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-fer—K and in fhe—other qﬁ&ﬁefeﬁéed—Sep’fefﬁbeﬁe-documents that were ﬁled and w1ll be filed with the SEC . 2623;
AVROBIOhad-in evaluating the Company and its business. Additional risks and uncertainties not made-presently known
to or that are currently seen as immaterial may also harm Company' s business. If any of these risks occur sates-under-its
ATM-faetlity-, business, growth prospects, operating results and AVROBIO-financial condition could be materially and
adversely affected, the trading price of the Company' s common stock could decline, and investors could lose part or all
of their investment. Risk Factor Summary The risk factors summarized below could materially and adversely affect our
business, financial condition, operating results and prospects, and / or cause the price of our common stock to decline.
These risks are discussed more fully below. Material risks that may affect our business, financial condition, results of
operations, and trading price of our common stock including the following: « We have a limited operating history, have



mcurred net losses in every year smce our mceptlon, and expect to contlnue to incur net losses in the future . We will

substantlal addltlonal fundmg in order &H—e-E%LRGB{G—s—effeﬁs—m fese&feh—&ﬂd-complete the du LlO])ll]Llll —rnel-udrﬂg
elinteal-and preelinteal-development-commence commerecialization of our AVROBIOs-product candidates , as well as
assembling AVROBIO’...... on acceptable terms, or at all . Failure to obtain this necessary capital when needed may force
AVROBIO-us to delay, limitreduce or eliminate certain of or-our terminate-AVROBIO*s-product development efferts-or
otherresearch operations. Shewld-AVROBIO-resume-* We have limited experience in therapeutic discovery and
development and our GEODe ™ platform may never result in the regulatory approval of its-a product candidate. * All of
our product candidates are in discovery , preclinical or early clinical partieatarly if AVROBIO-eontintes-the-researehrand
development of-. Clinical trials are difficult to design and implement , initiate-further-and they involve a lengthy and
expensive process with uncertain outcomes. We may experience delays in completing, or ultimately be unable to
complete, the development and commercialization of TX45 or any future product candidates. * Our clinical trials may fail
to demonstrate substantial evidence of the safety, efficacy, purity and potency of our product candidates or any future
product candidates, which would prevent or delay or limit the scope of regulatory approval and commerecialization. * If
we are unable to successfully commercialize any product candidate for which we receive regulatory approval, or
experience significant delays in doing so, our business will be materially harmed. « Our success depends in part on our
ability to protect our intellectual property. It is difficult and costly to protect our proprietary rights and technology, and
we may not be able to ensure their protection. « We depend on intellectual property licensed from third parties and
termination of any of these licenses could result in the loss of significant rights, which would harm our business. * We
currently rely and expect to rely in the future on the use of manufacturing suites in third- party facilities or on third
parties to manufacture TX45 and any other product candidates, and we may rely on third parties to produce and
process our products, if approved. * Our business could be adversely affected if we are unable to use third- party
manufacturing suites or if the third- party manufacturers encounter difficulties in production. « We face significant
competition from other biotechnology and pharmaceutical companies, and our operating results will suffer if we fail to
compete effectively. * The market price of our common stock is expected to be volatile, and the market price of the
common stock may drop. ¢ If we fail to attract and retain management and other key personnel, we may be unable to
continue to successfully develop or commercialize our product candidates or otherwise implement our business plan.
Risks Related to Our Financial Position and Cash Needs We have a limited operating history and have incurred net
losses in every year since our inception. We expect to continue to incur net losses in the future. We are a biotechnology
company with a limited operating history. Since our inception in 2019, we have invested most of our resources in
organizing and staffing our company, developing our technology and product candidates, building our intellectual
property portfolio, conducting business planning, raising capital and providing general and administrative support for
these operations. We also completed the Merger in June 2024 and have been operating under this structure for only a
short time. Consequently, we have no meaningful operations upon which to evaluate our business, and predictions about
our future success or viability may not be as accurate as they could be if we had a longer operating history or a history of
successfully developing and commercializing drug products. We continue to incur significant research and clinical
development and other expenses related to our ongoing operations. As a result, we are not profitable and have incurred
losses in each period since our inception. For the years ended December 31, 2024 and 2023, we reported a net loss of $ S8.
0 million and $ 42. 8 million, respectively. As of December 31, 2024, we had an accumulated deficit of $ 148. 6 million.
We expect to continue to incur significant losses for the foreseeable future, and expect these losses to increase as we
continue our research and development of, and seek regulatory approvals for, our lead product candidate, TX45, along
with any future product candidates we may develop. We anticipate that our expenses will increase substantially if, and
as, we: ¢ continue the research and development of our clinical- and preclinical- stage product candidates and discovery-
stage programes, including the continued development of our lead product candidate TX45; « increase the amount of
research and development activities to identify and develop product candidates using our proprietary discovery
approach; * make milestone, royalty or other payments under in- license or collaboration agreements; * maintain,
expand and protect our intellectual property portfolio; * expand our operational, financial and management systems and
increase personnel, including personnel to support our clinical development, manufacturing and commercialization
efforts and our operations as a public company; ¢ establish sales, marketing, medical affairs and distribution
infrastructure to commercialize any products for which we may obtain marketing approval and intend to commercialize
on our own or jointly with third parties; ¢ invest in or in- license other technologies; and ¢ experience any delays or
encounter any issues with any of the above, including but not limited to failed studies, complex results, manufacturing
challenges, safety issues or other regulatory challenges. To become and remain profitable, we, our collaborators and any
potential future collaborators must develop and eventually commercialize products with significant market potential.



This will require us to be successful in a range of challenging activities, including completing preclinical studies and
clinical trials, producing biologics with contract manufacturing development organizations (“ CDMOs ”) in the United
States and in other countries, obtaining marketing approval for ;AVROBIOs-product candidates , manufacturing,
marketing and selling products for whlch we may obtaln marketmg approval dlld s&ﬁsfy—satlsfymg any post- marketing
requirements. We Shetld d 0 d chid may never succeed in any or all
of these activities and,even if A—VR@B{G—dees-we do ., AVROBIO-we may never generate reventies— revenue that are-is
significant or large enough to achieve profitability. If AAVROBIO-dees-we do achieve profitability, AAVROBIO-we may not be
able to sustain or increase profitability on a quarterly or annual basis. Qur A-VROBIOG>s-failure to become and remain profitable
would decrease the value of AVROBIO-the company and could impair thetr-our ability to raise capital,maintain thetr-our
research and development efforts,expand thetr-our business or continue our operations. Even if we succeed in
commercializing one or more of our product candidates, we will continue to enhanee-incur substantial research and
development and other expenditures to develop and market additional product candidates. We may encounter
unforeseen expenses, difficulties, complications, delays and other unknown factors that may adversely affect our
business. The size of our future net losses will depend, in part, on the rate of future growth of our expenses and our
ability to generate revenue. Our prior losses and expected future losses have had and will continue to have and-- an
optimize AVROBIO-adverse effect on our stockholders ° equity s-veetor-teehnology-and manufactaringproeesses-working
capital. To date , AVROBIO-we have financed our operations primarily through the sale and issuance of common stock,
convertible preferred stock, convertible promissory notes and the issuance of SAFEs. We expeets— expect its-our expenses
vrotdd-to i increase in connection with sueh—our ongomg activities —I-n<l-u-1-y—292—3— partlcularly A—VR@BJ-G—&ﬁneuneed-rt—was—h as
we contlnue hattin S v S A

chmcal trials of TX45 , pursue manufacturmg act1v1t1es for the G
Huntersyndrome-HHT product candldate TX2100, and initiate health authorlty and / or IND enabhng safety studles and

diseeﬁt-rnued-———— contlnue Ay y y
otd-tts-eys 15-g program Nev&r&s—zWReB{e—euﬁently—has—a—tetal-research develop and
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. In d(l(llll()n sheuldﬁ%LReB{G—resume-lf

we successfully complete (Ic\ clo )mcm through Phase 3 e%&s—pfeéuet—e&nd-tda-tes—and thereafter-obtains— obtain marketing
regulatory approval for any of our AVROBIO*s-product candidates, AVROBIO-we expeets— expect to incur significant

commerclahzatlon c\pcnscs related to product manufacturmg, marketmg, sales —med-teal—a—ffatrs,—m&rkeﬁng,—m&nufae&rr'mg

d(l(llll()ndl [undmu in connection with our A—VR@B-I-G—S-conlmumc opuallons If A%LRGB{G—tS-we are unable to raise Ldplldl
when needed or on reasenable-attractive terms, and-+we could be forced to delay, reduce or eliminate or-our -a-strategie
transaetton-product development programs or any future commercialization efforts. As of December 31, 2024, we had $
141. 2 million in cash and cash equivalents. Although we believe that our available cash and cash equivalents will be
sufficient to fund our planned operations for at least 12 months following the date of our consolidated financial
statements included in this Annual Report on Form 10- K, this belief is noteompleted; AVROBIO-based on assumptions
that may have-prove to hiquidate-its-assets-be wrong, and we could use our available capital resources sooner than we
currently expect A—VR@BwI-G—s—future-Future Ldplldl 1Lquncmcms for TX45 or our prechmcal programs will (Icpcnd on

tlmlng and eesfs—completlon of dfug—diseevew—laberatew—test-mg—pluhmcal develepﬂ&eﬁt—studles and clinical luals or
AVROBIOs-our current or any future product candidates, as well as the associated costs, including the-extentefany

impaets-fronrthe-COVID-—19-unforeseen costs we may incur as a result of preclinical study or clinical trial delays due to
disease outbreaks, epidemics and pandemie-pandemics or other causes simitar-publie-health-erisis-onthese-aetivities—; *
shotldAVROBIO-resume-devetopntent-the timing and amount of #ts-milestone and royalty payments we are required to

make or are eligible to receive under our license agreements with Harvard and other license agreements, as applicable; ¢
the number of potential new product candidates ;-we identify and decide to develop; ¢ the need for additional or expanded
pre- clinical studies and clinical trials beyond the-those eosts;-timing-that we plan to conduct with respect to our current
and future etteome-ofregulatoryreviewof AVROBIOs-product candidates; « the costs involved in growing the
orgamzatlon to the s1ze needed to allow for the research development and potential commercialization of our current or
any future aettv s-product candidates ;  the costs involved in filing
patent applications , mamtalmng and enforcmg patents or defendlng against infringement or other claims raised by
third parties;  the maintenance of our existing license and collaboration agreements and the entry into new license and
collaboration agreements; ° the time and costs involved in obtaining regulatory approval for our product candidates and




any delays we may encounter as a result of evolving regulatory requirements or adverse results with respect to any of our
product candidates; * the effect of competing technological and market developments; * the cost and timing of
completion of commercial- scale outsourced manufacturing activities;  the cost of establishing medieal-affairs;
Fhantfacturing- -capabilities ofAVROBIOs- AVROBIO-we
may reeeives— receive regulatory approval in regions where we choose to commercialize our products on our own; ° the
amount of revenues, if any, we may derive either directly or in the form of royalty payments from future sales of our
product candidates, if approved; and * market acceptance of any approved product candidates. We do not have any
committed external source of funds or other support for our development efforts and we cannot be certain that
additional funding will be available on acceptable terms, or at all. Until we can generate sufficient product or royalty
revenue to finance our cash requirements, which we may never do, we expect to finance our future cash needs through a
combination of public or private equity offerings, debt or royalty financings, collaborations, strategic alliances, licensing
arrangements and other marketing or distribution arrangements. Our ability to raise additional funds will depend on
financial, economic and market conditions and other factors, over which we may have no or limited control. Market
volatility resulting from geopolitical and economic instability, including the conflicts between Russia and Ukraine and in
the Middle East or other factors could also adversely impact our ability to access capital as and when needed. If
adequate funds are not available on commercially acceptable terms when needed, we may be forced to delay, reduce or
terminate the development or commercialization of all or part of our research programs or product candidates or we
may be unable to take advantage of future business opportunities. Raising additional capital will cause dilution to our
stockholders, and may restrict our operations, or require us to relinquish rights to our product candidates. Until such
time, if ever, as we can generate substantial product revenue, we expect to finance our cash needs through equity, debt
or royalty financings, third- party funding, marketing, and distribution arrangements, as well as other collaborations,
strategic alliances and licensing arrangements, or any combination of these approaches. We do not have any committed
external source of funds. To the extent that we raise additional capital through the sale of equity or convertible debt
securities, the ownership interest of our current stockholders will be diluted, and the terms of these securities may
include liquidation or other preferences. Debt and equity financings, if available, may involve agreements that include
covenants limiting or restricting our ability to take specific actions, such as redeeming shares, making investments,
incurring additional debt, making capital expenditures, declaring dividends or placing limitations on our ability to
acquire, sell or license intellectual property rights. If we raise additional capital through future collaborations, strategic
alliances, or third- party licensing arrangements, we may have to relinquish certain valuable rights to our intellectual
property, future revenue streams, research programs or product candidates, or grant licenses on terms that may not be
favorable to us. If we are unable to raise additional capital when needed, we may be required to delay, limit, reduce or
terminate our clinical development or future commercialization efforts, or grant rights to develop and market product
candidates that we would otherwise develop and market ourselves. Risks Related to the Discovery, Development and
Regulatory Approval of Our Product Candidates Notwithstanding the prior experience of individuals on our
management team in drug discovery and development, we are still a relatively young organization that has not yet
completed the full cycle of activities from discovery through regulatory approval for any of our portfolio projects. Our
GEODe ™ discovery platform has been the focus of technology development efforts over the last four years and is in the
early stages of being applied to novel therapeutic target opportunities. There is no guarantee the platform’ s capabilities
or its application to targets of interest will lead to therapeutic product candidates that can be successfully developed
through different stages of clinical trials and registered for marketing as therapeutic drugs in the United States or any
other territory. We are very early in our development efforts. If we are unable to advance TX4S5 or any of our other
product candidates through clinical development, obtain regulatory approval and ultimately commercialize TX4S5 or any
of our other product candidates, or experience significant delays in doing so, our business will be materially harmed. We
have no products approved for sale and our lead product candidate, TX45, will require clinical development, regulatory
review and approval in each jurisdiction in which we intend to market it, access to sufficient commercial manufacturing
capacity, and significant sales and marketing efforts before we can generate any revenue from product sales. Before
obtaining from regulatory authorities for the sale of our product candidates, we must conduct
extensive clinical trials to demonstrate the safety and efficacy of the product candidates in humans. We are early in our
product candidate development efforts, as TX4S5 is still in a Phase 1b clinical trial and recently initiated a Phase 2 clinical
trial. Our ability to generate product revenues, which we do not expect will occur in the foreseeable future, if ever, will
depend heavily on the successful development and eventual commercialization of TX45, TX2100, and any future product
candidates we develop, which may never occur. TX45 and any future product candidates we develop will require
additional preclinical and clinical development, management of clinical, preclinical and manufacturing activities,
marketing approval in the United States and other jurisdictions for specific indications for use, demonstrating
effectiveness to pricing and reimbursement authorities, obtaining sufficient manufacturing supply for both clinical
development and commercial production, building of a commercial organization and substantial investment and
significant marketing efforts before we generate any revenues from product sales. The success of our current and future
product candidates will depend on several factors, including the following:  successful and timely completion of
preclinical studies and clinical trials for which the FDA, or any comparable foreign regulatory authority agree with the
design, endpoints or implementation ; - sufficiency showld-AVROBIO-resume-development-of AVROBIO-our financial and
other resources to complete the necessary preclinical studies and clinical trials; ¢ receiving regulatory approvals or
authorizations for conducting our planned clinical trials or future clinical trials;  initiation and successful patient
enrollment in, and completion of, additional clinical trials on a timely basis; * our ability to demonstrate to the



