, differences in healthcare services,



and differences in cultural customs that are-regulated-could restrict or limit our ability to conduct our clinical trials;
administrative burdens of 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 relevant
to foreign countries. Our product candidates for which we intend to seek approval as bielogteat-produets;-er-biologics 5
may face be-subjeetto-competition sooner than anticipated. Our-produet-eandidates-may-face-The Patient Protection and
Affordable Care Act, as amended by the Health Care and Education Reconciliation Act, includes a subtitle called the
Biologics Price eempetitionr-Competition from-other-and Innovation Act of 2009 (“ BPCIA ”), which created an
abbreviated approval pathway for biological products that arc the-same-as-orsimtlar-biosimilar to enrs—Fer—- or

1nterchangeable w1th &ny— an pfeéuet—eand-r&ates—&tat—&re—FDA- llcensed reference biol ocmal pfoéuets— product —rPthe—F—BA

© approvebios ar-v OftS© O3 od andidates;orstchattho do1o
d

appfeved—bfo-leg-te- Undu Ihc BPC IA an appllcauon ora hlghly s1mllar or ¢ bl()\llnlldl 2 ploducl e&nnet—may not bc
submitted to the FDA until four years following the date that the reference product was first approved by the FDA. In
addltlon, the approval of a b10s1mllar product may not be made effectlve b\ the FDA um1l 12 years a-fter—from tl e date on

the BREIA>s-12- year per 1od of cxclusn ity, bu-t—anot er company may stlll market a competlng version of the reference
product if the FDA approves a full BLA for the competing product containing the sponsor’ s own preclinical data and
data from adequate and well- controlled clinical trials to demonstrate the safety, purity and potency of its product. Our
investigational biological products, if approved, could be considered reference products entitled to 12- year 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 ear-a product eandidates— candidate to be reference products for competing products, potentially creating the
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generic substitution for non- biological products is not yet clear, and will depend on a number of marketplace and regulatory
factors that are still developing. Even if we receive regulatory approval of NGN- 401 or NGN- 101 or other product
candidates, we will be subject to extensive ongoing regulatory obligations and continued regulatory review, which may
result in significant additional expense and we may be subject to penalties if we fail to comply with regulatory
requirements or experience unanticipated problems with our product candidates. Any regulatory approvals that we may
receive for NGN- 401 or NGN- 101 or other product candidates will require the submission of reports to regulatory
authorities and surveillance to monitor the safety, purity and efficacy or potency of such product candidates, may
contain significant limitations related to use restrictions for specified age groups, warnings, precautions or
contraindications, and may include burdensome post- approval study or risk management requirements. For example,
the FDA may require a risk evaluation and mitigation strategy 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, purity,
efficacy or potency, recordkeeping, labeling, storage, approval, advertising, promeotion, sale, distribution, import and
export will be subject to comprehensive regulation 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 on- going compliance with current cGMPs and 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 1nspect10ns by the FDA and other regulatory authorltles for compllance
with cGMPs. If we that-abuse otr— or other in : p p
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any of these laws or any other governmental laws and regulations that may apply to us,we may be subject to stgnifteant
penalties,including without limitation,significant civil,criminal , and administrative penalties,damages,fines,
disgorgement,individual imprisonment, exclusion from government -—[undul healthcare p1oumms such as Medlcare and
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the curtailment or restructuring of our operations. If Further;defending-againstany such-aetions-ean-physicians or other
healthcare providers or entities with whom we expect to do business are found to not be in eestly-and-time—decide which
medications they will pay for and establish reimbursement levels. Government authorities and other third- party payors
have attempted to purste-aeeelerated-control costs by limiting 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 entitled “ Business — Government Regulation —
Coverage and Reimbursement ” and “ — Regulation in the European Union ” for a more detailed description of the
government regulations and third- party payor practices that may affect our ability to commercialize product
candidates. We are subject to U. S. and certain foreign export and import controls, sanctions, 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 approvals. We have direct or 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 or other illegal activities of our employees, agents, contractors,
and other collaborators, even if we 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, the 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 may impose strict price
controls, which may adversely affect our revenue, if any. In some countries, particularly member states of the European
Union, the pricing of prescription drugs is subject to governmental control. In these countries, pricing negotiations with
governmental authorities can take considerable time after receipt of marketing approval for a therapeutic. In addition,
there can be considerable pressure by governments and other stakeholders on prices and reimbursement levels,
including as part of cost containment measures. Political, economic and regulatory developments may further complicate
pricing negotiations, and pricing negotiations may continue after reimbursement has been obtained. Reference pricing
used by various EU member states and parallel distribution, or arbitrage between low- priced and high- priced member
states, can further reduce prices. To obtain coverage and reimbursement or pricing approvals in some countries, we or
current or future collaborators of ours may be required to conduct a clinical trial or other studies that compare the cost-
effectiveness of a product to other available therapies in order to obtain or maintain reimbursement or pricing approval.
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 ofproduct
approved for marketing is unavailable ot or limited in scope or amount, or if pricing is set at unsatisfactory levels, our
business, financial condition, results of operations or prospects could be materially and adversely affected. Brexit could
lead to legal uncertainty and potentially divergent national laws and regulations, including those related to the pricing of
prescription pharmaceuticals, as the UK determines which EU laws to replicate or replace. If the UK were to
significantly alter its regulations affecting the pricing of prescription pharmaceuticals, we could face significant new
costs. While we have received Fast Track designation for NGN- 401 for the treatment of Rett syndrome and for NGN-
101 for the treatment of CLNS5 Batten disease and we may seek certain designations for our other product candidates, it
including Breakthrough Therapy and Priority Review designations in the United States, we may not receive such
designations, and even if we do, such designations may not lead to a faster development or regulatory review or approval
process . We have received Fast Track designation in the United States for NGN- 401 for the treatment of Rett syndrome
and for NGN- 101 for the treatment of CLNS Batten disease, and we may seek additional designations for one or more of
our other product candidates that could expedite review and approval by the FDA. A Breakthrough Therapy product is
defined as a product that is intended, alone or in combination with one or more other products, to treat a serious or life
threatening disease or condition, and preliminary clinical evidence indicates that the product may demonstrate
substantial improvement over existing therapies on one or more clinically significant endpoints, such as substantial
treatment effects observed early in clinical development. For products that have been designated as Breakthrough
Therapies, interaction and communication between the FDA and the sponsor of the trial can help to identify the most
efficient path for clinical development while minimizing the number of patients placed in ineffective control regimens.
The FDA may also designate a product for Fast Track review if it is intended, whether alone or in combination with one
or more other products, for the treatment of a serious or life- threatening disease or condition, and it demonstrates the
potential to address unmet medical needs for such a disease or condition. For Fast Track products, sponsors may have
greater interactions with the FDA and the FDA may initiate review of sections of a Fast Track product’ s application