satisfaction of the FDA or any comparable foreign regulatory authority that the applicable product candidate is safe,
pure, and potent for its targeted indications; ¢ our ability to demonstrate to the satisfaction of the FDA or any
comparable foreign regulatory authority that the applicable product candidate ’ s risk- benefit ratio for its proposed
indication is acceptable; * timely receipt of marketing approvals for our >from applicable regulatory
authorities; ° eosts-assoetated-extent of any required post- marketmg approval commltments to apphcable regulatory
authorities; ¢ establishing and scaling up, either alone or g
evaluationof- , manufacturing capablhtles of clinical supply for our clinical trlals and
commercial manufacturing, if any of our product candidates are approved ; * reventue-obtaining and maintaining patent
and proprietary information protection or regulatory exclusivity for our product candidates, both in the United States
and internationally; ¢ successfully scaling a sales and marketing organization and launching commercial sales of our
product candidates, if approved; * acceptance of our product candidates’ benefits and uses, if approved, by patients, the
medical community and third- party payors; * maintaining a continued acceptable safety profile of our product
candidates following approval; ¢ effectively competing with companies developing and commercializing other therapies
in the indications which our product candidates target; * obtaining and maintaining healthcare coverage and adequate
reimbursement from third- party payors; and ¢ enforcing and defending intellectual property rights and claims. If we
are not successful with respect to one or more of these factors in a timely manner or at all, we could experience
significant delays or an inability to successfully commercialize TX4S5 or any future product candidates we develop, which
would materially harm our business. If we do not receive marketing approvals for our current and future product
candidates, we may not be able to continue our operations. All of our product candidates are in discovery, preclinical or
Phase 1 and Phase 2 clinical trials. Clinical trials are difficult to design and implement, and they involve a lengthy and
expensive process with uncertain outcomes. We may experience delays in completing, or ultimately be unable to
complete, the development and commercialization of TX45 or any future product candidates. Clinical testing is
expensive and can take many years to complete, and its outcome is inherently uncertain. Failure can occur at any time
during the clinical trial process and our future clinical trial results may not be successful. We cannot guarantee that any
of our ongoing and planned clinical trials will be conducted as planned or completed on schedule, if at all. Moreover,
even if these trials are initiated or conducted on a timely basis, issues may arise that could result in the suspension or
termination of such clinical trials. To date, we have completed only one clinical trial (Phase 1a trial in normal healthy
volunteer with TX45) required for the approval of any of our product candidates. Enrollment in Part A of our TX45
Phaselb trial in patients with Group 2 PH and HFpEF is complete and we are currently conducting a Part B trial in
Group 2 PH patients with HFrEF. We are enrolling a TX4S5 Phase 2 clinical trial in Group 2 PH patients with HFpEF,
and we may experience delays in our ongoing clinical trials or preclinical studies. Additionally, we do not know whether
planned clinical trials will begin on time, need to be redesigned, enroll patients on time, have sufficient drug supply for
our product candidates on a timely basis or be completed on schedule, if at all. Furthermore, our product candidate
TX2100 is still in preclinical studies and the full results of such studies are not yet known. A failure of one or more
clinical trials can occur at any stage of testing, and our ongoing and future clinical trials may not be successful. We also
may experience numerous unforeseen events during our clinical trials that could delay or prevent our ability to receive
marketing approval or commercialize TX45 or any future product candidates, including: * delays in or failure to obtain
regulatory authorizations to commence a trial;  delays in reaching a consensus with regulatory agencies as to the design
or implementation of our clinical trials; * delays in or failure to reach 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 different CROs and trial sites; * delays in or failure to obtain institutional review board (“ IRB ) approval at
each site; * delays in or failure to recruit a sufficient number of suitable patients to participate in a trial; * failure to have
patients complete a trial or return for post- treatment follow- up; ¢ clinical sites deviating from trial protocol or dropping
out of a trial;  delays in adding new clinical trial sites; ¢ failure to manufacture sufficient quantities of our product
candidates for use in clinical trials in a timely manner; * occurrence of adverse events associated with the product
candidate that are viewed to outweigh its potential benefits, such as complications with pharmacokinetic behaviors, or
safety or tolerability concerns that could cause us or our collaborators, as applicable, to suspend or terminate a trial if
we or our collaborators find that the participants are being exposed to unacceptable health risks; ¢ failure to perform
clinical trials in accordance with the FDA’ s or any other regulatory authority’ s good clinical practices (“ GCP ”)
requirements, or regulatory guidelines in other countries; * failure to demonstrate to the satisfaction of the FDA or any
comparable foreign regulatory authority that the applicable product candidate’ s risk- benefit ratio for its proposed
indication is acceptable; * changes in regulatory requirements, policies and guidelines;  failure of our third- party
research contractors to comply with regulatory requirements or meet their contractual obligations to us in a timely
manner, or at all; » delays in establishing the appropriate dosage levels in clinical trials; ¢ the quality or stability of our
product candidates falling below acceptable standards; and * business interruptions resulting from natural disasters,
political, geopolitical and economic instability, including political unrest or unstable economic conditions in China, the
war between Russia and Ukraine, the conflict in the Middle East, terrorism, political turmoil, disease outbreaks,
epidemics and pandemics. In addition, we could also encounter delays if a clinical trial is suspended or terminated by us,
the IRBs of the institutions in which such trials are being conducted, or the FDA or comparable foreign regulatory
authorities, or recommended for suspension or termination by the Data Safety Monitoring Board for such trial. A
suspension or termination may be imposed due to a number of factors, including failure to conduct the clinical trial in
accordance with regulatory requirements or our clinical protocols, inspection of the clinical trial operations or trial site
by the FDA or comparable foreign regulatory authorities resulting in the imposition of a clinical hold, unforeseen safety




issues or adverse side effects, failure to demonstrate a benefit from using a product or treatment, failure to establish or
achieve clinically meaningful trial endpoints, changes in governmental regulations or administrative actions or lack of
adequate funding to continue the clinical trial. Many of the factors that cause, or lead to, a delay in the commencement or
completion of clinical trials may also ultimately lead to the denial of regulatory approval of our product candidates.
Further, the FDA or comparable foreign regulatory authorities may disagree with our clinical trial design and our
interpretation of data from clinical trials, or may change the requirements for approval even after they have reviewed
and commented on the design for our clinical trials. Our product development costs will increase if we experience delays
in clinical testing or marketing approvals. We do not know whether any of our clinical trials will begin as planned, will
need to be restructured or will be completed on schedule, or at all. Significant clinical trial delays also could shorten any
period during which we may have the exclusive right to commercialize our product candidates and may allow our
competitors to bring products to market before we do, potentially impairing our ability to successfully commercialize
our product candidates and harming our business and results of operations. Any delays in our clinical development
programs may harm our business, financial condition and results of operations significantly. To obtain the requisite
regulatory approvals to market and sell any of our product candidates, including TX4S and any other future product
candidates, we must demonstrate through extensive preclinical studies and clinical trials that our biologic products,
including TX45, are safe and effective for use in each targeted indication. Clinical testing is expensive and can take many
years to complete, and its outcome is inherently uncertain. Failure can occur at any time during the clinical development
process. Most product candidates that begin clinical trials are never approved by regulatory authorities for
commercialization. We may be unable to establish clinical endpoints that applicable regulatory authorities would
consider clinically meaningful, and a clinical trial can fail at any stage of testing. Further, the process of obtaining
regulatory approval is expensive, often takes many years following the commencement of clinical trials and can vary
substantially based upon the type, complexity and novelty of the product candidates involved, as well as the target
indications, patient population and regulatory agency. Prior to obtaining approval to commercialize TX4S and any
future product candidates in the United States or abroad, we, our collaborators or our potential future collaborators
must demonstrate with substantial evidence from adequate and well- controlled clinical trials, and to the satisfaction of
the FDA or comparable foreign regulatory authorities, that such product candidates are safe and effective for their
intended uses. Clinical trials that we conduct may not demonstrate the efficacy and safety necessary to obtain regulatory
approval to market our product candidates. In some instances, there can be significant variability in safety or efficacy
results between different clinical trials of the same product candidate due to numerous factors, including changes in trial
procedures set forth in protocols, differences in the size and type of the patient populations, changes in and adherence to
the clinical trial protocols and the rate of dropout among clinical trial participants. If the results of our ongoing or future
clinical trials are inconclusive with respect to the efficacy of our product candidates, if we do not meet the clinical
endpoints with statistical and clinically meaningful significance, or if there are safety concerns associated with our
product candidates, we may be delayed in obtaining marketing approval, if at all. Additionally, any safety concerns
observed in any one of our clinical trials in our targeted indications could limit the prospects for regulatory approval of
our product candidates in those and other indications. Even if the trials are successfully completed, clinical data are
often susceptible to varying interpretations and analyses or may not provide a sufficient risk- benefit ratio, and we
cannot guarantee that the FDA or comparable foreign regulatory authorities will interpret the results as we do or find a
risk- benefit ratio for a proposed indication acceptable, and more trials could be required before we submit our product
candidates for approval. We cannot guarantee that the FDA or comparable foreign regulatory authorities will view our
product candidates as having efficacy even if positive results are observed in clinical trials. Moreover, results acceptable
to support approval in one jurisdiction may be deemed inadequate by another regulatory authority to support regulatory
approval in that other jurisdiction. To the extent that the results of the trials are not satisfactory to the FDA or
comparable foreign regulatory authorities for support of a marketing application, approval of TX4S and any future
product candidates may be significantly delayed, or we may be required to expend significant additional resources,
which may not be available to us, to conduct additional trials in support of potential approval of our product candidates.
Even if regulatory approval is secured for a product candidate, the terms of such approval may limit the scope and use of
the specific product candidate, which may also limit our commercial potential. The results of preclinical studies and
early- stage clinical trials of our product candidates may not be predictive of the results of later- stage clinical trials.
Initial success in our ongoing clinical trials may not be indicative of results obtained when these trials are completed or
in later- stage trials. The results of nonclinical, preclinical and early- stage clinical trials may not be predictive of the
results of later- stage clinical trials. Product candidates in later stages of clinical trials may fail to show the desired safety
and efficacy traits despite having progressed through preclinical studies and initial clinical trials. Furthermore, there
can be no assurance that any of our clinical trials will ultimately be successful or support further clinical development of
any of our product candidates. There is a high failure rate for product candidates proceeding through clinical trials.
Many companies in the biotechnology and pharmaceutical industries have suffered significant setbacks in late- stage
clinical trials after achieving positive results in early- stage development and we cannot be certain that we will not face
similar setbacks. These setbacks have been caused by, among other things, preclinical findings made while clinical trials
were underway, or safety or efficacy observations made in preclinical studies and clinical trials, including previously
unreported adverse events. Moreover, preclinical and clinical data are often susceptible to varying interpretations and
analyses and many companies that believed their product candidates performed satisfactorily in preclinical studies and
clinical trials nonetheless failed to obtain FDA approval. Any such setbacks in our clinical development could have a
material adverse effect on our business, financial condition and results of operations. Our product candidates may be



associated with serious adverse, undesirable or unacceptable side effects or other properties or safety risks, which may
delay or halt their clinical development, or prevent marketing approval. If such side effects are identified during the
development of our product candidates or following approval, we may suspend or abandon our development of such
product candidates, the commercial profile of any approved label may be limited, or we may be subject to other
significant negative consequences following marketing approval. Undesirable side effects that may be caused by our
product candidates could cause us or regulatory authorities to interrupt, delay or halt clinical trials and could result in a
more restrictive label or the delay or denial of regulatory approval by the FDA or comparable foreign regulatory
authorities. While our lead product candidate, TX45, has been generally well tolerated in its preclinical studies, the
Phase 1a healthy volunteer trial and our Phase 1b study in patients with Group 2 PH to date, the results from future
preclinical studies and clinical trials, including of our other product candidates, may identify safety concerns or other
undesirable properties of our product candidates. The results of our ongoing Phase 1b clinical trial of TX45, the recently
initiated Phase 2 clinical trial of TX45, and future clinical trials of these and other product candidates may show that
our product candidates cause undesirable or unacceptable side effects or even death. In such an event, our trials could be
suspended or terminated and the FDA or comparable foreign regulatory authorities could order us to cease further
development of or deny approval of our product candidates for any or all targeted indications. The drug- related side
effects could affect patient recruitment or the ability of enrolled patients to complete the trial or result in potential
product liability claims. Any of these occurrences may harm our business, financial condition and results of operations
significantly. Moreover, if our product candidates are associated with undesirable side effects in preclinical studies or
clinical trials or have characteristics that are unexpected, we may elect to abandon their development or limit their
development to more narrow uses or subpopulations in which the undesirable side effects or other characteristics are less
prevalent, less severe or more acceptable from a risk- benefit perspective, which may limit the commercial expectations
for the product candidate, if approved. Additionally, adverse developments in clinical trials of pharmaceutical and
biopharmaceutical products conducted by others may cause the FDA or other regulatory oversight bodies to suspend or
terminate our clinical trials or to change the requirements for approval of any of our product candidates. For example,
immunogenicity is a concern for all protein therapeutics in human clinical trials, and immunogenic reactions in patients
in our trials may lead to adverse effects and / or impact exposure, which in turn may lead to protocol amendments,
clinical holds, or other actions that delay or s1gn1ﬁcantly 1mpact the prospects for our product candldates Addltlonally ,
if any ;-should-AVROBIOresume-development-of afetd A OB16-
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byﬁﬁ—‘vLRQB}e—s-pfedﬁet—e&ndi&afes—sevefal-pomnlmlly swnlllcanl negative consequences L()Llld 1uuh mcludlmy . 1wul¢1101v
authorities may suspend-er-withdraw approvals of such product eandidate-and require us to take such approved product off
the market ; < regulatory authorities may require the addittonral--- addition er-bexed-of labeling statements, specific warnings
otrthe-tabel, a contraindication or field alerts to physicians and pharmacies ; - AVROBIO-regulatory authorities may
require a medication guide outlining the risks of such side effects for distribution to patients, or that we implement a risk
evaluation and mitigation strategy (“ REMS ”) plan to ensure that the benefits of the product outweigh its risks; * we
may be required to change the way a-the product eandidate-is distributed;-dispensed;-or-administered et conduct additional
clinical trials or change the labeling of the product ; - AVROBIO-eould-we may be subject sued-and-heldtiable-for-harm
eaused-to patients-limitations on how we may promote the product ; and-+ AVROBIOs-sales of the product may decrease
significantly; « we may be subject to litigation or product liability claims; and ¢ our reputation may suffer. Any of these
events could prevent AVYROBIO-us, our collaborators or our potential future partners from achieving or maintaining market
acceptance of AVROBIOs-the affected product or could substantially increase commercialization costs and expenses,
whlch in turn could delay or prevent us from generatmg s1gn1ﬁcant revenue from the sale of our ploduu LdndlddlLS if
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sclinical trials, which could delay or prevent AVYROBIO-us from proceeding with , or otherwise adversely affect, clinical

trials of our AVROBIO*sproduct candidates. Sheuld-AVROBIOresume-development-Identifying and qualifying patients to
participate in clinical trials of #s-our product candidates -the-timing-and-s critical to our success . The timely completion

of our AVROBIOspatient-enrotment-and-clinical trials in accordance with our protocols depends, among other things, on
our ablllty to recruit a sufficlent number of ehglble patlents to participate and remain in the trial until its conclusion.
Ats Patlents may be unwilling to participate as-wel-as-the

OO ired-follo period ten v ate-in our AVROBIOsgene-therapyclinical
mdls because ol negative pubhcm Tom ad\ erse events 1c1alcd to novel therapeutlc approaches the-biotechnology-orgene

therapy-fields-, competitive clinical trials for similar patient populations, elinteal-trialsinproducteandidatesempleying

A—VLRGB-le—suveefers—l he existence ol current treatments or for ()Ihu reasons. Any delays related to-l-ﬁ-add-rt-teﬁ—t-he—rﬂd-teaﬁeﬁs
Py—H S d o atients— patient that

may—be—eﬂfe-l-led-enrollment could result in 1ncreased costs, delays in advanclng our A—VRQBle—s-el-rmea-l—mals—Shet&d

A—VR@BlG—resume—develepﬂ&eﬁt—e%&s—

Iummalmn 0[ the clinical trials dllOQLlllLl We
may not be able to identify, recruit and enroll a sufficient numbu of pallcnls or those with the 1cquncd or desired

LlldldLlLll\llL\ to complclc OUI‘MG'B{'G—S-L inical Illdls ina llle\ manner eﬁ&t—al-l—"l:here-ean—be—ne—assuraﬁeeﬂ%LReB{G

pfed-uet—e&ﬂd-tda-tes— Pdllu]l unollmun and trial complcllon is affected b\ many [dclols , including the: * locatlon of trial sites
in Moldova and Georgia for the Phase 1b trial and Phase II with its proximity to the conflict between Russia and the
Ukraine; * delays in obtaining, or the inability to obtain, required approvals from institutional review boards (“ IRBs ”)
and ethics committees or other governing entities at clinical trial sites selected for participation in our clinical trials; ¢
delays in reaching agreement on acceptable terms with clinical trial sites on clinical budgets and / or clinical trial
agreements; * deviations from the trial protocol by clinical trial sites and investigators, or failures to conduct the trial in
accordance with regulatory requirements; ° size and nature of the patient population and process for identifying patients; ®
design-proximity and availability of the-clinical trial preteeet-sites for prospective patients ; - cligibility and exclusion
criteria for the trial ; - pereetved-risks-and-benefits-design of the clinical trial; » safety profile, to date, of the product
candidate undu \Iud\ . pucux ed risks and benefits of the product candldate under study gene-therapy—based-approaches-to
e g ps-; © avatabiity-perceived risks and benefits of
our approach . approval of compclmU fhef&ptes—aﬂd-product candldates currently under investigation for the treatment
of similar diseases or conditions, or competing clinical trials for similar product candidates or targeting patient
populations meeting our patient eligibility criteria ; « severity of the disease under investigation; * availability-degree of

progression of the genetie-testing-forpotential-patients— patient +—proximity-and-availability-’ s disease at the time of
enrollment ehnieal-trial-sitesforprospeetivepatients—; * ability to obtain and maintain subjeetpatient consent; « risk that
enrolled patients will drop out before completion of the trial; * patient referral practices of physicians; and * ability to
adequately monitor patients adeguately-during and after treatment. AVROBIO-historieallyexpanded-AVROBIOs-Our
clinical trials will compete with other clinical trials for product candidates that are in the same therapeutic areas as our
product candidates, and this competition will reduce the number and types of patients available to us, because some
patients who might have opted to enroll in our trials may instead opt to enroll in a trial being conducted by one of our
competitors. Since the number of qualified clinical investigators is limited, we expect to conduct some of our clinical
trials at the same clinical trial sites that some of our competitors use, which will reduce the number of patients who are
available for our clinical trials in such clinical trial site. Delays in patient enrollment may result aetivities-to-inetude-patients
ywhorestde-in aeountry-increased costs or may affect ether—- the than-the-eountry-where-the-appheable-timing or outcome of
our future clinical trials site-istoeated-, which could prevent completion of these trials and who-adversely affect our
ability to advance the development of our product candidates. Interim, topline and preliminary data from our clinical
trials that we announce or publish from time to time may change as more patient data become available and arc required
subject to travvel-audit and verification procedures that could result in material changes in the final data. From time to
time, we may publish interim, topline for—- or seme-preliminary data from er-our attefthe-clinical testing-trials.
Preliminary and preeeduresreguired-for-interim data from our clinical trials may change as more patients— patient in-data
become available. Preliminary or interim data from our clinical trials are not necessarily predictive of final results.
Preliminary and interim data are subject to the applieable-risk that one or more of the clinical outcomes may materially
change as patient enrollment continues, more patient data become available and we issue our final clinical trial report .
Interim AVROBIO-has-eneountered-and-, topline and preliminary data also remain subject to audit and verification
procedures that may result in the final data being materially different from the preliminary data we previously
published. As a result, preliminary, topline and interim data should AVROBIO-resume-development-be viewed with
caution until the final data are available. Material adverse changes in the final data compared to the interim data could
significantly harm our business prospects. Further, others, including regulatory agencies, may not accept or agree with
our assumptions, estimates, calculations, conclusions or analyses or may interpret or weigh the importance of data
differently, which could impact the value of the particular program, the approvability or commercialization of the
particular product candidate or product, if any, and the company in general. In addition, the information we choose to
publicly disclose regarding a particular preclinical study or clinical trial #s- is based on what is typically extensive
information, and you or others may not agree with what we determine is the material or otherwise appropriate




information to include in our disclosure, and any information we determine not to disclose may ultimately be deemed
significant with respect to future decisions, conclusions, views, activities or otherwise regarding a particular product, if
any, product candidate or our business. If the preliminary and interim 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

commerclahze, our product candidates —rn—t-he—fttture—md\ be harmedeeﬁ&nﬂe—te-eﬁeetﬂﬁeﬁegisﬁea{—&nd—regu}atery

patttetpants;-any-of-which u)uld harm our busmess, operatmg results, prospects or financial condltlon Prechmcal
development is uncertain. Our preclinical programs may experience delay-delays or may never advance to AAYROBIOs
progress-and-eompletionof planned-—clinical trials and-, which would adversely affect our ability to obtain regulatory
approvals or commercialize these programs on a timely basis or at all, which would have an adverse effect on our
AVROBIOs-business. Before we can commence clinical trials for any product candidate, we must complete extensive
preclinical studies that support any future Investigational New Drug (“ IND ) applications in the United States, or
similar applications in other jurisdictions. In add-rt—teﬁ—July 2024 we recelved clearance from onee-these-internationat
patientsreturn-to-their-home-eountry-they— the may b teable-FDA for our IND
apphcatlon for our TX45 program Conductmg el-rn-tea-l—preclmlcal srte—testmg isa lengthy J:eea-ted—l—ﬂt-hese—pa-t-teﬂts—&re

: ; s-, time- consuming and expensive progress-process

and eemp%eﬁe&e-ﬁthe—ehmeai—ﬁ%l—eet%ae—ée&ayed—delays associated with erprevented—AVROBIOsproduct candidates for
which we were-being-developed-to-treatrare-- are eonditions-directly conducting preclinical testing and studies may cause

us to incur additional operating expenses . ShouldAVROBIO-resume-development-While we are currently conducting a
Phase 1b and the recently initiated Phase 2 clinical trials for TX45, including some trials which may be outside of its-the
United States, we cannot be certain of the t1mely completlon or outcome of our preclmlcal testmg and studles for our
other product candidates ;A% votld 6 g v d 6

cannot predict if other—- the FDA w1ll accept major-m S A b
restme;tnitiate-or-our eontinte-proposed clinical programs or if the outcome of our preclmlcal testmg and forelgn clinical
trials will ultimately support the further development of our other product candidates. As a result, we cannot be sure that
we will be able to submit INDs or similar applications for our preclinical programs on the timelines we expect, if
AVROBIO-at all, and we cannot enrol-a-suffietentnumber-be sure that submission of eligtble-patientsto-partieipate-INDs or
similar applications will result in the ehntealtrialsrequired-by-F DA or ether-comparable foreign regulatory authorities
allowing clinical trials to begin . AVYROBIO-The regulatory approval processes of the FDA and comparable foreign
regulatory authorities are lengthy, time consuming and inherently unpredictable, and if we are ultimately unable to
obtain regulatory approval for our product candidates, our business will be substantially harmed. The time required to
obtain approval by the FDA and comparable foreign regulatory authorities is unpredictable but typically takes many
years following the commencement of clinical trials and depends upon numerous factors, including the substantial
discretion of the regulatory authorities. In addition, approval policies, laws or regulations, or the type and amount of
clinical data necessary to gain approval may change during the course of a product candidate ° s ability-to-steeesstully

resumeinitiate;enrol-and-eomplete-a—clinical trialHm-development and may vary among jurisdictions. We have not
obtained regulatory approval for any foreigneountry-product candidate and it is subjeet-possible that none of our existing

product candidates or any product candidates we may seek to develop numerous-risks-unique-to-eondueting-busiress-in
foreign-eountries-the future will ever obtain regulatory approval. Our product candidates could fail to receive regulatory
approval for many reasons , including the following : - the FDA difftenty-in-establishing-or managing relationships

comparable foreign regulatory authorities may disagree with the design GRGs—ehme&I-sﬁtdy—sﬁes—aﬂd-pl‘ryﬁetaﬂsrhdiffereﬂt
sta-ﬂd&fds—fer— or 1mplementat10n the—eeﬂe}uet—o our clinical trials; * we ished-g







3 pmduu e&ndrdates— candldate is safe afe—gf&ﬂted-s-ueh
des*gnaﬁeﬂs— A—VR@B}G-pure and potent for its proposed indication; ¢ the population studied may not be able-sufficiently
broad or representative to realize-assure safety or efficacy in the intended-benefits-population for which we seek approval;
* the results of sueh-destgnations—TFhe-clinical trials may not meet the level of clinical significance required by the FDA and
or Lompamble lomon 1egulalo1v authorities effefeeﬁarn—destgﬁaﬁeﬁs— or approval' * we may be unable to demonstrate that

ILLLlldl()IV aulhonues —T—he—F-BA—nmv dlsagree w1th
sertous-or-our 1nterpretat10n of data from preclmlcal studles f




1ln FD«\ or mmpambk lmuwn 1umlalmx aulhmmes &nd—weu-}d-etheﬁﬂse—e*v‘&}uateﬂﬂ&e%s—&brhtyhmay require
additional preclinical studies or clinical trials beyond those that we currently anticipate; * the data collected from

clinical trials of our product candidates may not be sufficient to seek-and-reeetve-such-aeeelerated-support the submission
of a Blologlcs Llcense Apphcatlon (“BLA ”) as apphcable, to the FDA or other submlssmn or to obtain regulatory

or wmpambk lmuwn 1wul‘1101\ dLllhOllllLS may find deﬁc1enc1es w1th M@H@—Wﬁﬂ*ﬂ-&eﬂ&ﬂttﬁe—pﬁfﬁﬁe—( app-l-y—fall to

approve the manufacturing processes or facilities of third- party manufacturers with which we contract for aeeelerated
clinical and commerc1al supphes, and the approv al pohcles or regulatlons of the FDA or any other-formofexpedited
vV Vv A V O A Ve a . " O v et C S b

-a-timely-bas a8 v h omlmmbk lmuwn 1wul‘1101\ dLllhOllllLS or the laws they
enforce may s1gn1ﬁcantly change in a manner rendering our clinical data insufficient for approval. This lengthy approval
process as well as the unpredictability of future clinical trial results may result in our failing to obtain regulatory
approval to market any of our product candidates, which would significantly harm our business, financial condition and
results of operations. The FDA and comparable foreign regulatory authorities have substantial discretion in the
approval process and determining when or whether regulatory approval will be obtained for any of our product
candidates. Even if we believe the data collected from clinical trials of our product candidates are promising, such data
may not be sufficient to support approval by the FDA or comparable foreign regulatory authorities. In addition, even if
we were to obtain approval, regulatory authorities may approve any of our product candidates for fewer or more limited
indications than we request, may not approve the price we intend to charge for our products, if any, may grant approval
contingent on the performance of costly post- marketing clinical trials, or may approve a product candidate with a label
that does not include the labeling claims necessary or desirable for the successful commercialization of that product
candidate. Any of the foregoing scenarios could materially harm the commercial prospects for our product candidates.
The FDA and any comparable foreign regulatory authorities may not accept data from trials conducted in locations
outside of their jurisdiction. We are presently conducting clinical development in the United States, Eastern Europe, the
European Union, Australia, and New Zealand and will likely choose to conduct additional international clinical trials in
the future. The acceptance of study data by the FDA or any comparable foreign regulatory authority from clinical trials
conducted outside of their respective jurisdictions may be subject to certain conditions or may not be accepted at all. In
cases where data from foreign clinical trials are intended to serve as the 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 are performed by clinical
investigators of recognized competence and pursuant to compliance with current GCP requirements and (iii) the FDA is
able to validate the data through an on- site inspection or other appropriate mean. Additionally, the FDA’ s clinical trial
requirements, including the adequacy of the patient population studied and statistical powering, must be met. In
addition, such foreign trials are 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 applicable foreign regulatory authority will accept data from
trials conducted outside of its applicable jurisdiction. If the FDA or any applicable 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 our business plan, and which may result in our product candidates not receiving approval for
commercialization in the applicable jurisdiction. Even if we receive regulatory approval of a product candidate, we will
be subject to 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 such product candidate. If any of our product candidates are approved, they will be subject
to ongoing regulatory requirements for manufacturing, labeling, packaging, storage, advertising, promotion, sampling,
record- keeping, conduct of post- marketing studies and submission of safety, efficacy and other post- market
information, including both federal and state requirements in the United States and requirements of comparable foreign
regulatory authorities. In addition, we will be subject to continued compliance with CGMPs and GCP requirements for
any clinical trials that we conduct post- approval. Manufacturers and manufacturers’ facilities are required to comply
with extensive FDA and comparable foreign regulatory authority requirements, including ensuring that quality control
and manufacturing procedures conform to CGMP regulations. As such, we and our contract manufacturers will be
subject to continual review and inspections to assess compliance with CGMP and adherence to commitments made in
any BLA, other marketing application, and previous responses to inspection observations. Accordingly, we and others
with whom we work must continue to expend time, money, and effort in all areas of regulatory compliance, including
manufacturing, production and quality control. Any regulatory approvals that we receive for our product candidates
may be subject to limitations on the approved indicated uses for which the product may be marketed or to the conditions
of approval, or contain requirements for potentially costly post- marketing testing, including Phase 4 clinical trials and



surveillance to monitor the safety and efficacy of the product candidate. The FDA may also require a REMS program as
a condition of approval of our product candidates, which could entail requirements for long- term patient follow- up, a
medication guide, physician 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 a comparable
foreign regulatory authority approves our product candidates, we will have to comply with requirements including
submissions of safety and other post- marketing information and reports and registration. The FDA may impose consent
decrees or withdraw approval if compliance with regulatory requirements and standards is not maintained or if
problems occur after the product reaches the market. Later discovery of previously unknown problems with our product
candidates, including adverse events of unanticipated severity or frequency, or with our third- party manufacturers or
manufacturing processes, or failure to comply with regulatory requirements, may result in revisions to the approved
labeling to add new safety information; imposition of post- market studies or clinical trials to assess new safety risks; or
imposition of distribution restrictions or other restrictions under a REMS program. Other potential consequences
include, among other things: * restrictions on the marketing or manufacturing of our products, withdrawal of the
product from the market or voluntary or mandatory product recalls; ¢ fines, warning letters or holds on clinical trials; ¢
refusal by the FDA to approve pending applications or supplements to approved applications filed by us or suspension or
revocation of license approvals; * product seizure or detention or refusal to permit the import or export of our product
candidates; and ¢ injunctions or the imposition of civil or criminal penalties. The FDA strictly regulates marketing,
labeling, advertising, and promotion of products that are placed on the market. Products may be promoted only for the
approved indications and in accordance with the provisions of the approved label. The FDA and other agencies actively
enforce the laws and regulations prohibiting the promotion of off- label uses and a company that is found to have
improperly promoted off- label uses may be subject to significant liability including, among other things, adverse
publicity, warning letters, corrective advertising and potential civil and criminal penalties. Physicians may prescribe, in
their independent professional medical judgment, legally available products for uses that are not described in the
product’ s labeling and that differ from those tested by us and approved by the FDA. Physicians may believe that such
off- l1abel uses are the best treatment for many patients in varied circumstances. The FDA does not regulate the behavior
of physicians in their choice of treatments. The FDA does, however, restrict manufacturer’ s communications on the
subject of off- label use of their products. The federal government has levied large civil and criminal fines against
companies for alleged improper promotion of off- label use and has enjoined companies from engaging in off- label
promotion. The FDA and other regulatory agencies have also required that companies enter into consent decrees or
permanent injunctions under which specified promotional conduct is changed or curtailed. However, companies may
share truthful and not misleading information that is otherwise consistent with a product’ s FDA approved labeling. The
holder of a BLA must submit new or supplemental applications and obtain approval for certain changes to the approved
product, product labeling, or manufacturing process. We could also reguire AVROBIO-be asked to conduct furtherstudies
prior-post- marketing clinical trials to eensideringAVROBIO-verify the safety and efficacy of our products in general or
in specific patient subsets. If original marketing approval was obtained via the accelerated approval pathway, we could
be required to conduct a successful post- marketing clinical trial to confirm clinical benefit for our products. An
unsuccessful post- marketing study or failure to complete such a study could result in the withdrawal of marketing
approval. The policies of the FDA and of comparable foreign regulatory authorities may change and additional
government regulations may be enacted that could prevent, limit or delay regulatory approval of our product candidates.
We cannot predict the likelihood, nature or extent of government regulation that may arise from future legislation or
administrative action, either in the United States or abroad. If we are slow or unable to adapt to changes in existing
requirements or the adoption of new requirements or policies, or if we are not able to maintain regulatory compliance,
we may lose any marketing approval that we may have obtained and we may not achieve or sustain profitability. If
approved, our investigational products may face competition from biosimilars approved through an abbreviated
regulatory pathway. We are developing TX4S initially for the treatment of Group 2 Pulmonary Hypertension (“ PH ”) in
HFpEF, which we anticipate will be regulated as a biological product. The Patient Protection and Affordable Care Act,
as amended by the Health Care and Education Reconciliation Act of 2010 (collectively, the “ ACA ) includes a subtitle
called the Biologics Price Competition and Innovation Act of 2009 (“ BPCIA ), which created an abbreviated approval
pathway for biological products that are biosimilar to or interchangeable with an FDA- licensed reference biological
product. Under the BPCIA, an application for a biosimilar product may not be submitted to the FDA until four years
following the date that the reference product was first licensed by the FDA. In addition, the approval of a biosimilar
product may not be made effective by the FDA until 12 years from the date on which the reference product was first
licensed. During this 12- year period of exclusivity, another company may still market a competmg version of the
reference product if the FDA approves a BLA for the competing product containing the sponsor ° s appleation-or-granting
approval-ofany-type-own preclinical data and data from adequate and well- controlled clinical trials to demonstrate the

safety -rﬂel-udrrﬂg—purlty fe%e*&m-p-}e—rﬁand potency 0f the othu companypfed-&ets—&fe—&ppfeved—\ﬂa—the—aeee}eﬁﬁeé

exp e P APP A s product e&ﬁdtéate—weu-}d- The law is complex and is stlll bemg
interpreted and 1mplemented by the FDA As a result 11, its ultimate impact, implementation, and meaning are subject
to uncertainty. We believe that any of our product candidates approved as a tenger-time-biological product under a BLA
should qualify for the 12- year period of exclusivity. However, there is a risk that this exclusivity could be shortened due
to congressional action or otherwise, or that the FDA will not consider our investigational medicines to be reference
products for competing products, potentially creating the opportunity for generic competition sooner than anticipated.