before the application is complete. This rolling review may be available if the FDA determines, after preliminary
evaluation of clinical data submitted by the sponsor, that a Fast Track product may be effective. We may also seek a
priority review designation for one or more of our product candidates. If the FDA determines that a product candidate
offers a treatment for a serious condition, and if approved, would provide a significant improvement in safety or
effectiveness where no adequate therapy exists, the FDA may designate the product candidate for priority review. A
priority review designation means that the goal for the FDA to review and-- an application is six months, rather than the
standard review period of ten months. These designations are within the discretion of the FDA. Accordingly, even if we
believe that one of our product candidates meets the criteria for these designations, the FDA may disagree and instead
determine not to make such designation. Further, even if we receive a designation, the receipt of such designation for a
product candidate may not result in a faster development or regulatory review or approval process compared to
products considered for approval under conventional FDA procedures and does not assure ultimate approval by the
FDA, including the Fast Track designation we received for NGN- 401. In addition, even if one or more of our product
candidates qualifies for these designations, the FDA may later decide that the product candidates no longer meet the
conditions for qualification or decide that the time period for FDA review or approval will not be shortened. The RMAT
designation by the FDA for any of our product candidates may not lead to a faster development or regulatory review or
approval process and it does not increase the likelihood that our product candidates will receive marketing approval. We may

seek H-we-are-unable-to-obtain-approvat-under-an RMAT designation for our product candidates if the acecteratedpathway;
we—m&y—be—reqtured—te—eeﬁéuet—add-r&eﬂal—chmcal data support such a des1gnatlon trta}s—beyeﬁd-&tese—&mfe—eeﬂtemp-}ate—

e g 0 d val-for one or more ef—euﬁpmducl
mndlddtcs YnderThe RMAT des1gnatlon program is 1ntended to fulﬁll the requlrement of the 21st Century Cures Act
that the FDA *s-aeeelerated-approvalt-facilitate an efficient development program ;

produet-for , and expedite review of, any product that meets the following crlterla (1) it qualifies as a RMAT, which is
defined as a cell therapy, therapeutic tissue engineering product, human cell and tissue product, or any combination
product using such therapies or products, with limited exceptions; (2) it is intended to treat, modify, reverse, or cure a
serious or life- threatening disease or condition ; and (3) preliminary clinical evidence indicates that the product has the
potential to address unmet medlcal needs for such a d1sease or condltlon Like breakthrough therapy designation, RMAT
designation provides a-mean g potr-potential benefits that include more
frequent meetings with F DA to d1scuss the development plan for the product candidate, and eligibility for rolling review
and priority review. Products granted RMAT designation may also be eligible for accelerated approval on the basis of a
surrogate or intermediate endpoint thatis-reasonably likely to predict long- term clinical benefit, or may en-a-elinieal-endpoint

that-eanbc measured-earhier-thanirreversible-morbidity-able to rely upon data obtained from a meaningful number of sites,
including through expansmn to addltlonal s1tes RMAT des1gnatlon does not change the standards effor mertahw—that—rs

ther&py—assurance that such designation will result in expedited review or approval or that the approved 1nd1catlon will
not be narrower than the indication covered by the RMAT designation. Additionally, RMAT designation can be revoked
if the criteria for that-eligibility cease to be met as clinical data emerges. We have received orphan drug designation for
NGN- 401 for the treatment of Rett syndrome and for NGN- 101 for the treatment of CLNS Batten discase , and we may
seek orphan drug designation er-for eonditton—fstandard-ofeare-were-certain future product candidates, but we may be
unable to evelve-obtain such designations or to maintain the benefits associated with orphan drug designation, including
market exclusivity, which may cause or-our revenue, if any , to be reduced. We have received orphan drug designation
from the FDA for NGN- 401 for the treatment of Rett syndrome and have also received orphan drug designation from
the FDA and European Medicines Agency for NGN- 101 for the treatment of CLNS Batten disease. Although we may
seek orphan product designation for some etr—- or eompetitors-were-to-all of our other product candidates, we may never
receive fultapprovaten-such designations. Under the basis-efaeconfirmatory-trial-for-Orphan Drug Act, the FDA may

des1gnate a drug or biological pmduu -fer—as an orphan drug if it is intended to treat a rare discase or condition fer-whieh-we
G ova 0 val-, defined the-disease-orcondittornwetldnolenger
gralify-as eﬂe-a patlent populatlon of fewer than 200 000 in the United States, for-— or whieh-a patient population greater
than 200, 000 in the United States where there is no avaitable-therapy-reasonable expectation that the cost of developing
the drug will be recovered from sales in the United States. Orphan drug designation must be requested before
submitting a BLA. In the European Union , the EMA’ s Committee for Orphan Medicinal Products grants orphan drug
designation to promote the development of products that are intended for the diagnosis, prevention, or treatment of a
life- threatening or chronically debilitating condition affecting not more than five in 10, 000 persons in the European
Union. Additionally, designation is granted for products intended for the diagnosis, prevention, or treatment of a life-
threatening, seriously debilitating or serious and aeeelerated-chronic condition when, without incentives, it is unlikely that
sales of the drug in the European Union would be sufficient to justify the necessary investment in developing the drug or
biological product or where there is no satisfactory method of diagnosis, prevention, or treatment, or, if such a method
exists, the medicine must be of significant benefit to those affected by the condition. In the United States, orphan drug
designation entitles a party to financial incentives such as opportunities for grant funding towards clinical trial costs, tax




advantages, and application fee waivers. After the FDA grants orphan drug designation, the generic identity of the drug
and its potential orphan use are disclosed publicly by the FDA. In addition, if a product receives the first FDA approval
for the indication for which it has orphan designation, the product is entitled to orphan drug exclusivity, which means
the FDA may not approve any other application to market the same drug for the same indication for a period of seven
years, except in limited circumstances, such as a showing of clinical superiority over the product with orphan exclusivity
otr—- or where the manufacturer is unable to assure sufficient product quantity for the orphan patient population.
Exclusive marketing rights in the United States may also be unavailable if we or our collaborators seek approval for an
indication broader than the orphan designated indication and may be lost if the FDA later determines that the request
for designation was materially defective. In the European Union, orphan drug designation entitles a party to financial
incentives such as reduction of fees or fee waivers and ten years of market exclusivity following drug or biological
product approval. This period may be reduced to six years if the orphan drug designation criteria are no longer met,
including where it is shown that the product is sufficiently profitable not to justify maintenance of market exclusivity.
Even with an orphan drug designation for our current and potential future product candidates, we may not be the first
to obtain marketing approval for any particular orphan indication due to the uncertainties associated with developing
pharmaceutical products. Further, even if we obtain orphan drug exclusivity for an existing or future product candidate ,
that exclusivity may not effectively protect the product from competition because different drugs with different active
moieties still can be approved for the same condition even with an orphan drug designation. Even after an orphan drug
is approved, the FDA can subsequently approve the same drug with the same active moiety for the same condition if the
FDA concludes that the later drug is clinically superior in that it is safer, more effective, or makes a major contribution
to patient care. Orphan drug designation neither shortens the development time or regulatory review time of a drug or
biologic nor gives the drug or biologic any advantage in the regulatory review or approval process. We have received
Rare Pediatric Disease designation by the FDA for NGN- 401 for the treatment of Rett syndrome and for NGN- 101 for
the treatment of CLNS5 Batten disease. However, Rare Pediatric Disease designation for any of our product candidates
does not guarantee that the BLA for the product will qualify for a priority review voucher upon approval, and it does not
lead to a faster development or regulatory review process, or increase the likelihood that our product candidates will
receive marketing approval. Under the Rare Pediatric Disease Priority Review Voucher program, upon the approval of
a qualifying BLA for the treatment of a rare pediatric disease, the sponsor of such an application would be eligible for a
rare pediatric disease priority review voucher that can be used to obtain priority review for a subsequent BLA or NDA.
If a product candidate is designated before September 30, 2024, it is eligible to receive a voucher if it is approved before
September 30, 2026. While we have obtained Rare Pediatric Disease designations for NGN- 401 for the treatment of Rett
syndrome and for NGN- 101 for the treatment of CLNS Batten disease, it is unlikely that these product candidates will
be approved by September 30, 2026. If approval is not obtained by then, we would not be in a position to obtain a
priority review voucher, unless Congress further reauthorizes the program beyond the current sunset date in September
2024. Additionally, designation of a biological product for a rare pediatric disease does not guarantee that a BLA will
meet the eligibility criteria for a rare pediatric disease priority review voucher at the time the application is approved.
Finally, a Rare Pediatric Disease designation does not lead to faster development or regulatory review of the product or
increase the likelihood that it will receive marketing approval. General Risk Factors Our estimates of market
opportunity and forecasts of market growth may prove to be inaccurate, and even if the markets in which we compete
achieve the forecasted growth, eeeur—- our business may not grow at similar rates, or at all . Many-eaneer-therapies—tely
Our market opportunity estimates and growth forecasts are subject to significant uncertainty and are based on
aeeelerated-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 subject to
many factors, including our success in implementing our business strategy, which is subject to many risks and
uncertainties. Our revenue w1ll be dependent in part, upon the size of the markets in the terrltorles for whlch we galn

vyt 101 ex&m-p}e—-—llu tﬂa-l—product the ablhty t0 obtaln coverage
and relmbursement and whether we own the commerclal rlghts eiefor tﬂals—req&rred-te—veﬂ-fyht-}maredteted-ehmeai-beﬁeﬁt