Other aspects of the BPCIA, some of which may impact the BPCIA exclusivity provisions, have also been the subject of
litigation. Moreover, the extent to which a biosimilar, once licensed, will be substituted for any one of our reference
products in a way that is similar to traditional 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. If competitors are able to obtain
marketing approval for biosimilars referencing our products, our products may become subject to competition from
such biosimilars, with the attendant competitive pressure and consequences. We may become exposed to costly and
damaging liability claims, either when testing our product candidates in the clinic or at the commercial stage, and our
product liability insurance may not cover all damages from such claims. We are exposed to potential product liability
and professional indemnity risks that are inherent in the research, development, manufacturing, marketing and use of
biotechnology products. Currently, we have no products that have been approved for commercial sale; however, the
current and future use of product candidates by us and our collaborators in clinical trials, and the potential sale of any
approved products in the future, may expose us to liability claims. These claims might be made by patients who use the
product, healthcare providers, pharmaceutical companies, our collaborators or others selling such products. Any claims
against us, regardless of their merit, could be difficult and costly to defend and could materially adversely affect the
market for our product candidates or any prospects for commercialization of saeh-our product candidates. Although the
clinical trial process is designed to identify and assess potential side effects, it is always possible that a product, even after
regulatory approval, may exhibit unforeseen side effects. If any of our product candidates were to cause adverse side
effects during clinical trials or after approval of the product candidate, eould-inerease-the-eost-of development-ofsueh-we
may be exposed to substantial liabilities. Physicians and patients may not comply with any warnings that identify known
potential adverse effects and patients who should not use our product eandidate-candidates and-eoutd-harmAVROBIO-.
Regardless of the merits or eventual outcome, liability claims may result in: * decreased demand for our products due to
negative public perception; * injury to our reputation; * withdrawal of clinical trial participants or difficulties in
recruiting new trial participants; e initiation of investigations by regulators; ¢ costs to defend or settle the related
litigation; * a diversion of management ° s eempetitive-positiorrinrthe-marketplace—Meoreover-time and our resources; ¢
substantial monetary awards to trial participants or patients;  product recalls . even-withdrawals or labeling, marketing
or promotional restrictions; ¢ loss of revenues from product sales; and ¢ the inability to commercialize any of our
product candidates, if AVROBIO-approved. Although we believe we maintain adequate product liability insurance for
our product candidates, it is possible that our liabilities could exceed our insurance coverage. We intend to expand our
insurance coverage to include the able-- sale to-of commercial products if we obtain aeeelerated-marketing approval for any
of our AVROBIO*s-product candidates . However , there-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 no-not guarantee-that-be sufficient to cover such claims and our business operations could be impaired.
Should any of the events described above occur, this could have a material adverse effect on our business, financial
condition and results of operations. Due to our limited resources and access to capital, we must, and have in the post-past
decided —approval-studies-will-be-able-to eonfiratr, prioritize development of certain product candidates over the-other
ehinteal-benefitpotential product candidates. These decisions may prove to have been wrong and may adversely affect our
ability to develop our own programs , our attractiveness as a commercial partner and may ultimately have an impact on
our commercial success. Because we have limited resources and access to capital to fund our operations, we must decide
which product candidates to pursue and the amount of resources to allocate to each. Our decisions concerning the
allocation of research, collaboration, management and financial resources toward particular proprietary molecules in
our library, product candidates or therapeutic areas may not lead to the development of viable commercial products and
may divert resources away from better opportunities. Similarly, our decisions to delay, terminate or collaborate with
third parties in respect of certain product development programs may also prove not to be optimal and could cause FBA

us to miss valuable opportunities withdrawAVROBIOs-approval-. Should-AVROBIOresume-developmentIf we make
incorrect determlnatlons regardmg the market potentlal of its-our pmducl candidates —:WR@B%@—m&y—a-lse—pﬂfstte
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be—&m}b-}e—te-ebf&m—olp han drug dcslgnallon or A—VR@B—I-G—s—ploducl umdldalu a-nd—we develop eveﬁ—r%LReB-}e—eb’fa-rns
sueh-and we may be unsuccessful or may be unable to maintain the benefits associated with orphan drug designation,
including AVROBIO-maynotbe-able-torealize-the benefits-potential for market exclusivity. As part of saeh-our business
strategy, we may seek orphan drug designation for any ineludingpotential-marketing-exelustvity of AVROBIO>sproduct
candidates we develop , if-approved-and we may be unsuccessful. While we have not made a determination on whether we
intend to seek orphan drug designation for any of our product candidates at this time, we may do so in the future .
Regulatory authorities in some jurisdictions, including the United States and-othermajor-markets- may designate drugs intended
to-treat-eondittons-or-for diseases-affeeting-relatively small patient populations as orphan drugs. Under the Orphan Drug Act of
+983-in the United States , the FDA may designate a drug predueteandidate-as an orphan drug if it is a drug intended to treat
a rare disease or condition, which is generally defined as keawing-a patient population of fewer than 200, 000 individuals
annually in the United States, or a patient population greater than 200, 000 in the United States where there is no reasonable
expectation that the cost of dC\ Ll()plll(T the drug will be recov uui from sales in the United SIJILS In the -Eufepe&n—Hmeﬁ—Unlted

with an orphan drug duswnahon subsequently receives 1hc usl mdlkclmg approval for the mdlumon or which it has such
designation, the predaet-drug is entitled to a period of marketing exclusivity, which precludes the FDA erforetgnrregutatory
autherities-from approving another marketing application for a—pfe&uet—&rat—eeﬂsfﬁtﬁes—ﬂ&e—s&me—dﬁtg—&e&t—rﬂg—lhc same
indication for seven yearst-hat—m&rket—mg—exel-uswrt—y—peﬂed- Cpl in mmcd uuumslamcs Hanothersponserreeetvessueh




d 3 e toH: E\ en if MLR@B{Gwe eb’fa-rns— obtain orphan dl ug exclusivity for
a-any of our ploduel e&nd-tdate—candldates that exclusivity may not effectively protect the product candidate from competition
because different drugs-therapies can be approved for the same condition #r-and the United-States-same therapies can be
approved for different conditions but used off- label . Even after an orphan drug is approved, the FDA may-can subsequently
approve anether-the same drug for the same condition if the FDA concludes that the Jatter-- later drug is-netthe-same-dragot-is
clinically superior in that it is shown to bc safer, more effective or makes a deOI u)nlllbuuon to pallull care. In addltlon the
FurepeanYnion-, a designated ma he-sa
-rndieat-teﬂ—a-t—aﬂy—t-rme-drug may not recelve orphan drug exclus1v1ty 1[

affeeteﬁaed%&trie‘—p&&eﬂts-)'—er—‘—&re—Bhﬁ—ls approv cd or a d-l-ffere&t—ad-u-l-t—use that is broader than the lll(llcdll()l] than—t-he—r&re
pediatrie-disease-for which it received orphan designation. Moreover, orphan drug exclusive marketing rights in the
produet-eandidate-United States may be lost if the FDA later determines that the request for designation was materially
defective or if the manufacturer is unable to assure sufficient quantity of the drug to meet the needs of patients with the
rare disease or condition. Orphan drug designated-designation neither shortens the development time or regulatory
review time of a drug nor gives the drug any advantage in the regulatory review or approval process . The-authority

Whlle we may seek orphan drug de51gnat10n or apphcable 1nd1cat10ns t-he—F-BA—te—a—w&rd—rare19ed-t&trte—d1&e&se—P—R—Vs—1m

y—- current and expires-on
-Septembe%}@—z-e%é—l-f—ﬂae—Bhﬁ—fehlm future e%WR@B{G—s—ploduu (,dndlddlLS wrt-h—RP-BD— we may never receive such

des1gnat10ns Even if we do receive such des1gnat10ns, there is ot no guarantee that we appreved—pﬂeﬁe—Sep’fembeﬁ}O—
& W vit-will enjoy the benefits of not
be%%gﬂﬂe-fe%ﬂ%mmﬁmhalse—pessab}e—fhe—those de51gnat10ns auﬁ&erﬁ-y—fe%F—BA—te—&ward—r&re—peeh&tﬂe—dﬂease
e h h h aHawmaking- Shotld-AVROBIO-resume-development-Risks Related to
Commerclahzatlon of -rts—Our pfe&uet—Product e&ndféates—Candldates —eveﬂ—l-fﬁWReB{G—If we are successful in ebtains
obtammg fegu-}ateﬁ'—marketmg dppl()\ al from 4P




eandidates gtta he ay—: © launchmg commerclal sales tssue—a—w&m-mg—}ettef
asseﬁing—ﬂ%&HWReB{e—is—in—vie-}&ﬁeﬁ—ol t-he—}a-w—such products, whether alone or in collaboration with others ; - seekan

injunetionrreceiving approved labels with claims that are necessary or desirable or-for tmpese—&dmnﬂetf&ﬁve-successful
marketing . etvil-and that do not contain safety or other limitations that would impede er-our eriminal-penalties-or
menetary-fines-ability to market such products ; - suspend-creating market demand orfor withdrawregulatory-such

products through marketing, sales and promotion activities; ¢ hiring, training, and deploying a sales force or contracting
with third parties to commercialize such products in the United States; * creating strategic collaborations with, or
offering licenses to, third parties to promote and sell such products in foreign markets where we receive marketing
approval; « suspend-any-ongotng-manufacturing such products (i) in sufficient quantities, (ii) at acceptable quality and cost
and (iii) in a presentation that is practlcal and compatlble w1th the intended clinical tﬂa}s—use to meet commerclal
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manher-or-to-obtain-adequate-sapply-on wmmuual / reasonable lums . d-l-fﬁeu-l-t-y—malntalnlng patent and trade secret
protection eestassoetated-with-toeating-and regulatory exclusivity qualifying-alternativesupphers-for such products
AVROBIOs-eomponents-ina-timely-manner-, * achieving market acceptance production-delaysrelated-to-the-evaluationand

testitg-of such products by patients from-alternative-supphiers-, the medical community, and eorrespondingregutatory
qttahﬁeat—teﬂs-thlrd- party payors . ach1ev1ng coverage and adequate relmbursement from thlrd- party payors for such

; * patients

prtation—e d-by-defee components dreed-byA w1lhngnesstopay
out- of- pocket in the absence of such coverage and adequate reimbursement from third- party payors ; * inereased-eost
effectively competing with other therapies; and » maintaining a continued acceptable safety profile of such AVROBIO*s
w&rr&nﬁ*—pregr&m—d-&e—te—pfeéuet—products feparr—followmg launch. To the extent we are not able to do any of the foregoing,
or-our dueed-business, financial condition, results of operations, stock
price and prospects w1ll be materially harmed. The biotechnology industry is characterized by intense competition

AVROBIOs-suppliers;-and rapid innovation. Our competitors may be able ~fluetnationrin-delivery by AVROBIO s
suppliers—due-to develop ehanges-irdemand-fromAVROBIO-or-theirother eustomers-compounds or drugs that are able to

achieve similar or better results . #-Our potential competitors include major multinational pharmaceutical companies,
established biotechnology companies, specialty pharmaceutical companies and universities and other research
institutions. any-Many of theserisks-materialize-our competitors have substantially greater financial , AVROBIO>s—eests
eottd-technical and other resources, such as larger research and development staff and experienced marketing and
manufacturing organizations and well- estabhshed sales forces. Smaller or early- stage companles may also prove to be
signifteantly—- significant competitors ine A
AVROBIOs-particularly as they develop novel approaches to treatmg disease 1nd1catlons that our )mducl (,dndlddlLS are
approved;-also focused on treating. Established pharmaceutical companies may also invest heavily to meet-demantd
accelerate dlscovery and development of novel therapeutlcs -feﬁ or A—VR@Ble—s-pfeéuets-to in- llcense novel therapeutlcs




develop obsolete m&y—nﬁt—be-deteetab-le-rrrﬁﬁal-pfeéuet—tesﬁng— A—VR@BJ-G—Mergers and acqu1s1t10ns in the blotechnology

and pharmaceutical industries may result in even more resources bemg concentrated in er-our competltors Competition
may increase further as A-v y
result of advances in the commercial appllcablllty of technologles and greater avallablllty of capltal for investment in
these industries. Our competitors, either alone or with collaboratlve partners, may succeed in developlng, acqulrlng or
llcens1ng on a—t—rme}y—an excluswe basis drug or blologlc atre- A :

pheab g as-a-eon A gt approva A s-product candidates or any-may develop
proprietary technologles or secure patent protectlon that we may need for the development of AVROBIO*s-our
technologies and products. We believe the key competitive factors that will affect the development and commercial
success of our product candidates are efficacy, safety, tolerability, reliability, convenience of use, price and
reimbursement. We compete in the segments of the biotechnology, pharmaceutical and other potentiat-related industries
that develop and market therapies for the treatment of Group 2 PH with HFpEF and Hereditary Hemorrhagic
Telangiectasia (“ HHT ”) disorders. Although there are no other companies who have commercialized therapies for the
same therapeutic areas that our preduets-—- product candidates target, there are many other companies, including large
biotechnology and pharmaceutical companies, that are developing therapies for the same therapeutic areas. For
example, AstraZeneca and Tenax Therapeutics for the treatment of Group 2 PH and Diagonal Therapeutics and Vaderis

Therapeutics for the treatment of HHT . In addition, in January 2025 theregulatory-authoritiesmay-, at-any-time-Eli Lilly

terminated its Phase 2 trial of volenrelaxin , which has affected investor audit-orinspeetamanufacturing-faetity-invelved
with-the-preparation—-- perception of relaxin AVROBIOs-product candidates in general. We anticipate that we will

continue to face intense and increasing competition as new treatments enter the market and advanced technologies
become available. There can be no assurance that er-our AYROBIOs-competitors are not currently developing, or will
not in other—- the potential-future develop, products that are equally orthe-assoctated-quality systemsfor— or eompliatiee
with-theregulations-apphieable-to-the-activittesmore effective or are more economically attractive than any of our current

or future product candidates. Competing products may gain faster or greater market acceptance than our products, if
any, and medical advances or rapid technological development by competitors may result in our product candidates
being-becoming eeﬂe}ueted-non- competitive or obsolete before we are able to recover our research and development and

commerclallzatlon expenses t-hese—faeﬂ-rttes—we or our product candldates (Io not pass—a—pre-—&ppfeva-l—p}aﬂt—rnspeeﬁeﬂ—er




breaeh—o operatlons 0
trade—seerets—rrreases—where—A—VR@Bl@—dees—nol have pfepﬂet&ry—a sales or marketlng 1nfrastructure etheﬁﬂse—preteeted

success for an-any approved ety 3 A0 OB1O
Produet-product , we must G&ndidafes—Sheuldﬂ%LReB{GﬁStme-develepﬁaeﬁt————— develop ef—rts—or acqulre a sales and
marketing organization, outsource these functions to third parties or enter into strategic collaborations. We may decide
to establish our own sales and marketmg capablhtles and promote our product candidates if and ebtain-when regulatory
approval ef-any d dAY able-has been obtained in the United States or in
other Jurlsdlctlons There are risks involved if we decide to establish our own sales sdistributtorr-and marketing capabilities
or enter into agreements-arrangements with third parties to perform these services. Even if we establish sales and
marketing capablhtles, we may fall to launch our products effectively or to market our andseH-AVROBIOsproduet
products earn W g any-effectively since we have no experience in the sales and
marketing of blotechnology preeluet—products feveﬂue— In addltlon :Pe—sueeessfuﬂ-yheefﬂmefﬁalﬂe—&rwe%%e%—s
produet-eandidates-, recrultmg if-ap W

a eeﬂt-raet—\dlcx force is te—market—any

catd ay—d be-expensive and time —consuming and could delay any product launch.
Mereever—ln the event that any such launch is delayed or does not occur for any reason , AVROB16-we would have
prematurely or unnecessarily incurred these commercialization expenses, and our investment would be lost if we cannot

be-eertainr- retain or reposition our sales and marketing personnel. Factors that AVROBIO-will-be-able-to-suecessfully
develop-this-eapability—AVROBIO-may inhibit our efforts to commercialize our products on our own include: * our
inability to recruit, train and retain adequate numbers of effective sales and marketing personnel; ¢ the inability of sales

personnel to obtain access to or educate adequate numbers of physicians on the benefits of our products; ¢ the lack of
complementary products to be offered by sales personnel, which may put us at a competitive disadvantage relative to
companies with more extensive product lines; * unforeseen costs and expenses associated with creating an independent
sales and marketing organization; and ¢ costs of marketing and promotion above those anticipated by us. If we enter into
eoHaborations-regarding-arrangements with third parties to perform sales and marketing services, our product revenues
or the profitability of these product revenues to us could be lower than if we were to market and sell any appreved-produet
products eandidates-that we develop ourselves. Such collaborative arrangements with partners may place other—- the
en&&es—te—utrhze—&reteesfablrshed—marketmg—commerclallzatlon of our products outside of our control and would make us
subject distributioneapab OB1O nable-to a number of risks including that we may enter-into-steh

6 i bota do-not eommit-suffietent-be able to control the amount or
t1m1ng of resources that our collaboratlve partner devotes to eommeretalize A VROBIO-our products or that our
collaborator ’ s willingness produeteandidates;or AVROBIO-ability to complete is-its obligations unable-to-devetop-the
neeessary-eapabitities o AVROBIOs-own-, AVROBIO-will-and our obligations under our arrangements may be unable-to
generate-suffietent product revente-to-sustair AVROBIO-adversely affected by business combinations or significant changes
in our collaborator ° s business strategy M@Bl@—eempetes—ln addltlon, we may not be successful in entermg into
arrangements W uh Aty e