vﬁﬂa—sueh—predﬁet—*e&refeﬂdeﬁee—demeﬂstrates—llml terrltory If the number of our pfed-uet—e&ﬂdtdate-addressable patlents

is not shewsras 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 be-safe-costly and
damaging liability claims, either when testing a product candidate in the clinical or at the commercial stage, and or-our
effeetive-under-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 eenditions-efresearch, development,
manufacturing, marketing, and usc +=-of pharmaceutical products. While we fath-te-eenduet-currently have no products
that have been approved for commercial sale, the current and future use of a product candidate in clinical trials, and the
sale of any required-post-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
claims against us, regardless of their merit, could be difficult and costly to defend and could materially and adversely
affect the market for our products or any prospects for commercialization of our products. Although we believe we




currently maintain adequate product liability insurance for NGN - approvat-triat-efeur401 and NGN- 101 and other
product eandidate-candidates , it is possible that our liabilities could exceed our insurance coverage or that in the future
we may not be able to maintain insurance coverage at a reasonable cost or obtain insurance coverage that will be
adequate to satisfy 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 outcome of litigation could have a material
adverse effect on our business. From time to time we may be subject to litigation claims through the ordinary course of
our bus1ness operations regardlng, but not limited to, employment matters, securlty of patlent and employee personal
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ehmea-l—tﬂa}s— which could 1csull in sueh—wer-}ebeﬁrg—de%fed-substantlal costs and dlversmn of er-our resources
v e A S caus1ng e-leat—al-l—eﬁ-ﬂt-hese

rehanee-on-third-parties-eould-have-a material and-adverse effect on our business, financial (,Olldlll()n 1csulls 0[ operations yand
prospeets—IHany-ofour— or relationships—with-cash flows. Our business could be adversely affected by economic downturns,

inflation, increases in 1nterest rates, natural dlsasters, pubhc health crises such as these——— the t-hrrd—COVID 19 pandemic

geopolitical events, such as conﬂlcts between Russia and Ukralne and between Israel and the surrounding regions, or
other t-hrrd—part—tes—eﬁe—de—se—macroeconomlc condltlons, whlch could have a material and adverse effect on eemmefera-l-ly

global economy W sterage-lncludlng credlt and financial markets ,

has experlenced extreme volatlhty and d'l'Sﬁ‘l'bttt'lﬁﬁ—h—— dlsruptlons including or-quality-testing—We-therefore-mustrelyon
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no-othersotrec-orsuppliet, maynotbe-avatlable-availability erma 4
eomponent-defeets-, declmesmay—be— sheﬁ—suppl-y—consumer conﬁdence declmes&ﬂd—m&y—srgmﬁe&ﬂt-l-y—mefease—

economlc growth p

ttﬂS‘f&b'}e-pO'l'H'te&l-eﬂ'V‘tfeﬂﬂ‘ﬁﬂt‘S— For exam )IL fhe—g-}eba-l-etrt-bfea-lee-ﬁlhu C ()VID 19 )dndumc resu Iul in w1despread
unemploymente*teﬂded-shﬂtdmme%btﬁﬁwsses—ur&w—&nted—sms— G&ﬁada—economlc slowdown and many-extreme

volatility in ether—- the capital markets eoun v . Globat-health- The
Federal Reserve has raised interest rates multiple times in response to concerns —sueh—as—about inflation and it may not
reduce interest rates in the near term or may raise the-them €0VAD-—19-pandemte-again. Higher interest rates , coupled
with reduced government spending and volatility in the-ensting-impaets-enrfinancial markets , may increase economic
uncertainty and affect consumer spending. Similarly, the ongoing military conflict between Russm and Ukraine, as well
as the conflict between Israel and the surrounding regions, and rising tensions with China have created extreme
volatility in the global capital markets and may have further global economic consequences, including disruptions of the
global supply chain legisties-eould-aise-. 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 economic or political
uncertainty, political unrest or war, it may make 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 adverse-adversely
effeets— affect to-us by increasing our costs manufaeturing-operations-, including labor and employee benefit costs. We may
in the future experlence dlsruptlons asa result of such macroeconomic condltlons, including delays our-- or abiltty-te

g v hese-difficulties yin initiating et

ne-clinical trials s-erto-provide-produet-for




eemmefeta-l-&&ﬁen—effeﬁs—a combmatlon of these events weu-ld—could Jﬁe—l—mpa-l-fed—w-l‘l-leh—weﬁ-ld-hd\ ¢ a material an-and
adverse effect on our busitress;results of operations and financial condition ;. Risks Related to Owning Our Stock The
market price of our common stock following the merger has been and may continue to be subject to significant
fluctuations. Some of the factors that may cause the market price of our common stock to fluctuate include:  timing and
results of eperatiens;-clinical trials and preclinical studies of our product candidates, or those of our competitors or our
existing or future collaborators;  failure to meet or exceed financial and development projections that we may provide
to the public; * failure to meet or exceed the financial and development projections of the investment community; ¢
failure to achieve the perceived benefits of the 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 prospeets— - respect —Sealing-up-a-btopharmaceutieal-to
our product candidates, clinical studies, manufacturing process is-a-diffrenlt-and-uneertain-tasis-and-our—- or third-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; ¢ 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 ¢ period - party-manufaetarers-maynot-to-
period fluctuations in our financial results. Moreover, the stock markets in general have the-neeessary-eapabilities
experlenced substantlal Volatlllty that has often been unrelated to eemplete-the operating performance of individual

companies +mp . Hwve-are-unable-to-adequately-validate-These broad

market fluctuations may also adversely affect the tradmg prlce of or-our seale—up-the-manufacturing proeess-at-common
stock. In addition, a recession, depression our- or eurrent-manufactarers-other sustained adverse market event could

materially and adversely affect our business and the value of our common stock. In the past, following periods of
volatlllty in the market prlce of a company -faerh-t-tes—s securities , stockholders have often mstltuted class actlon