A—VR@Ble—s-seafeh—feH md pamu to asast—zWRGBle-sell and market our products or may be unable to do S0 on terms
that are favorable to us. Acceptable third parties may fail to devote the necessary resources and attention to sell and
market our products effectively. If we do not establish sales and marketing capabilities successfully, either on our own or
in collaboration with the—sales%d—marketmg—efferts—e—&%—\#l%@%—s—thlrd parties, we may not be successful in
commercializing our produet-products eandidates-, if approved—Without-amany internal-teanror-the-supportofa-third—party



te—perferm—market—rng—&nd—sa-les—ftu&eﬁens— which i in turn would have a materlal A%LRGBlG—may—be—tmab-le—te-eempete

lmanual condmon —and ILSLlllS of opcmuom and—prespeets— Even 1f a Sheuldﬂ%eBlefesmﬂe-develepment—e-ﬂrts—pfeduet
6 e-product candidate wit-depend-uper-we develop receives marketing

approval 1t may fail to achieve Ihc (lL,LTlLL ol market acceptance by physicians, patients, third- party payors and others in the
medical community necessary for commercial success . ShouldAVROBIO-resume-development-ofits-The revenues that we
generate from our sales may be limited, and we may never become profitable. We have never commercialized a product
candidate for any indication. Even if our product candidates are approved by the appropriate -and-thereafterif AVROBIO
ebtatns-any-regulatory appfeva-l-authorltles or marketmg and sale MLRGB{G—s-pfeduet—e&nd-tdates- t-he—they may not galn

acceptance among physicians W
eommunity-, patients, and-third- party payors aeeeptmg—geﬁe—t-hefa-py—pre&uets—ifrgeﬂeralrdnd A—VR@B-I-G—S-others in the
medical communlty If any pmducl (,dndlddlLS for whlch we obtaln regulatory approval does tr-particular;-as-effeetive;safe
ay-not gain an adequate level of market acceptance , we
could be prevented from or s1gn1ﬁcantly delayed in ach1ev1ng profitability. Market acceptance of our product candidates

b} physter&ns—the medlcal commumty pdllull% —and third- pmlv payors and-others-irthe-medieal-eommunity—The-degree-of
: will depend on a number of factors, teluding:—

some of whlch are beyond our control. For example, phys1c1ans are often reluctant to switch the-their patients and
patients may be reluctant to sw1tch from ex1st1ng theraples even when new and potential-potentially more effective or

ve-treatments enter —rne-lud-mg—&&y—srﬁn-la%geﬂerte—trea—tmeﬁts—‘—t-he

Efforts to cducalc the n dlcdl

community dnd Ihnd party payors on Ihc bcnc its of our A—VR@B-I-G—S-pmducl candidates may 1Lqunc significant resources
and may never-not be successful. If any of our product candldates ; :
resotrees-than-arc approved but req y OB16

produets-do not achieve an adequate lev cl of market acccpldncc A—VR@Ble—may—net—generate-we could be prevented from or
stgnifteant-significantly delayed in ach1ev1ng profitablllty The degree of market acceptance of any pmducl for whlch we
receive marketing rev ;
M@Bl@—ebt&ms—dppm\ al w1ll depend on

a V&ﬂetynumber of factors, including: * the

B
b (7

are approv cd ; * physicians, hospitals and patients con51der1ng our product candldates asa safe and effective treatment' .
the potential and perceived advantages of our product candidates over alternative treatments; * the prevalence and
severity of any side effects; * product labeling or product insert requirements of the FDA or comparable foreign
regulatory authorities; * limitations or warnings contained in the labeling approved by the FDA or comparable foreign



regulatory authorities; * the timing of market introduction of our product candidates in relation to other potentially
competitive products; ¢ the cost of our product candidates in relation to alternative treatments;  the amount of upfront
costs or training required for eemmeretatization-physicians to administer our product candidates; ¢ the availability of
coverage and adequate reimbursement from third- party payors and government authorities; ¢ the willingness of
patients to pay out- of- pocket in the absence of comprehensive coverage and reimbursement by third- party payors and
government authorities; ¢ the relative convenience and ease of administration , AAVROBIO-including as compared to
alternative treatments and competitive therapies;  the effectiveness of our sales and marketing efforts and distribution
support; and ¢ the presence or perceived risk of potential product liability claims. Healthcare reform may negatively
impact our ability to profitably sell TX4S and any potential future product candidates, if approved. Third- party payors,
whether domestic or foreign, or governmental or commercial, are developing increasingly sophisticated methods of
controlling healthcare costs. The United States and may-many enter-foreign jurisdictions have enacted or proposed
legislative and regulatory changes affecting the healthcare system that could prevent or delay marketing approval of
TX4S or any potential future product candidates, restrict or regulate post- approval activities and affect our ability to
profitably sell any product for which we obtain marketing approval. In March 2010, the Patient Protection and
Affordable Care Act, as amended by the Health Care and Education Reconciliation Act, collectively referred to as the
ACA, was enacted, which includes measures that have significantly changed the way health care is financed by both
governmental and private insurers. There have been executive, judicial and congressional challenges and amendments to
certain aspects of the ACA. For example, on August 16, 2022, the Inflation Reduction Act (the “ IRA ), was signed
agreements-law, which among other things, (1) directs the Department of Health and Human Services (the “ HHS ”), to
negotiate the price of certain high expenditure, single- source biologics that have been on the market for 11 years covered
under Medicare (the “ Medicare Drug Price Negotiation Program ) and (2) imposes rebates under Medicare Part B and
Medicare Part D to penalize price increases that outpace inflation. The IRA includes certain exemptions to the price
negotiation program, including a limited exemption for products with orphan drug designation. This exemption applies
only to products with one orphan drug designation that is (i) for a rare disease or condition and (ii) is approved for
indication (s) for such rare disease or condition. By limiting price negotiation exemption to products with only one
orphan drug designation, the IRA may decrease our interest in pursuing orphan drug designation for our product
candidates in multiple indications. The IRA also, among other things, extends enhanced subsidies for individuals
purchasing health insurance coverage in ACA marketplaces through plan year 2025 and eliminates the “ donut hole ”
under the Medicare Part D program beginning in 2025 by significantly lowering the beneficiary maximum out- of-
pocket cost through a newly established manufacturer discount program. These provisions began to take effect
progressively in fiscal year 2023. On August 15, 2024, HHS announced the agreed- upon reimbursement prices of the
first ten drugs that were subject to price negotiations, although the Medicare Drug Price Negotiation Program is
currently subject to legal challenges. On January 17, 2025, HHS selected fifteen additional products covered under Part
D for price negotiation in 2025. Each year thereafter more Part B and Part D products will become subject to the
Medicare Drug Price Negotiation Program. The IRA permits HHS to implement many of these provisions through
guidance, as opposed to regulation, for the initial years. HHS has and will continue to issue and update guidance as these
programs are implemented. It is possible that the ACA and IRA may be subject to judicial or Congressional challenges
in the future. It is unclear how any additional healthcare reform measures of the second Trump administration may
impact the ACA or IRA, increase the pressure on drug pricing or limit the availability of coverage and adequate
reimbursement for TX45 and any potential future product candidates, which would adversely affect our business. There
has also been increasing executive, legislative and enforcement interest in the United States with respect to drug pricing
practices. There have been U. S. congressional inquiries, presidential executive orders and proposed and enacted
legislation designed to, among other things, bring more transparency to drug pricing, reduce the cost of prescription
drugs under Medicare, review the relationship between pricing and manufacturer patient programs and reform
government program reimbursement methodologies for drugs. For example, on December 7, 2023, an initiative to
control the price of prescription drugs through the use of march- in rights under the Bayh- Dole Act was announced. On
December 8, 2023, the National Institute of Standards and Technology published for comment a Draft Interagency
Guidance Framework for Considering the Exercise of March- In Rights which for the first time includes the price of a
product as one factor an agency can use when deciding to exercise march- in rights. While march- in rights have not
previously been exercised, it is uncertain if that will continue under the new framework. We expect that the healthcare
reform measures that have been adopted and may be adopted in the future may result in more rigorous coverage criteria
and additional downward pressure on the price that we receive for any approved product and could seriously harm our
future revenues. Any reduction in reimbursement from Medicare or other government programs may result in a similar
reduction in payments from private payors. The implementation of cost containment measures or other healthcare
reforms may prevent us from being able to generate revenue, attain profitability or commercialize our products. The
current Trump administration is pursuing policies to reduce regulations and expenditures across government including
at HHS, the FDA, CMS and related agencies. These actions, presently directed by executive orders or memoranda from
the Office of Management and Budget, may propose policy changes that create additional uncertainty for our business.
These actions may include, for example, directives to reduce agency workforce, rescinding a Biden administration
executive order tasking the Center for Medicare and Medicaid Innovation (“ CMMI ”) to consider new payment and
healthcare models to limit drug spending and eliminating the Biden administration’ s executive order that directed HHS
to establishing an Al task force and developing a strategic plan. Additionally, in its June 2024 decision in Loper Bright
Enterprises v. Raimondo (“ Loper Bright ”), the U. S. Supreme Court overturned the longstanding Chevron doctrine,



under which courts were required to give deference to regulatory agencies’ reasonable interpretations of ambiguous
federal statutes. The Loper Bright decision could result in additional legal challenges to current regulations and guidance
issued by federal agencies applicable to our operations, including those issued by the FDA. Congress may introduce and
ultimately pass health care related legislation that could impact the drug approval process and make changes to the
Medicare Drug Price Negotiation Program created under the IRA Such reforms could have an adverse effect on
anticipated revenue from TX45 and any potential future product candidates that we may successfully develop and for
which we may obtain regulatory approval and may affect our overall financial condition and ability to develop product
candidates. In many countries outside the United States, government- sponsored healthcare systems are the primary
payors for drugs. With increasing budgetary constraints and / or difficulty in understanding the value of medicines,
governments and payors in many countries are applying a variety of measures to exert downward price pressure and we
expect that legislators, policy makers and healthcare insurance funds in the EU Member States will continue to propose
and implement cost cutting measures. These measures include mandatory price controls, price referencing, therapeutic-
reference pricing, increases in mandates, incentives for generic substitution and biosimilar usage, government- mandated
price cuts, limitations on coverage of target population and introduction of volume caps. Many countries implement
health technology assessment (“ HTA ), procedures that use formal economic metrics such as cost- effectiveness to
determine prices, coverage and reimbursement of new therapies. These assessments are increasingly implemented in
established and emerging markets. In the EU, Regulation (EU) 2021 /2282 on Health Technology Assessment, which will
become effective on January 12, 2025, will allow EU member states to use common HTA tools, methodologies and
procedures to conduct joint clinical assessments and joint scientific consultations whereby HTA authorities may provide
advice to health technology developers. Each EU member state will, however, remain exclusively competent for assessing
the relative effectiveness of health technologies and making pricing and reimbursement decisions. Given that the extent
to which pricing and reimbursement decisions are influenced by the HTA process currently varies between EU member
states, it is possible that our products may be subject to favorable pricing and reimbursement status only in certain EU
countries. If we are unable to maintain favorable pricing and reimbursement status in EU member states that represent
significant markets, including following periodic review, our anticipated revenue from and growth prospects for our
products in the EU could be negatively affected. Moreover, in order to obtain reimbursement for our products in some
EU member states, we may be required to compile additional data comparing the cost- effectiveness of our products to
other available therapies. Efforts to generate additional data for the HTA process will involve additional expenses which
may substantially increase the cost of commercializing and marketing our products in certain EU member states. We
cannot predict the likelihood, nature or extent of healthcare reform initiatives that may arise from future legislation or
administrative action. However, it is possible that countries will continue taking aggressive actions to seek to reduce
expenditures on drugs. Similarly, fiscal constraints may also affect the extent to which countries are willing to approve
new and innovative therapies and / or allow access to new technologies. If we or any third parties we may engage are
slow or unable to adapt to changes in existing requirements or the adoption of new requirements or policies, or if we or
such third parties are not able to maintain regulatory compliance, our product candidates may lose any regulatory
approval that may have been obtained and we may not achieve or sustain profitability. Inadequate funding for the FDA
and other government agencies, including from government shutdowns, or other disruptions to these agencies’
operations, could hinder their ability to hire and retain key leadership and other personnel, prevent new products and
services from being developed or commercialized in a timely manner or otherwise prevent those agencies from
performing normal business functions on which the operation of our business may rely, which could negatively impact
our business. The ability of the FDA to review and approve new products can be affected by a variety of factors,
including government budget and funding levels, the ability to hire and retain key personnel and accept the payment of
user fees, and statutory, regulatory and policy changes. Average review times at the agency have fluctuated in recent
years as a result. In addition, government funding of the SEC and other government agencies on which our operations
may rely, including those that fund research and development activities, is subject to the political process, which is
inherently fluid and unpredictable. Disruptions at the FDA and other agencies (including layoffs) may also slow the time
necessary for new product candidates to be reviewed and / or approved by necessary government agencies, which would
adversely affect our business. For example, many staff members from the FDA and other agencies have recently been
laid off. If a prolonged government shutdown or disruption occurs, it could significantly impact the ability of the FDA to
timely review and process our regulatory submissions, which could have a material adverse effect on our business.
Further, future government shutdowns and / or disruptions could impact our ability to access the public markets and
obtain necessary capital in order to properly capitalize and continue our operation. Our relationships with healthcare
providers, customers and third- party payors will be subject to applicable anti- kickback, fraud and abuse, transparency
and other healthcare laws and regulations, which, if violated, could expose us to criminal sanctions, civil penalties,
contractual damages, reputational harm, administrative burdens and diminished profits and future earnings. Healthcare
providers, including physicians, and third- party payors will play a primary role in the recommendation and
prescription of any product candidates for which we or our partner obtains marketing approval. Our arrangements with
healthcare providers, third- party payors and customers may expose us to broadly applicable fraud and abuse and other
healthcare laws and regulations that may constrain the business or financial arrangements and relationships through
which we research, market, sell and distribute our products for which we or our partner obtain marketing approval.
Restrictions under applicable federal and state healthcare laws and regulations, include the following:  the federal Anti-
Kickback Statute prohibits persons from, among other things, knowingly and willfully soliciting, offering, receiving or
providing remuneration, directly or indirectly, in cash or in kind, to induce or reward, or in return for, the referral of an



individual for the furnishing or arranging for the furnishing, or the purchase, lease or order, or arranging for or
recommending purchase, lease or order, of any good or service for which payment may be made under a federal
healthcare program, such as Medicare and Medicaid. A person or entity does not need to have actual knowledge of the
federal Anti- Kickback Statute or specific intent to violate it to have committed a violation. Violations are subject to civil
and criminal fines and penalties for each violation, plus up to three times the remuneration involved, imprisonment, and
exclusion from government healthcare programs. In addition, the government may assert that a claim including items or
services resulting from a violation of the federal Anti- Kickback Statute constitutes a false or fraudulent claim for
purposes of the federal False Claims Act (the “ FCA ”) or federal civil monetary penalties; * the FCA imposes criminal
and civil penalties, including through civil whistleblower or qui tam actions, against individuals or entities for knowingly
presenting, or causing to be presented, to the federal government, claims for payment that are false or fraudulent or
making a false statement to avoid, decrease or conceal an obligation to pay money to the federal government.
Manufacturers can be held liable under the FCA even when they do not submit claims directly to government payors if
they are deemed to “ cause ” the submission of false or fraudulent claims. The FCA also permits a private individual
acting as a “ whistleblower ” to bring actions on behalf of the federal government alleging violations of the FCA and to
share in any monetary recovery; * The Health Insurance Portability and Accountability Act of 1996 (“ HIPAA ),
imposes criminal liability for knowingly and willfully executing a scheme to defraud any healthcare benefit program,
knowingly and willfully embezzling or stealing from a healthcare benefit program, willfully obstructing a criminal
investigation of a healthcare offense or knowingly and willfully making false statements relating to healthcare matters.
Similar to the federal Anti- Kickback Statute, a person or entity does not need to have actual knowledge of the statute or
specific intent to violate it in order to have committed a violation; e HIPAA, as amended by the Health Information
Technology for Economic and Clinical Health Act (“ HITECH ), also imposes obligations on certain covered entity
healthcare providers, health plans and healthcare clearinghouses, and their business associates that perform certain
services involving the use or disclosure of individually identifiable health information as well as their covered
subcontractors, including mandatory contractual terms, with respect to safeguarding the privacy, security, processing
and transmission of individually identifiable health information. HITECH also created new tiers of civil monetary
penalties, amended HIPAA to make civil and criminal penalties directly applicable to business associates, and gave state
attorneys general new authority to file civil actions for damages or injunctions in federal courts to enforce the federal
HIPAA laws and seek attorneys’ fees and costs associated with pursuing federal civil actions. In addition, there may be
additional federal, state and non- U. S. laws which govern the privacy and security of health and other personal
information in certain circumstances, many of which differ from each other in significant ways and may not have the
same effect, thus complicating compliance efforts; * the federal Sunshine Act, as amended, and its implementing
regulations, requires manufacturers of drugs, devices, biologics and medical supplies for which payment is available
under Medicare, Medicaid or the Children’ s Health Insurance Program (with certain exceptions) to report annually to
the HHS information related to “ payments or other transfers of value ” made to physicians (defined to include doctors,
dentists, optometrists, podiatrists and chiropractors), other health care professionals (such as physician assistants and
nurse practitioners) and teaching hospitals, as well as information regarding ownership and investment interests held by
physicians and their immediate family members; and ¢ analogous state and foreign laws and regulations, such as state
anti- kickback and false claims laws, which may apply to sales or marketing arrangements and claims involving
healthcare items or services reimbursed by non- governmental third- party payors, including private insurers; state and
foreign laws that require pharmaceutical companies to comply with the pharmaceutical industry’ s voluntary
compliance guidelines and the relevant compliance guidance promulgated by the federal government or otherwise
restrict payments that may be made to healthcare providers; state and local laws requiring the registration of
pharmaceutical sales representatives; state and foreign laws that require drug manufacturers to report information
related to payments and other transfers of value to physicians and other healthcare providers, marketing expenditures
or pricing; federal consumer protection and unfair competition laws, which broadly regulate marketplace activities and
activities that potentially harm consumers; and state and foreign laws that govern the privacy and security and other
processing of health information in certain circumstances, many of which differ from each other in significant ways and
often are not preempted by HIPAA, thus complicating compliance efforts. Efforts to ensure that our business
arrangements will comply with applicable healthcare laws and regulations will involve substantial costs.
It is possible that governmental authorities will conclude that our business practices may not comply with current or
future statutes, regulations or case law interpreting applicable fraud and abuse or other healthcare laws and regulations.
If our operations are found to market-be in violation of any of these laws or any other governmental regulations that may
apply to it, we may be subject to significant civil, criminal and administrative penalties, damages, fines, additional
regulatory oversight, litigation, imprisonment, exclusion from government funded healthcare programs, such as
Medicare and Medicaid, and them— the curtailment or restructuring of our operations. If any of the physicians or other
healthcare providers or entities with whom we expect to do business is found not to be in compliance with applicable
laws, that person or entity may be subject to criminal, civil or administrative sanctions, including exclusions from
government funded healthcare programs. Outside the United States, interactions between pharmaceutical companies
and health care professionals are also governed by strict laws, such as national anti- bribery laws of EU member states,
national sunshine rules, regulations, industry self- regulation codes of conduct and physicians’ codes of professional
conduct. Failure to comply with these requirements could result in reputational risk, public reprimands, administrative
penalties, fines or imprisonment. Our business could be materially and adversely affected in the future by political
unrest in China, as well as the effects of disease outbreaks, epidemics and pandemics. Disease outbreaks, epidemics and