; A g st d tate-with-such eentractmantfactarer-amagreementfor
eemmereta—l—snpp-l—y—and—rt—compames Furthermore, market Volatlllty may lead to increased shareholder activism if we
experience a market valuation that activists believe is not reflective of our intrinsic value eertain-we-witt-be-able-to-eome-to
agreement-on-terms-aceeptable-to-us-. Activist campaigns We-eannot-assure-yot-that contest any-stabiity-orother-issues
fel&t-mg—te—t-he—m&nu-fae&tre—e-ﬁany-e-fewe or pfeeluet—e&nd-rdates-conﬂlct with er-our strateglc dn'ectlon pfe&uets—w-rl-l—net




have an dd\'crsc Lllccl on our operatlng results bﬁsrness—prespeefs— financial condition and cash ﬂows On December 18,
2023, we completed our business combination with Neurogene OpCo in accordance with the terms of the Agreement and
Plan of Merger, dated as of July 17, 2023, by and among the Company, Project North Merger Sub, Inc., a Delaware
corporation and a wholly owned subsidiary of the Company, and Neurogene OpCo, pursuant to which, among other
matters, Merger Sub merged with and into Neurogene OpCo, with Neurogene OpCo surviving as a wholly owned
subsidiary of the Company (the “ Reverse Merger ). In connection with the Reverse Merger, we declared a dividend, to
each person who, as of immediately prior to the effective time of the Reverse Merger, was a stockholder of the Company
or had the right to receive our common stock pursuant to and-- an results-existing pre- funded warrant, of the right to
receive one non- transferable contingent value right (each, a “ CVR ”) for each then outstanding share of our common
stock (before giving effect to a 1- for- 4 reverse stock split (the “ Reverse Stock Split ) that was implemented
immediately prior to the effective time), each representing the non- transferable contractual right to receive certain
contingent payments from the Company upon the occurrence of certain events within agreed time periods. Holders of
eperations—-- options to purchase —As-partefour proeess—develepme&t—efferts—we—common stock outstandlng 1mmed1ately
prior to the effective time of the merger will also received four CVRs may-+ g
vartous-points-during-development-for Varreﬁs—reasens—each share of our common stock that may be 1ssued upon exercise
of such option aseontroHing-eosts-, achievingseale,deereasing proe Re 2 e 6

reasens—Steh-such eh&nges—e&rry—the—ﬁs-lH at llL\ will receive ﬂet—&eh-teve—thetﬁ—— the tn-tended—ebjeet-rves—same number of
CVRs as they would have received if the option had been exercised before the Reverse Stock Split . subject to certain
conditions set forth in the CVR Agreement. Further, pursuant to the terms of the CVR Agreement, the holders of our
common stock prior to the effective time of the Reverse Merger, including holders of existing pre- funded warrants and
holders of options to purchase our common stock outstanding immediately prior to the effective time of the merger and
exerc1sed after the effectlve time of the merger, rather than all of our current holders of our common stock are the

ﬂ&ay—requﬁe—us-of the dlsposmon of the legacy assets related the busmess of Neoleukm Therapeutlcs, Inc prior to perferm

ex-vivo-comparability-studies-and-the effective time of the Reverse Merger, the mitigation of legacy lease obligations
related the busmess of Neoleukin Therapeutlcs, Inc prlor to ee-l-l-eet—&dd-tﬁeﬂa-l—é&t—a—the effectlve t1me of the Reverse

ot Washmgton eﬂﬁproéuet—e&nd-tda-tes—eﬁﬂ&y—eleet—net—te
based on preelinteatstadies-tax returns filed by the Company




prior to the effective time of the Reverse Merger. Accordmgly, we may be requlred to allocate a portlon of or-our funds
ehinteal-trial-results-, time and resources to : b cgte

such as—actlvmes &n—and not aeqwsmeﬂ—ﬂ%&t—dweﬁs—feseﬁfees—efour core efeate&eefﬂpefmg—pﬂeﬂ&es—heeﬂabef&tefs—may
; nrprograms and the foregoing stop-a-ehinteal-trial;




he ime-. We have incurred, alse

0 ift-to t ategiea A y and a—saspeﬁs*reﬁ—e-ﬁeﬂﬁese&feh—wﬂl continue to incur
addltlonal costs and éeve}epmeﬁt—pfegfafﬂs—rrreefmeefmﬁ—mcreased demands upon management as a result of complying
with the laws and regulations affecting public companies. We have incurred and will continue to incur significant legal,
accounting and other expenses as a public company that may not be reflected restruetaring—I-we-are-steeessful-in
eomptleting-our historical financial statements, which reflect the operation of Neurogene as a strategie-transaetion-in
private company. Some of the-these fittire-additional expenses include costs associated with public company reporting
obligations under the Securities Exchange Act of 1934 , we-expeetthat-we-as amended (the “ Exchange Act ). Our
management team consists of the executlve officers of Neurogene prlor to the merger These executive ofﬁcers and other




AVWS and 1wulauonx to ensure —pfepesed-&ﬂd—ﬂﬁp-lemeﬁed—lhdt
eeu-ld—mpaet—etu*epewﬁem—&nd—btmness—we comply w1th all of these requirements . The-extent-Any changes we make to
whieh-future-tegistation-comply with these obligations may not be sufficient to allow us to satisfy er-our obligations as a
publlc company na tlmely basm, or at all. These reporting requlrements, rules and regu anons coupled fﬁany—fela-t-mg—te
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faws-eeutd-make it more difficult for us to attract and retain qualnﬁed 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. Once we are no longer a smaller reporting company or otherwise no longer
qualify for applicable exemptions, we will be subject to additional laws 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 things, that we file with the SEC
annual, quarterly and current reports with respect to our business and financial condition as well as other disclosure and
corporate governance requirements. We expect to still qualify as a “ smaller reporting company, ” as such term is
defined in Rule 12b- 2 under the Exchange Act, in at least the near term, which allows us to take advantage of many
exemptions from disclosure requirements, including not being required to comply with the auditor attestation
requirements of Section 404 of the Sarbanes- Oxley Act and reduced disclosure obligations regarding executive
compensation in our periodic reports and proxy statements. Once we are no longer a smaller reporting company or
otherwise no longer qualify for this exemption, we will be required to comply with these additional legal and regulatory
requirements applicable to public companies and will incur significant additional legal, accounting and other expenses to
do so. If we are not able to comply with the requirements in a timely manner or at all, our financial condition or the
market price of our common stock may be harmed. For example, if we or our independent auditor identifies deficiencies
in our internal control over financial reporting that are deemed to be material weaknesses, we could face additional costs
to remedy those deficiencies, the market price of our stock could decline or we could be subject to sanctions or
investigations by the SEC or other regulatory authorities, any of which would require additional financial and
management resources. If we fail to maintain proper and effective internal controls, our ability to produce accurate
financial statements on a timely basis could be impaired. We are subject to the reporting requirements of the Exchange
Act, the Sarbanes- Oxley Act and the rules and regulations of Nasdaq. The Sarbanes- Oxley Act requires, among other
things, that we maintain effective disclosure controls and procedures and internal control over financial reporting. We
must perform system and process evaluation and testing of our internal control over financial reporting to allow
management to report on the effectiveness of our internal control over financial reporting in each Annual Report on
Form 10- K, as required by Section 404 of the Sarbanes- Oxley Act. Prior to the merger in December 2023, the operating
and finance teams of Neurogene were part of a private company, and therefore were not previously required to test
internal controls within a specified period. As a result, we have incurred and may continue to incur substantial
professional fees and internal costs to expand our accounting and finance functions as well as to expend significant
management efforts. We may discover weaknesses in our system of internal financial and accounting controls and
procedures that could result in a material misstatement of our financial statements. Our internal control over financial
reporting will not prevent or detect all errors and all fraud. A control system, no 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. For
example, our internal controls related to the cash disbursements process were not adequately designed to identify
unauthorized payment requests, resulting in the identification of a material weakness. Specifically, at the end of August
2023, we discovered that we were subject to a business email compromise attack by a third party te-aequire-us-. This
deficiency in or-our inerease-controls resulted in the diversion of payments to a fraudulent bank account. While



management has determined in its assessment of our internal control over financial reporting as of December 31, 2023,
that we have remediated this material weakness, the-there eestefaeqguirings-can be no assurance that the remediation
will prevent similar attacks in the future or that we will not identify other material weaknesses in the future. If we are
unable to successfully remediate a material weakness in our internal control over financial reporting , even-or if deingse
we identify any other material weaknesses, the accuracy and timing of our financial reporting may be adversely affected,
we may be unable to maintain compliance with securities law requirements regarding timely filing of periodic reports in
addition to applicable stock exchange listing requirements, investors may lose confidence in our financial reporting, and
our stock price may decline as a result. We also would-could benefitbecome subject to investigations by Nasdaq, the SEC
or other regulatory authorities. If we are not able to comply with the requirements of Section 404 of the Sarbanes- Oxley
Act, or if 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 common stock could decline and we could
be subject to sanctions or investigations by Nasdaq, the SEC or other regulatory authorities. Our certificate of
incorporation and bylaws, as well as provisions under Delaware law, could make an acquisition of the company more
difficult and may prevent attempts by our stockholders ;to replace or remove enreurrent-management. These-inetade
provistons-Provisions that—-permit-in our certificate of incorporation and bylaws may discourage, delay our— or prevent a

merger beard—e-ﬁd-rreeters—te—tssue—up—teé— 999—999—shares—acquls1tlon or other change in control of preferred-stoek-with-any

ovide-that

slocl\ mldu S s%hng—mmay con51der favorable, mcludlng transactlons in whlch our
common stockholders eﬁe—nemrnate—eand-rdates—mlght otherw1se receive a premlum prlce for the1r shares These

provisions could eto v re-also limit
speerfy—reqtufemeﬂts-as—te-l he prlce that mvestors mlght be w1lhng to pay in the future -ferna—aﬂd-eeﬁtent—e%a—s’feekhe-}der—s
notiee;+not-provide-for eum he-shares of our common stock
entitled-to-vote-trany-eleetion-, thereby depressmg the market prlce of our common stock In addition, because our board
of directors will be responsible to-eleet-att-ofthe-directorsstanding-for appointing eleetion;-and-=provide-thatspeetal-meetings
e%eunsteeid&e-lders—m&y—be—ea—l-}ed-efﬂ-y—by— he Jeoard—members of drreeters—erour management team, by-steh-person-or