pandemics in regions where we may have clinical trial sites or other business operations could adversely affect our
business, including by causing significant disruptions in our operations and / or in the operations of third- party
manufacturers and CROs upon whom we rely. Disease outbreaks, epidemics and pandemics have negative impacts on &
worldwide-basis-or-our ability to initiate new clinical trial sites, to enroll new patients and to maintain existing patients
who are participating in mere-timited-geographieatregions-our clinical trials, which may include increased clinical trial
costs, longer timelines and delay in our ability to obtain regulatory approvals of TX45, TX2100 and any potential future
product candidates, if at all . AVROBIO-expeets-Disease outbreaks, epidemics and pandemics also could adversely
impact clinical trial results for TX45 or other future potential product candidates, such as by diminishing or eliminating
their efficacy or by producing a safety concern, either through direct biological effects or through confounding of the
data collection and analysis. This adverse impact could terminate further development of TX45, result in a lack of
product approval by the FDA or other regulatory authorities, delay the timing (and / or increase the cost) of a product
approval by the FDA or other regulatory authorities, lead to a restrictive product label that AYROBIO-significantly
limits prescribing of an approved product, delay or preclude reimbursement by payors, or significantly limit or preclude
the commercialization of TX45. In addition, because our key manufacturer and supplier for TX45 is located in China, we
are exposed to the possibility of product supply disruption and increased costs in the event of changes in the policies,
laws, rules and regulations of the United States or Chinese governments, as wit-well as political unrest or unstable
economic conditions in China. For example, trade tensions between the United States and China have been escalating in
recent years. The U. S. government has indicated its intent to adopt a new approach to trade policy and in some cases to
renegotiate, or potentially terminate, certain existing bilateral or multi- lateral trade agreements. For example, on
February 1, 2025, President Donald Trump signed executive orders imposing a 25 % tariff on certain imports from
Mexico and Canada, and a 10 % tariff on certain imports from China, which were to take effect on February 4, 2025. A
30- day pause was granted to Canada and Mexico. However, these newly proposed and imposed tariffs have resulted in
threatened and actual retaliatory tariffs against U. S. goods. Our components may in the future be subject to these tariffs,
which could increase our manufacturing costs and could make our products, if successfully developed and approved, less
competitive than those of our competitors whose inputs are not subject to these tariffs. We may otherwise experience
supply disruptions or delays, and although we carefully manage our inventory and lead- times, our supplier may not
continue to provide us with battery components in our required quantities, to our required specifications and quality
levels or at attractive prices. In addition, certain Chinese biotechnology companies and CDMOs may become subject to
trade restrictions, sanctions, other regulatory requirements, or proposed legislation by the U. S. government, which
could restrict or even prohibit our ability to work with such entities, thereby potentially disrupting the supply of
material to us. For example, the House of Representatives of the prior Congress (the 118thCongress) passed the
BIOSECURE Act, which proposed targeting U. S. government contracts, grants, and loans for entities that use
biotechnology equipment or services from certain named Chinese biotechnology companies, and potentially additional
risksretatedto-Chinese biotechnology companies designated in the future. The language of the proposed BIOSECURE
Act would, among other things, prohibit U. S. federal agencies from cntering into international-or renewing any contract
with any entity that uses biotechnology equipment or services produced or provided by a “ biotechnology company of
concern. ” The version of the bill passed by the prior House of Representatives included a grandfathering provision
allowing biotechnology equipment and services provided or produced by named biotechnology companies of concern
under a contract or agreement entered into before the effective date until January 1, 2032. The BIOSECURE Act did not
become law in the 118th Congress. It is unclear whether the current Congress (the 119th Congress) will introduce the
BIOSECURE Act or similar legislation in this congressional session and, if so, how the scope, prohibitions, or designated
biotechnology companies of concern may differ from the version of the BIOSECURE Act passed by the House in the
prior 118th Congress. If these bills become law, or similar laws are passed, they could severely restrict the ability of
companies to work with certain Chinese biotechnology companies of concern without losing the ability to contract with,
or otherwise receive funding from, the U. S. government. Such disruption could have adverse effects on the development
of our product candidates and our business relationships-operations. General supply chain issues may be exacerbated
during disease outbreaks . ineluding:—-different-epidemics and pandemics and may also impact the ability of our clinical
trial sites to obtain basic medical supplies used in our trials in a timely fashion, if at all. If our contract development and
manufacturing organizations (“ CDMOs ) are required to obtain an alternative source of certain raw materials and
components, for example, additional testing, validation activities and regulatory requirements-approvals may be required
which can also have a negative impact on timelines. Any associated delays in the manufacturing and supply of drug
substance and drug product for appreval-efdrags-our clinical trials could adversely affect our ability to conduct ongoing
and bielegtes-in-future clinical trials of TX45 or TX2100 on our anticipated development timelines. Likewise, the
operatlons of our thlrd- party manufacturers may be requ1s1tloned dlverted or allocated by U. S or 101 eign government
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delay er-our clinical trials, perhaps substantially traveling-abroad;<foreign-eurreney-fluetuations-, which could materially

resultin-inereased-operatingexpenses-and redueed-adversely affect our business. 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, our business may not grow at similar rates, or at all. Our market opportunity estimates and growth
forecasts are subject to significant uncertainty and are based on assumptions and estimates which may not prove to be
accurate. Our estimates and forecasts relating to size and expected growth of our target market may prove to be
inaccurate. Even if the markets in which we compete meets 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 reventies— revenue will be dependent , in part,
upon the size of the markets in the territories for which we gain regulatory approval, the accepted price for the product,
the ability to obtain coverage and reimbursement, the ability to gain market share and whether we own the commercial
rights for that territory. If the number of our addressable patients is not as significant as we estimate, the indication
approved by regulatory authorities is narrower than our expects 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. Even if we obtain approval to market TX45 or other obligations-ineident-potential future
product candidates, these products may become subject to unfavorable prlcmg regulatlons, relmbursement practlces
from third- party payors or healthcare reform initiatives de
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legislation may significantly change the approval requirements in ways that could involve additional costs and cause delays in
obtaining approvals. In many regions, including the EU, Japan and Canada, the pricing of prescription drugs is controlled
by the government and Seme-some countries require approval of the sale price of'a drug before it can be marketed. In many
countries, the pricing review period begins after marketing-regulatory approval erfor the product teensing-approvatis
granted . Regulatory agencies in those countries could determine that the pricing for our products should be based on
prices of other commercially available drugs for the same disease, rather than allowing us to market our products at a
premium as new drugs. As a result, we might obtain marketing approval for a product in a particular country, but then
be subject to price regulations that delay or limit commercial launch of the product, possibly for lengthy time periods,
which could negatively impact the revenue we generate from the sale of the product in that particular country . [n some
lmuﬂn nmlkels plexenpuon phdl maceutical pllung lLllldlnS subjeel to continuing gov unmemal u)nllol even after initial

llmnduons may hinder our M@B‘I’G—S-dbllllv to ILLOUD our AVROBIOs-investment in one or more product (,cmdlddlLS

even if any-our product (,dndlddlLS MLRGB{-G—may—&eve}ep—ebtam—obtams marketing approval. Our commercial success also
depends on Pleasesee-the-seetion-titted—Business—Governmer b age-coverage and adequate
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3 h11d party payors, s-ueh—as—mcludmg government payors, private heallh
insurers e, 1eallh maintenance organizations and other organizations , deeide-which medieations-may be difficult or time-
consuming to obtain, may be limited in scope and may not be obtained in all jurisdictions in which we may seek to
market our products. In the United States and markets in other countries, governments and private insurers closely
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medicines are typically made by the CMS an agency within the HHS as-. CMS decides whether and to what extent a new
medlune W ill be covered and reimbursed undm MLdlLdIL —and P-rw&te—prlvate payors tend to follow CMS to a substantial




payors hd\ e .uumplul to wnllol costs by lllllllll'l” coverage and the amount of lLlll]blll\LlllLl]l for Ddlllull.ll ﬂ&ed-tea-t—reﬁs—drugs
Outside-Increasingly, third- party payors are requiring that drug companies provide them with predetermined discounts
from list prices and are challenging the prices charged for drug products. We cannot be sure that coverage and
reimbursement will be available for any product that we or our partners commercialize and, if reimbursement is
available, what the level of reimbursement will be. Coverage and reimbursement may impact the demand for, or the
price of, any product candidate for which we or our partners obtain regulatory approval. If coverage and
reimbursement are not available or reimbursement is available only to limited levels, we and our partners may not be
able to successfully commercialize any product candidate for which marketing approval is obtained. There may be
significant delays in obtaining coverage and reimbursement for newly approved drugs, and coverage may be more
limited than the purposes for which the drug is approved by the FDA or comparable foreign health authorities.
Moreover, eligibility for coverage and reimbursement does not imply that a drug will be paid for in all cases or at a rate
that covers our costs, including costs of research, development, manufacture, sale and distribution. Interim
reimbursement levels for new drugs, if applicable, may also not be sufficient to cover our costs and may only be
temporary. Reimbursement rates may vary according to the use of the drug and the clinical setting in which it is used,
may be based on reimbursement levels already set for lower cost drugs and may be incorporated into existing payments
for other services. Net prices for drugs may be reduced by mandatory discounts or rebates required by government
healthcare programs or private payors and by any future relaxation of laws that presently restrict imports of drugs from
countries where they may be sold at lower prices than in the United States . In addition , many pharmaceutical
manufacturers must calculate and report certain price reporting metrics to the government, such as average sales price
and best price. Penalties may apply in some cases when such metrics are not submitted accurately and timely. Further,
these prices for drugs may be reduced by mandatory discounts or rebates required by government healthcare programs.
Our inability to promptly obtain coverage and profitable reimbursement rates from both government- funded and
private payors for any approved products that we develop could have a material adverse effect on our operating results,
ability to raise capital needed to commercialize products and overall financial condition. Risks Related to Our
Intellectual Property Our commercial success will depend in large part on obtaining and maintaining patent, trademark
and trade secret protection of our proprietary technologies and our product candidates, their respective components,
formulations, combination therapies, and methods used to manufacture them and methods of treatment, as well as
successfully defending these patents against third- party challenges. Our ability to stop unauthorized third parties from
making, using, selling, offering to sell or importing our product candidates is dependent upon the extent to which we
have rights under valid and enforceable patents that cover these activities. If we are unable to secure and maintain
patent protection for any product or technology we develop, or if the scope of the patent protection secured is not
sufficiently broad, our competitors could develop and commercialize products and technology similar or identical to
ours, and our ability to commercialize any product candidates we may develop may be adversely affected. The patenting
process is expensive and time- consuming, and we may not be able to file, prosecute and maintain all necessary or
desirable patent applications at a reasonable cost or in a timely manner. In addition, we may not pursue, obtain or
maintain patent protection in all relevant markets. It is also possible that we will fail to identify patentable aspects of our
research and development output before it is too late to obtain patent protection. Moreover, in some circumstances, we
may not have the right to control the preparation, filing and prosecution of patent applications, or to maintain the
patents, covering technology that we license from or license to third parties and are reliant on our licensors or licensees.
In addition, we cannot guarantee that patent applications or patents that we initially believe to be owned by the company
will not be encumbered by third party ownership or other third party rights that may not have been evident to us at the
time of preparation or filing. For instance, such rights could arise from the intellectual contributions of company
employees who were previously employed by third parties, such as universities or other biopharmaceutical or
pharmaceutical companies, including our competitors or potential competitors, or from the intellectual contributions of
company consultants, advisors, or independent contractors with current or previous relationships with such third
parties. Therefore, these patents and applications may not be prepared, filed, prosecuted or enforced in a manner
consistent with the best interests of our business. Furthermore, licenses from such third parties may be required or
desirable but may not be available on reasonable terms, or at all. The strength of patents in the biotechnology field
involves complex legal and scientific questions and can be uncertain. The patent applications that we own or in- license
may fail to result in issued patents with claims that cover our product candidates or uses thereof in the United States or
in other foreign countries. Even if the patents are successfully issued, third parties may challenge the validity,
enforceability or scope thereof, which may result in such patents being narrowed, invalidated or held unenforceable.
Furthermore, even if they are unchallenged, our patents and patent applications may not adequately protect our
intellectual property or prevent others from designing around its claims. If the breadth or strength of protection
provided by the patent applications, we hold with respect to our product candidates is threatened, we could dissuade
companies from collaborating with us to develop, and threaten our ability to commercialize, our product candidates.
Further, if we encounter delays in our clinical trials, the period of time during which we could market our product
candidates under patent protection would be reduced. Since patent applications in the United States and most other
countries are confidential for a period of time after filing, we cannot be certain that we were the first to file any patent



application related to our product candidates. We may be required to disclaim part or all of the term of certain patents
or all of the term of certain patent applications. There may be prior art of which we are not aware that may affect the
validity or enforceability of a patent claim, and we may be subject to a third- party preissuance submission of prior art
to the USPTO. There also may be prior art of which we are aware, but which we believe does not affect the validity or
enforceability of a claim, which may, nonetheless, ultimately be found to affect the validity or enforceability of a claim.
No assurance can be given that if challenged, our patents would be declared by a court to be valid or enforceable or that
even if found valid and enforceable, a competitor’ s technology or product would be found by a court to infringe our
patents. We may analyze patents or patent applications of our competitors that we believe are relevant to our activities,
and consider that we are free to operate in relation to our product candidates, but our competitors may achieve issued
claims, including in patents we consider to be unrelated, which block our efforts or may potentially result in our product
candidates or our activities infringing such claims. The possibility exists that others will develop products which have the
same effect as our products on an independent basis which do not infringe our patents or other intellectual property
rights or will design around the claims of patents that we have had issued that cover our products. The United States has
enacted and implemented wide- ranging patent reform legislation. The U. S. Supreme Court has ruled on several patent
cases in recent years, either narrowing the scope of patent protection available in certain circumstances or weakening the
rights of patent owners in certain situations. In addition to increasing uncertainty with regard to our ability to obtain
patents in the future, this combination of events has created uncertainty with respect to the value of patents, once
obtained. Depending on actions by the U. S. Congress, the federal courts and the USPTO, the laws and regulations
governing patents could change in unpredictable ways that would weaken our ability to obtain new patents or to enforce
patents that we have licensed or that we might obtain in the future. For example, recent decisions raise questions
regarding the award of patent term adjustment (PTA) for patents in families where related patents have issued without
PTA. Thus, it cannot be said with certainty how PTA will / will not be viewed in future and whether patent expiration
dates may be impacted. Similarly, changes in patent law and regulations in other countries or jurisdictions or changes in
the governmental bodies that enforce them or changes in how the relevant governmental authority enforces patent laws
or regulations may weaken our ability to obtain new patents or to enforce patents that we have licensed or that we may
obtain in the future. For example, the complexity and uncertainty of European patent laws have also increased in recent
years. In Europe, a new unitary patent system took effect June 1, 2023, which will significantly impact European
patents, including those granted before the introduction of such a system. Under the unitary patent system, European
applications have the option, upon grant of a patent, of becoming a Unitary Patent which will be subject to the
jurisdiction of the Unitary Patent Court (“ UPC ”). As the UPC is a new court system, there is no precedent for the court,
increasing the uncertainty of any litigation. Patents granted before the implementation of the UPC have the option of
opting out of the jurisdiction of the UPC and remaining as international- national patents in the UPC countries.
Patents that remain under the jurisdiction of the UPC will be potentially vulnerable to a single UPC- based revocation
challenge that, if successful, could invalidate the patent in all countries who are signatories to the UPC. We cannot
predict with certainty the long- term effects of any potential changes. The degree of future protection for our proprietary
rights is uncertain because legal means afford only limited protection and may not adequately protect our rights or
permit us to gain or keep our competitive advantage. For example: ¢ others may be able to make or use compounds or
cells that are similar to the biological compositions of our product candidates but that are not covered by the claims of
our patents;  the active biological ingredients in our current product candidates will eventually become commercially
available in biosimilar drug products, and no patent protection may be available with regard to formulation or method
of use; * we or our licensors, as the case may be, may fail to meet our obligations to the U. S. government in regards to
any in- licensed patents and patent applications funded by U. S. government grants, leading to the loss of patent rights; ¢
we or our licensors, as the case may be, might not have been the first to file patent applications for these inventions; ¢
others may independently develop similar or alternative technologies or duplicate any of our technologies; ¢ it is possible
that our pending patent applications will not result in issued patents; ¢ it is possible that there are prior public
disclosures that could invalidate us or our licensors’ patents, as the case may be, or parts of ours or their patents; ¢ it is
possible that others may circumvent our owned or in- licensed patents; ¢ it is possible that there are unpublished
applications or patent applications maintained in secrecy that may later issue with claims covering our products or
technology similar to our own; * the laws of foreign countries may not protect ours or our licensors’, as the case may be,
proprietary rights to the same extent as the laws of the United States;  the claims of our owned or in- licensed issued
patents or patent applications, if and when issued, may not cover our product candidates; * our owned or in- licensed
issued patents may not provide us with any competitive advantages, may be narrowed in scope, or be held invalid or
unenforceable as a result of legal challenges by third parties; * the inventors of our owned or in- licensed patents or
patent applications may become involved with competitors, develop products or processes which design around our
patents, or become hostile to us or the patents or patent applications on which they are named as inventors; e it is
possible that our owned or in- licensed patents or patent applications omit individual (s) that should be listed as inventor
(s) or include individual (s) that should not be listed as inventor (s), which may cause these patents or patents issuing
from these patent applications to be held invalid or unenforceable; * we have engaged in scientific collaborations in the
past, and will continue to do so in the future. Such collaborators may develop adjacent or competing products to ours
that are outside the scope of our patents; * we may not develop additional proprietary technologies for which we can
obtain patent protection. ¢ it is possible that product candidates we develop may be covered by third parties’ patents or
other exclusive rights; or ¢ the patents of others may have an adverse effect on our business. We are dependent on
patents, know- how and proprietary technology, both our own and licensed from others including Harvard. Any