y hese-these provisions may frustrate or prevent
any attempts by our slocl holdu\ to replace or remove ewr-current mdna%mcm by making it more difficult for stockholders to
replace members of our board of 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 of directors; * limit the manner in which stockholders can remove directors
from the board; ° establish advance notice requirements for nominations for election to the board of 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 areresponsible
may call a special meeting of stockholders; ¢ authorize our board of 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 board of directors; and
¢ require the approval of the holders of at least 66 2 /3 % of the votes that all stockholders would be entitled to cast to

amend for— or appointing-the-members-repeal certain provisions of our charter eur—- or maﬁ&gement—bylaws Moreover,
Beeause-because we arc incorporated in Delaware, we are governed by the provisions of Section 203 of the DGCL Belaware

General-Corporationtaw-, which may-diseourage;delay-prohibits stockholders owning in excess of 15 % of or-our prevent
someone-outstanding voting stock from aeguiringts-or-merging or combining with us whether-. Although we believe these
provisions collectively will provide or-for netitis-desired-an opportunity to receive higher bids by requiring potential
acquirors to negotiate with or-our board of directors, they would apply even if the offer may be considered beneficial to
etueby some \mckholdus U-ndeihBe}a-w&re—}aw—Our governmg documents prov1de that , aeerperationrmay notingeneral;
stoek-unless we consent in writing to the
hel-deihhas—he}d—selectlon of an alternatlve forum, certain designated courts will be the stoek-sole and exclusive forum for

three—years—certam legal actlons between us and orour stockholders whlch &meﬂg—efher—tl‘rrﬂgs—t-}ﬁse&rd-e-ﬁdrreetefs—has

1STORSH1-O iftea t ton-and-bylaw vHimit-a-stoelholde dbllll\ lobﬂng—obtaln a favorable
e}a-rm—m—a—ludlcm 01um that—rt—ﬁ-ﬁds—fa-vera-b-}e— or (Ils )ulc\ W 11h us or any-efour directors, officers, eretheremployees or
agents whieh-may h ns-. Our governing documents eettifieate-of ineorporationto
the—ftﬂ-}est—e*tent—permrtted—by—}aw—preﬁdes» prov1de lhdl unless we consent in writing to an alternative forum, the Court

of Chancery of the State of Delaware is swilt-be-the sole and exclusive forum for +state law claims for (i) any derivative action
or proceeding brought on eur-the company’ s 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 the company or our stockholders,
(iii) any action asserting a claim arising pursuant to any provision of the-Delaware-General-Corporationtaw;or-the
DGCL, eur-the certificate of incorporation s-er-etr—- or the bylaws +, (iv) any action to interpret, apply, enforce or determine
the validity of the certificate of incorporation or bylaws, or (v) any action asserting a claim agatastus-that is governed by the




the-SeeurittesExehangeAetof 1934, in each case sub]ect to the Court of Chancery having personal Jlll‘lSdlCthll over the

indispensable parties named as amended-defendants therein , which or-for purposes the-Exehange-AetIteoutd-applys

hewever—te—a—scnt—that—falls—wﬁlnn—eﬂe-emefe—ol thls risk factor refers to herein the-eategories-enumerated-in-the-exelustve
6 6 d >as afneﬁéed—eﬁ he Delaware Forum -Seeuﬂtresﬂ%et;

A ac Ao

Our govermng documents further i ve—erded-amd ated-ou W
writing to an alternative forum, the federal dlsmu courts of the Umtcd States e-f—Ameﬂea—\\ ill —te—the—fu-l-les-t—e*teﬂt—permrtted
bytawsbe the exclusive forum for resolving any complaint asserting a cause of action arising under the Securities Act, which er
for a-purposes of this risk factor refers to herein as the “ Federal Forum Provision. Our-deetstonto-adopta" Neither the
Delaware Forum Provision nor the Federal Forum Provision fellewed-a-deeistorrby-will apply to any causes of action
arising under the Supreme-Exchange Act. In addition, any person or entity purchasing or otherwise acquiring any
interest in shares of Court—- our capital stock will be deemed to have notrce of and consented to the foregolng -State—ef

Delaware Forum heldmg—t-ha-t—sueh—pfeﬂsreﬂs— Prov1s10n and :

F orum P10\ ision ; prov1ded sheu-l-d—be—errfereed—m—a—par&et&&ﬁease— &ppl-reat—ren—e-ﬁhowever, that stockholders cannot and

will not be deemed to have waived our compliance with the U. S. federal securities laws and the rules and regulations
thereunder. The Delaware Forum Provision and the Federal Forum Provision means-thatsuits-brought-by-may impose
additional lltlgatlon costs on our stockholders te—eﬂfefee—m pursulng any such claims, particularly if such stockholders do

in or near the federal-eourt-and-eannot-be-broughtin

not reside duty

state-State eeurt—of Delaware Addltlonally, T—hese—these ehetee—eﬂm um provistens-selection clauses may limit a-our
steekhelderstockholders ’ Ls-ability to bring a claim in a judicial forum that #-they finds— find favorable for disputes with us or
an—y—e-f—om ducums olllcus 70r et-her—cmploy ees, W hich may dlscoumcc such ld\\ sulls agalnst us and wrt-h—respeet—te—sueh

byl&wﬁe—be—rnapphe&ble—er—tme&fereeable—m—dlrectors, ofﬁcers and employees even though an dLllOll if successfulwe—may
eso vv%reh—eeu-ld—harm—mlght beneﬁt our




Based on shares outstandmg as of December 31, 2023 afe-v ;
-SteeleM&rket— eﬁNasdaq—t-he—SEGerefhe% there approx1mately 16fegu+&tefy—auﬂieﬂ&es—F&&ure+e—remedy—&ny+nateﬂa}

, 887, 026 shares of or-our common stock outstanding or issuable on

exercise of prefunded warrants to -rmp*eme&t—purchase common stock. Of these shares, approximately 3, 637, 374 shares
outstanding or issuable upon exercise of prefunded warrants or vested options to purchase common stock will be
available er-for maintain-sale in other—- the effeetive-eontrol-systemsreguired-ofpublic eompantes;eonld-alsorestrietour
fu’fure—aeeess—te—t-he—eﬁaﬁa-l—markefs— market begmnmg June 15 2024 whlch —eﬂ%dise}ewre—eeﬂtrels—aﬂd—preeedﬁres—m&y

fhese——— the closmg of ﬁsed-by—eﬂrekes—eﬁehef—— the eeﬂtr&efefs—e%eeﬁsu}t&ﬁfs—merger on December 18 2023 m&y—f&rl—ef
Sﬂ-ffefseeﬂrrw—metdeﬂ%s—( the « Closmg i e—g—eybef-—a&aeks—) erefheﬁeehmeal—fa—r}ures— whleh—eeu-}d—as a result -rn—a—mafeﬂa-}




eh-ven contractors h SATHZS es W —upaeﬁeﬁs—fe}a-ted-agreements
between us and certaln of our securityholders. All other outstandmg shares of common stock and any shares issuable on
exercise of prefunded warrants or vested options to aseeurity-breach-purchase our common stock, other than shares held
by our affiliates or otherwise subject to restrictions on vesting and exercise, are freely tradable, without restriction, in
the public market. If these shares are sold, the trading price of our common stock could tnapaet—eﬂﬁepttt&ﬁeﬂ—declme
Our executive officers, directors and eatse-ts-to-ineur-principal stockholders beneficially own a significant percentage of

eesfs—ﬁrny—f&r}ufe—te—pfeveﬁt—efour outstandlng common stock As a mf&g&te-seettmy—bfeaehes—efﬂﬂafeper—&eeess—te—use—

éa-ta—ola




. as well as our riles

management dnd affalrs ethefpersefmel—devete—a—strbstarma{-&meﬁﬂ-t

stockholders and-+or-faetlitate-publie-offerings-of, if they choose to act together, would control et or s1gn1ﬁcantly
influence seeuritiesheld-by-these—- 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 Neurogene on
terms that other stockholdus may de51re. We may be exposed to mcreased lltlgatlon mdudmo stockholder inreonteetion

effect on our busmess and operatlons. We may be exposed to increased htlgatlon from stockholders, suppllers and other
third parties, which may have an adverse impact on our business and results of operations or may cause disruptions to
our operations. In the past, stockholders have initiated class action lawsuits against biotechnology companies following
periods of volatility in the market priee-prices of eur-eommeon-these companies’ stock , and we may also be subject to
threats of litigation based on our recent merger activity. Such litigation, if instituted against us, could cause us to incur
substantial costs and divert management’ s attention and resources, which could have a material adverse effect on our
business, financial condition and results of operations . If equity research seeurities-or-industry-analysts do not publish
research or reports, or publish naeeurate-er-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 depends-inpart-on-will be influenced by the
research and reports that equity research seeurities-or-industry-analysts publish about us and s-erour business . Equity
research analysts may elect to not provide research coverage of our common stock, and such lack of research coverage



may adversely affect the market price of our common stock. If we do have equity research analyst coverage, we will not
have any control over the analysts or the content and opinions included in their reports. The price of our common stock
could decline if one or more equity research analysts downgrade our stock or issue other unfavorable commentary or

research If one or more equlty research e-ﬁfhe—seettﬂt-tes—er—rﬂdﬁsﬁﬁ—dmlvsls whe—eeveﬁus—dewﬂgfade-etﬂesteek—e%pﬂbhsh

eease-ceases coverage of Neurogene ot or eemp&ny—eﬁfa-ﬂ-falls to publlsh reports on us 1urulall\ demand for our common
stock could decrease, which mightin turn could cause our stock price and-or trading volume to decline. The rules dealing
with U. S. federal, state and local income taxation are constantly under review by persons involved in the legislative
process and by the Internal Revenue Service and the U. S. Treasury Department. Changes to tax laws (which changes
may have retroactive application) could adversely affect us or our stockholders. We continue to assess the impact of
various tax reform proposals and modifications to existing tax treaties in all jurisdictions where we have operations or
employees to determine the potential effect on our business and any assumptions we make about our future taxable
income. We 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 be enacted. For example, the United States
recently enacted the Inflation Reduction Act of 2022, which implements, among other changes, a 1 % excise tax on
certain stock buybacks. In addition, beginning in 2022, the Tax Cuts and Jobs Act eliminated the option to deduct
research and development expenditures and requires taxpayers to amortize them generally over five years. The U. S.
Congress is considering legislation that would restore the current deductibility of research and development
expenditures; however, there is no assurance that the current provision will be repealed or otherwise modified. Such
changes, among others, may adversely affect our effective tax rate, results of operation and general business condition.