termination of these licenses could result in the loss of significant rights and could harm our ability to commercialize our
product candidates. 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 on intellectual property 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 our development and commercialization of our product candidates, and what activities satisfy those diligence
obligations; and ¢ the inventorship or ownership of inventions and know- how resulting from the joint creation or use of
intellectual property by our licensors and us and our partners. In addition, intellectual property license agreements are
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 and prospects. If disputes over intellectual property that we have licensed prevent or impair our ability to
maintain our current licensing arrangements on acceptable terms, we may be unable to successfully develop and
commercialize the affected product candidates. We also extenstve-governmental-price-eontrols-all of
the same risks with respect to protection of intellectual property that we license, as we are for intellectual property that
we own, which is described below. If we or our licensors fail to adequately protect this intellectual property, our ability
to commercialize products could suffer. If we fail to comply with our obligations under our patent license with a third
party, we could lose license rights that are important to our business. We are a party to a license agreement pursuant to
which we in- license key patent and patent applications for our product candidates. These existing licenses impose
various diligence, milestone payment, royalty, insurance obligations on us. If we fail to comply with these
obligations, our licensors may have the right to terminate the license, in which event we would not be able to develop or

the products covered by such licensed intellectual property. Termination of these agreements or reduction or
elimination of our rights under these agreements, or restrictions on our ability to freely assign or sublicense our rights
under such agreements when it is in the interest of our business to do so, may impede, delay or prohibit the further
development or commercialization of one or more product candidates that rely on such agreements. We may have
limited control over the maintenance and prosecution of these in- licensed patents and patent applications, activities or
any other intellectual property that may be related to our in- licensed intellectual property. For example, we cannot be
certain that such activities by our licensor have been or will be conducted in compliance with applicable laws and
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intellectual property rights. If we are unable to protect the confidentiality of our proprietary information, our business
and competitive position would be harmed. In addition to patent protection, we rely upon know - eontainmentinitiatives
how, as well as non- disclosure agreements and invention assignment agreements with our employees, consultants and
third- parties, to protect our confidential and proprietary information, especially where we do not believe patent
protection is appropriate or obtainable. In addition to contractual measures, we try to protect the confidential nature of
our proprietary information using physical and technological security measures. Such measures may not, for example,
Europe-the case of misappropriation by and- an eertain-employee or third party with authorized access, provide adequate
protection for our proprietary information. Our security measures may not prevent an employee or consultant from
misappropriating our proprietary information and providing them to a competitor, and recourse we take against such
misconduct may not provide an adequate remedy to protect our interests fully. Enforcing a claim that a party illegally
disclosed or misappropriated proprietary information can be difficult, expensive, and time- consuming, and the outcome
is unpredictable. In addition, proprietary information may be independently developed by others in a manner that could
prevent legal recourse by us. If any of our confidential or proprietary information were to be disclosed or
misappropriated, or if any such information was independently developed by a competitor, our competitive position
could be harmed. In addition, courts outside the United States are sometimes less willing to protect proprietary
information. If we choose to go to court to stop a third party from using any of our proprietary information, we may
incur substantial costs. These lawsuits may consume our time and major-markets-where- AVROBIO-plans-resources
even if we are successful. Although we take steps to eoemmeretatize-protect our proprietary information and proprietary
information, including through contractual means with our employees and consultants, third parties putpressure-on
independently develop substantially equivalent proprietary information and techniques or otherwise gain access to, or
disclose, our technology. Thus, we may not be able to meaningfully protect our proprietary information. It is our policy
to require our employees, consultants, outside scientific collaborators, sponsored researchers and the-other prieing-and
usage-advisors to execute confidentiality agreements upon the commencement of AVROBIO-employment or consulting
relationships with us. These agreements provide that all confidential information concerning our business or financial
affairs developed or made known to the individual or entity during the course of the party ’ s relationship with us is to be
kept confidential and not disclosed to third parties except in specific circumstances. In the case of employees, the
agreements provide that all inventions conceived by the individual, and which are related to our current or planned
business or research and development or made during normal working hours, on our premises or using our equipment
or proprietary information, are our exclusive property. In addition, we take other appropriate precautions, such as
physical and technological security measures, to guard against misappropriation of our proprietary information by third
parties. We have also adopted policies and conduct training that provides guidance on our expectations, and our advice
for best practices, in protecting our proprietary information. Third- party claims of intellectual property infringement



may prevent or delay our product discovery and development efforts. Our commercial success depends in part on our
ability to develop, manufacture, market and sell our product candidates and use our proprietary technologies without
infringing the proprietary rights of third parties. There is a substantial amount of litigation involving patents and other
intellectual property rights in the biotechnology and pharmaceutical industries, as well as administrative proceedings for
challenging patents, including interference, derivation, inter partes review, post grant review, and reexamination
proceedings before the USPTO or oppositions and other comparable proceedings in foreign jurisdictions. We may be
exposed to, or threatened with, future litigation by third parties having patent or other intellectual property rights
alleging that our product candidates and / or proprietary technologies infringe their intellectual property rights.
Numerous U. S. and foreign issued patents and pending patent applications, which are owned by third parties, exist in
the fields in which we are developing our product candidates. There may be third- party patents or patent applications
with claims to materials, formulations, methods of manufacture or methods for treatment related to our product
candidates and programs. As the biotechnology and pharmaceutical industries expand and more patents are issued, the
risk increases that our product candidates may give rise to claims of infringement of the patent rights of others.
Moreover, it is not always clear to industry participants, including us, which patents cover various types of drugs,
products or their methods of use or manufacture. Thus, because of the large number of patents issued and patent
applications filed in our fields, there may be a risk that third parties may allege they have patent rights encompassing
our product candidates, technologies or methods. If a third- party claims that we infringe its intellectual property rights,
we may face a number of issues, including, but not limited to:  infringement and other intellectual property claims
which, regardless of merit, may be expensive and time- consuming to litigate and may divert our management’ s
attention from our core business; * substantial damages for infringement, which we may have to pay if a court decides
that the product candidate or technology at issue infringes on or violates the third party’ s rights, and, if the court finds
that the infringement was willful, we could be ordered to pay treble damages and the patent owner’ s attorneys’ fees; * a
court prohibiting us from developing, manufacturing, marketing or selling our product candidates, or from using our
proprietary technologies, unless the third party licenses its product rights to us, which it is not required to do; ¢ if a
license is available from a third party, we may have to pay substantial royalties, upfront fees and other amounts, and / or
grant cross- licenses to intellectual property rights for its products; and ¢ redesigning our product candidates or
processes so they do not infringe, which may not be possible or may require substantial monetary expenditures and time.
* Some of our competitors may be able to sustain the costs of complex patent litigation more effectively than we can
because they have substantially greater resources . In addition, many— any eetntrtes;-uncertainties resulting from the
initiation and continuation of any litigation could have a material adverse effect on our ability to raise the funds
necessary to continue our operations or could otherwise have a material adverse effect on our business, results of
operations, financial condition and prospects. Third priees— parties ef medieal-produets-may assert that we arc stubjeetto
varyingpriee-eontrolmeehantsms-employing their proprietary technology without authorization. Generally, conducting
clinical trials and other development activities in the United States is protected under the Safe Harbor exemption as part
of nationat-health-systems;-set forth in 35 U. S. C. § 271. If and prieingnegotiations-when TX45 or another one of our
product candidates is approved by the FDA, certain third parties may seek to enforce their patents by filing a patent
infringement lawsuit against us. While we do not believe that any claims of such patent that could otherwise materially
adversely affect commercialization of our product candidates, if approved, are valid and enforceable, we may be
incorrect in this belief, or we may not be able to prove it in a litigation. In this regard, patents issued in the United States
by law enjoy a presumption of validity that can be rebutted only with gevernmental-authorities-evidence that is “ clear and
convincing, ” a heightened standard of proof. There may be third- party patents of which we are currently unaware with
claims to materlals, formulatlons, methods 0f manufacture or methods for treatment related to the use or manufacture 0f
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profits—Additionalforeignprice-eontrols-orother—- the future and claim ehanges-inprieing regulationeouldrestriet the
amountthat AVROBIO-is-able-use of our technologies infringes upon these patents. If any third- party patents were held

by a court of competent jurisdiction to eharge-for-AVROBIOs-cover the manufacturing process of our product candidates
—Aeeordingly-, constructs or molecules used in markets-outside-or formed during the manufacturing process, or any final
product itself, the holders of any such patents may be able to block our ability to commercialize the product candidate
unless we obtained a license under the applicable patents, or until such patents expire or the-they United-States-are finally
determined to be held invalid or unenforceable. Similarly , the-retmbursementif any third- party patent were held by a
court of competent jurisdiction to cover aspects of our formulations, processes for AYROBIOs-manufacture or methods
of use, the holders of any such patent may be able to block our ablllty to develop and commercialize the produets—
product may-b h d y etent-candidate unless we obtained a license or
until such patent explres or is ﬁnally determmed to geﬂera-te-be held 1nvalld or unenforceable. In either case, such a
license may not be available on commercially reasonable reventes-and-profits-terms or at all . MereoverIf we are unable to
obtain a necessary license to a third- party patent on commercially reasonable terms , efforts-or at all, our ability to
commercialize our product candidates may be impaired or delayed, which could in turn significantly harm our business.
Even if we obtain a license, it may be non- exclusive, thereby giving our competitors access to the same technologies




licensed to us. In addition, if the breadth or strength of protection provided by gevernmental-our patents patent
applications is threatened, it could dissuade companies from collaborating with us to license, develop or commercialize
current or future product candidates. Parties making claims against us may seek and obtain injunctive or other
equitable relief, which could effectively block our ability to further develop and commercialize our product candidates.
Defense of these claims, regardless of their merit, would involve substantial litigation expense and would be a substantial
diversion of employee resources from our business. In the event of a successful claim of infringement against us, we may
have to pay substantial damages, including treble damages and attorneys’ fees for willful infringement, obtain one or
more licenses from third parties, pay royalties or redesign our infringing products, which may be impossible or require
substantial time and monetary expenditure. We cannot predict whether any such license would be available at all or
whether it would be available on commercially reasonable terms. Even if such a license is available, it may be non-
exclusive, which could result in our competitors gaining access to the same intellectual property. Furthermore, even in
the absence of litigation, we may need to obtain licenses from third parties to advance our research or allow
commercialization of our product candidates. We may fail to obtain any of these licenses at a reasonable cost or on
reasonable terms, if at all. In that event, we would be unable to further develop and commercialize our product
candidates, which could harm our business significantly. Lastly, we may need to indemnify our customers and
distributors against claims relating to the infringement of intellectual property rights of third parties related to our
product candidates, including TX45. Third parties may assert infringement claims against our customers or distributors.
These claims may require us to initiate or defend protracted and costly litigation on behalf of our customers or
distributors, regardless of the merits of these claims. If any of these claims succeed, we may be forced to pay damages on
behalf of our customers, suppliers or distributors, or may be required to obtain licenses for the product candidates or
services they use. If we cannot obtain all necessary licenses on commercially reasonable terms, our customers may be
forced to stop using our products or services. Third parties may assert that our employees or consultants have
wrongfully used or disclosed confidential information or misappropriated proprietary information. As is common in the
biotechnology and pharmaceutical industries, we employ individuals who were previously employed at universities or
other biopharmaceutical or pharmaceutical companies, including our competitors or potential competitors. In addition,
we have used and continue to use consultants, advisors, and / or independent contractors with relationships with third
parties, including institutions and / or other companies. We try to ensure that our employees, consultants, advisors, and /
or independent contractors have the right to assign to us intellectual property generated during their engagement with
us, and that they do not use the proprietary information or know- how of others in their work for us. Although no claims
against us are currently pending, there is no guarantee that in the future we may not be subject to claims that we or our
employees, consultants, advisors, or independent contractors have inadvertently or otherwise used or disclosed
intellectual property, including trade secrets or other proprietary information, of a former employer or other third
parties, or improperly assign intellectual property rights to us. Litigation may be necessary to defend against these
claims. If we fail in defending any such claims, in addition to paying monetary damages, we may lose valuable
intellectual property rights or personnel. Even if we are successful in defending against such claims, litigation or other
legal proceedings relating to intellectual property claims may cause us to incur significant expenses, and could distract
our technical and management personnel from their normal responsibilities. In addition, there could be public
announcements of the results of hearings, motions or other interim proceedings or developments, and, if securities
analysts or investors perceive these results to be negative, it could have a substantial adverse effect on the price of our
common stock. This type of litigation or proceeding could substantially increase our operating losses and reduce our
resources available for development activities. We may not have sufficient financial or other resources to adequately
conduct such litigation or proceedings. Some of our competitors may be able to sustain the costs of such litigation or
proceedings more effectively than we can because of their substantially greater financial resources. Uncertainties
resulting from the initiation and continuation of patent litigation or other intellectual property related proceedings could
adversely affect our ability to compete in the marketplace. We may not be successful in obtaining or maintaining
necessary rights to develop any future product candidates on acceptable terms. Because our programs may involve
additional product candidates that may 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 proprietary rights. Our product candidates
may also require specific formulations to work effectively and efficiently and these rights may be held by others. We may
develop products containing pre- existing pharmaceutical compounds. We may be unable to acquire or in- license any
compositions, methods of use, processes or payors-intellectual property rights from third parties that we
identify as necessary or important to our business operations. We may fail to obtain any of these licenses at a reasonable
cost or on reasonable terms , if at all, which would harm our business. We may need to cease use of the compositions or
methods covered by such third- party intellectual property rights, and may need to seek to develop alternative
approaches that do not infringe on such intellectual property rights which may entail additional costs and development
delays, even if we were able to develop such alternatives, which may not be feasible. Even if we are able to obtain a
license, it may be non- exclusive, thereby giving our competitors access to the same technologies licensed to us. In that
event, we may be required to expend significant time and resources to develop or license replacement technology.
Additionally, we sometimes collaborate with academic institutions to accelerate our preclinical research or development
under written agreements with these institutions. In certain cases, these institutions provide us with an option to
negotiate a license to any of the institution’ s rights in technology resulting from the collaboration. Regardless of such
option, we may be unable to negotiate a license within the specified timeframe or under terms that are acceptable to it. If
we are unable to do so, the institution may offer the intellectual property rights to others, potentially blocking our ability



to pursue our program. If we are unable to successfully obtain rights to required third- party intellectual property or to
maintain the existing intellectual property rights we have, we may have to abandon development of such program and
our business and financial condition could suffer. The licensing and acquisition of third- party intellectual property
rights is a competitive area, and companies, which may be more established, or have greater resources than we do, may
also be pursuing strategies to license or acquire third- party intellectual property rights that we may consider necessary
or attractive in order to commercialize our product candidates. More established companies may have a competitive
advantage over us due to their size, cash resources and greater clinical development and commercialization capabilities.
There can be no assurance that we will be able to successfully complete such negotiations and ultimately acquire the
rights to the intellectual property surrounding the additional product candidates that we may seek to acquire. We may
be involved in lawsuits related to our patents or the patents of our licensors, which could be expensive, time- consuming
and unsuccessful. Competitors may infringe our patents or the patents of our licensors. To counter infringement or
unauthorized use, we may be required to file infringement claims, which can be expensive and time- consuming. In
addition, in an infringement proceeding, a court may decide that one or more of our patents is not valid or is
unenforceable, or may refuse to stop the other party from using the technology at issue on the grounds that its patents do
not cover the technology in question. An adverse result in any litigation or defense proceedings could put one or more of
our patents at risk of being invalidated, held unenforceable, or interpreted narrowly and could put our patent
applications at risk of not issuing. Defense of these claims, regardless of their merit, would involve substantial litigation
expense and would be a substantial diversion of employee resources from our business. In addition, because some patent
applications in the United States and-abread-may be maintained in secrecy until the patents are issued , te-eap-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 or-for redtiee-healtheare-technology covered by our owned and in- licensed issued patents or our
pending applications, or that we or, if applicable, a licensor were the first to invent the technology. Our competitors may
have filed, and may in the future file, patent applications covering products or technology similar to ours. Any such
patent application may have priority over our owned and in- licensed patent applications or patents, which could require
us to obtain rights to issued patents covering such technologies. If another party has filed a U. S. patent application on
inventions similar to those owned by or in- licensed to us, we or, in the case of in- licensed technology, the licensor may
have to participate in an interference proceeding declared by the USPTO to determine priority of invention in the United
States. If we or one of our licensors is a party to an interference proceeding involving a U. S. patent application on
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Sheuld AVROBIO-resume-development-Interference proceedings provoked by third parties or brought by the USPTO
may be necessary to determine the priority of inventions with respect to our patents or patent applications or those of

our licensors. An unfavorable outcome could result in a loss of our current patent rights and could require us to cease
using the related technology or to attempt to license rights to its— it produeteandidates; AVROBIO-expeets-from the
prevailing party. Our business could be harmed if the prevailing party does not offer us a license on commerclally
reasonable terms or at all. Litigation or interference proceedings may result in a decision adverse to expertenee-prieing
pressures-our interests and, even if we are successful, may result in substantial costs and distract our management and
other employees. We may not be able to prevent, alone or with our licensors, misappropriation of our proprietary or
confidential information, particularly in countries where the laws may not protect those rights as fully as in the United
States. Furthermore, because of the substantial amount of discovery required in connection with intellectual property
litigation, the-there sale-is a risk that some of our confidential information could be compromised by disclosure during
this type of litigation. In addition, there could be public announcements of the results of hearings, motions or other
interim proceedings or developments. If securities analysts or investors perceive these results to be negative, it could
have a substantial adverse effect on the price of our common stock. Obtaining and maintaining our patent protection
depends on compliance with various procedural, document submission, fee payment and other requirements imposed by
governmental patent agencies, and our patent protection could be reduced or eliminated for non- compliance with these
requlrements Perlodlc maintenance fees on any 1ssued patent are e-f—:WRGB}G—s—pfedﬁet—e&ﬂdtéates—dm to be paid to the
atth-matntenas santzations-and addittonat
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o dritgs-and surgieal-various foreign governmental patent
agenc1es requlre complnance with a number of pfeeeéufes—procedural documentary, fee payment and other treatments;
has-beeome-veryintense—As-provisions during the patent application process and following the issuance of a patent. 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 , inereasingly-high-barriers-resulting in partial or complete loss of patent rights in the relevant jurisdiction.
Noncompliance events that could result in abandonment or lapse of a patent or patent application include, but arc being
ereeted-not limited to , failure the-entry-of newproduets—DBue-to thenovelnatare-respond to official actions within
prescribed time llmlts, non- payment of M@B%G—s—teehne%egy—fees and fallure to properly legallze and submlt formal
documents. In such and-- an event thep A :
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A—VR@B{G—equwalent —eppesrﬁeﬂ—mocuduwx 9—1n forelgn _]urlsdlctlons Sml] plouulmﬁs could result in the revocation or
cancellation of or amendment to ea-rAVROBIO’ s patents in such a way that they no longer cover ea-rAVROBIO’ s product
candidates.The outcome following legal assertions of invalidity and unenforceability is unpredictable. With respect to the
validity question,for example, we-AVROBIO cannot be certain that there is no invalidating prior art,of which we;eur-patent
eounsetand-the patent examiner and AVROBIO or AVROBIO?’ s licensing partners were unaware during prosecution.If a
defendant were to prevail on a legal assertion of invalidity asd+or unenforceability, AVROBIO etifwe-are-otherwise-unable-to
adequately proteet-eurrights;we-wonld-could lose at least part,and perhaps all,of the patent protection on one et or more of
AVROBIQ’ s product candidates.Such a loss of patent protection could have a material adverse-impaet-" s activities do not
infringe our owned or in- licensed patents. In addition, the Supreme Court has recently changed some legal principles
that affect patent applications, granted patents and assessment of the eligibility or validity of these patents. As a
consequence, issued patents may be found to contain invalid claims according to the newly revised eligibility and validity
standards. Some of our owned or in- licensed patents may be subject to challenge and subsequent invalidation or
significant narrowing of claim scope in proceedings before the USPTO, or during litigation, under the revised criteria
which could also make it more difficult to obtain patents. We, or our licensors, may not be able to detect infringement
against our owned or in- licensed patents, as the case may be, which may be especially difficult for manufacturing
processes or formulation patents. Even if we or our licensors detect infringement by a third party of our owned or in-
licensed patents, we or our licensors, as the case may be, may choose not to pursue litigation against or settlement with
the third party. If we, or our licensors, later sue such third party for patent infringement, the third party may have
certain legal defenses available to it, which otherwise would not be available except for the delay between when the
infringement was first detected and when the suit was brought. Such legal defenses may make it impossible for us or our
licensors to enforce our owned or in- licensed patents, as the case may be, against such third party. If another party
questions the patentability of any of our claims in our owned or in- licensed U. S. patents, the third- party can request
that the USPTO review the patent claims such as in an inter partes review, ex parte re- exam or post- grant review
proceedings. These proceedings are expensive and may result in a loss of scope of some claims or a loss of the entire
patent. In addition to potential USPTO review proceedings, we may become a party to patent opposition proceedings in
foreign patent offices, where either our owned or in- licensed foreign patents are challenged. An adverse determination
in any such proceeding could reduce the scope of, or invalidate, our patent rights, allow third parties to commercialize
our technology or products and compete directly with us, without payment to us, or result in our inability to
manufacture or commercialize products without infringing third- party patent rights. The costs of these opposition or
similar proceedings could be substantial, and may result in a loss of scope of some claims or a loss of the entire patent.
An unfavorable result at the USPTO or other patent office may result in the loss of our right to exclude others from
practicing one or more of our inventions in the relevant country or jurisdiction, which could have a material adverse
effect on our business . In the future, we may be involved in similar proceedings challenging the patent rights of others,
and the outcome of such proceedings is highly uncertain. We may choose to challenge the patentability of claims in a
third party’ s U. S. patent by requesting that the USPTO review the patent claims in and-- an results-ofoperations-ex-
parte re- exam, inter partes review or post- grant review proceedings. These proceedings are expensive and may
consume our time or other resources. We may choose to challenge a third party’ s patent in patent opposition
proceedings in the foreign patent offices . The costs of these opposition proceedings could be substantial and may
consume our time or other resources. If we fail to obtain a favorable result at the USPTO or other patent office then we
may be exposed to litigation by a third party alleging that the patent may be infringed by our product candidates or
proprietary technologies. 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 such as patent term adjustments and / or extensions, many-- 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 biosimilars. Given the amount of time
required for the development, testing and regulatory review of new product candidates, patents protecting such
candidates might expire before or shortly after such candidates are commercialized. As a result, our owned and licensed
patent portfolio may not provide us with sufficient rights to exclude others from commercializing products similar or
identical to ours. If we do not obtain patent term extension and data exclusivity for any product candidates we may
develop, our business may be materially harmed. Depending upon the timing, duration and specifics of any FDA
marketing approval of any product candidates we may develop, one or more of our U. S. patents may be eligible for
limited patent term extension under the Drug Price Competition and Patent Term Restoration Action of 1984 Hatch-



Waxman Amendments. The Hatch- Waxman Amendments permit a patent extension term of up to five years as
compensation for patent term lost during the FDA regulatory review process. A patent term extension cannot extend the
remaining term of a patent beyond a total of 14 years from the date of product approval, only one patent may be
extended and only those claims covering the approved drug, a method for using it, or a method for manufacturing it may
be extended. However, we may not be granted an extension because of, for example, failing to exercise due diligence
during the testing phase or regulatory review process, failing to apply within applicable deadlines, failing to apply prior
to expiration of relevant patents, or otherwise failing to satisfy applicable requirements. Moreover, the applicable time
period or the scope of patent protection afforded could be less than we request. If we are unable to obtain patent term
extension or term of any such extension is less than we request, our competitors may obtain approval of competing
products following our patent expiration, and our business, financial condition, results of operations, and prospects
could be materially harmed. Further, for our licensed patents, we may not have the right to control prosecution,
including filing with the USPTO, of a petition for patent term extension under the Hatch- Waxman Act. Thus, if one of
our licensed patents is eligible for patent term extension under the Hatch- Waxman Act, we may not be able to control
whether a petition to obtain a patent term extension is filed, or obtained, from the USPTO. If our trademarks and trade
names are not adequately protected, then we may not be able to build name recognition in our markets of interest and
our business may be adversely affected. Our trademarks or trade names may be challenged, infringed, circumvented or
declared generic or determined to be infringing on other marks. We may not be able to protect our rights to these
trademarks and trade names or may be forced to stop using these names, which we need for name recognition by
potential partners or customers in our markets of interest. At times, competitors may adopt trade names or trademarks
similar to ours, thereby impeding our ability to build brand identity and possibly leading to market confusion. In
addition, there could be potential trade name or trademark infringement claims brought by owners of other registered
trade names or trademarks that incorporate variations of our unregistered trade names or trademarks. If we are unable
to establish name recognition based on our trademarks and trade names, we may not be able to compete effectively, and
our business may be adversely affected. Risks Related to Our Reliance on Third Parties We currently rely and expect to
rely in the future on the use of manufacturing suites in third- party facilities or on third parties to manufacture TX45,
TX2100 and any other product candidates, and we may rely on third parties to produce and process our products, if
approved. Our business could be adversely affected if we are unable to use third- party manufacturing suites or if the
third- party manufacturers encounter difficulties in production. We do not currently lease or own any facility that may
be used as our clinical- scale manufacturing and processing facility and currently rely on contract development and
manufacturing organizations (“ CDMO ), including WuXi Biologics (Hong Kong) Limited (“ WuXi Biologics ”), to
manufacture TX45 for use in our Phase 1a, Phase 1b and the recently initiated Phase 2 clinical trials. We currently have
a sole source relationship with WuXi Biologics for our supply of TX45. If there should be any disruption in such supply
arrangement or the supply arrangement with our CDMO for TX2100, including any adverse events affecting our sole
supplier for TX4S, Wuxi Biologics, it could have a negative effect on the clinical development of our product candidates
and other operations while we work to identify and qualify an alternate supply source. We may not control the
manufacturing process of, and may be completely dependent on, our contract manufacturing partners for compliance
with CGMP requirements and any other regulatory requirements of the FDA or comparable rariseiet:

regulatory authorities for the manufacture of a product candidate. We perform periodic audits of each CDMO facility
that supports our supply of TX45 and TX 2100 and reviews and approves all TX45 and TX2100 CGMP- related
documentation. We also enaeted-quality agreements with er-our CDMOs that document our mutual agreement on
compliance with CGMPs and expectations on quality- required communications to us. Beyond this, we have no control
over the ability of our CDMOs to maintain adequate quality control, quality assurance and qualified personnel. If the
FDA or a comparable foreign regulatory authority does not approve these facilities and the associated Quality
Management System for the manufacture of a product candidate or if it withdraws any approval in the future, we may
need to find alternative manufacturing facilities, which would require the incurrence of significant additional costs and
materially and adversely affect our ability to develop, obtain regulatory approval for or market such product candidate,
if approved. Similarly, our failure, or the failure of our CDMOs, to comply with applicable regulations could result in
sanctions being imposed on us, including fines, injunctions, civil penalties, delays, suspension or withdrawal of approvals,
license revocation, seizures or recalls of product candidates or drugs, operating restrictions and criminal prosecutions,
any of which could significantly and adversely affect supplies of a product candidate or drug and harm our business and
results of operations. In addition, we have not yet caused any product candidates to be manufactured on a commercial
scale and may not be able to do so for any of our product candidates, if approved. Moreover, our CDMOs may
experience manufacturing difficulties due to resource constraints, governmental restrictions or as a result of labor
disputes or unstable political environments. Supply chain issues, including those resulting from the a health pandemic
and the ongoing military conflict between Russia and Ukraine, may affect our third- party vendors and cause delays.
Furthermore, since we have engaged WuXi Biologics, a manufacturer located in China, we are exposed to the possibility
of product supply disruption and increased costs in the event of changes in the policies of the United States or Chinese
governments or political unrest or unstable economic conditions in China. For example, the U. S. House of
Representatives of the prior Congress (the 118th Congress) passed the BIOSECURE Act, which targeting U. S.
government contracts, loans, and grants to entities that use biotechnology equipment or services from certain Chinese
biotechnology companies, including Wuxi Biologics, and would authorize the U. S. government to name other Chinese
biotechnology companies of concern. The version of the BIOSECURE Act passed by the prior House of Representatives
included a grandfathering provision allowing biotechnology equipment and services provided or produced by WuXi



Biologics and other named biotechnology companies of concern under a contract or agreement entered into before the
effective date until January 1, 2032. The BIOSECURE Act did not become law in the 118th Congress. It is unclear
whether the current Congress (the 119th Congress) will introduce the BIOSECURE Act or similar legislation in this
congressional session and, if so, how the scope, prohibitions, or designated biotechnology companies of concern may
differ from the version of the BIOSECURE Act passed by the House in the prior 118th Congress. In addition to the
BIOSECURE Act, any additional U. S. executive action, action, or potential sanctions with China could
materially impact our work with WuXi Biologics. U. S. executive agencies have the ability to designate entities and
individuals on various governmental prohibited and restricted parties lists. Depending on the designation, potential
consequences can range from a comprehensive prohibition on all transactions or dealings with designated parties, or a
limited prohibition on certain types of activities, such as exports and financing activities, with designated parties. If we
are required to change manufacturers for any reason, we will be required to verify that the new manufacturer maintains
facilities and procedures that comply with quality standards and with all applicable regulations and guidelines. For
example, in the event that we need to transfer from WuXi Biologics, which is our sole manufacturing source for TX45,
we anticipate that the complexity of the manufacturing process may materially impact the amount of time it would take
to secure a replacement manufacturer. The delays associated with the verification of a new manufacturer, if we are able
to identify and-- an alternative source, could negatively affect our ability to supply product candidates, including TX45, in
a timely manner or within budget. If any CDMO on which we will rely fails to manufacture quantities of a product
candidate at quality levels necessary to meet changes-affeeting-requirements and at a scale sufficient to meet
anticipated demand at a cost that allows us to achieve profitability, our business, financial condition, cash flows, and
prospects could be materially and adversely affected. In addition, our CDMO and / or distribution partners are
responsible for transporting temperature- controlled materials that can be inadvertently degraded during transport due
to several factors, rendering certain batches unsuitable for trial use for failure to meet, among others, our integrity and
purity specifications. We and our CDMO may also face product seizure or detention or refusal to permit the healtheare
systermrimport or export of products. Our business could be materially adversely affected by business disruptions to our

third- party providers materially adversely affect our anticipated timelines, potential future revenue and
financial condition and increase our costs and expenses. Each of these risks could delay or the completion of or
our delay-marketing-preclinical studies and clinical trials or the AVROBIO>s-any of our by

the FDA, result in higher costs or adversely impact commercialization of our products. We rely, and expect to continue
to rely, on third parties, including independent clinical investigators, contracted laboratories and CROs, to conduct our
preclinical studies and clinical trials. If these third parties do not successfully carry out their contractual duties or meet
expected deadlines, we may not be able to obtain regulatory approval for or commercialize our product candidates and
our business could be substantially harmed. We have relied upon and plan to continue to rely upon third parties,
including independent clinical investigators, contracted laboratories and third- party CROs, to conduct our preclinical
studies and clinical trials in accordance with applicable regulatory requirements, to validate our assays and to monitor
and manage data for our ongoing preclinical and clinical programs. We rely on these parties for execution of our
preclinical studies and clinical trials, and control only certain aspects of their activities. Nevertheless, we are responsible
for ensuring that each of our studies and trials is conducted in accordance with the applicable protocol, legal and
regulatory requirements and scientific standards, and our reliance on these third parties does not relieve us of our
regulatory responsibilities. We and our third- party contractors and CROs are required to comply with good laboratory
practices (“ GLPs ), as applicable, and GCP requirements, which are regulations and guidelines enforced by the FDA
and comparable foreign regulatory authorities for conducting, recording and reporting the results of clinical trials to
assure that data and reported results are credible, reproducible and accurate and that the rights, integrity, and
confidentiality of trial participants are protected. Regulatory authorities enforce these GLPs and GCPs through periodic
inspections of laboratories conducting GLP studies, trial sponsors, principal investigators and trial sites. If we, our
investigators or any of our CROs or contracted laboratories fail to comply with applicable GLPs and GCPs, the clinical
data generated in our clinical trials may be deemed unreliable and the FDA or comparable foreign regulatory authorities
may require us to perform additional preclinical studies or clinical trials before approving our marketing applications.
We cannot assure you that upon inspection by a given regulatory authority, such regulatory authority will determine
that any of our preclinical studies or clinical trials comply with applicable GLP or GCP regulations. In addition, our
clinical trials must be conducted with product, including biologic product, produced in compliance with applicable
CGMP regulations. Our failure to comply with these regulations may require us to repeat preclinical studies or clinical
trials, which would delay the regulatory approval process. Further, these laboratories, investigators and CROs are not
our employees and we will not be able to control, other than by contract, the amount of resources, including time, which
they devote to our product candidates and clinical trials. If independent laboratories, investigators or CROs fail to
devote sufficient resources to the development of our product candidates, or if their performance is substandard, it may
delay or compromise the prospects for approval and commercialization of any product candidates that we develop. In
addition, the use of third- party service providers requires us to disclose our proprietary information to these parties,
which could increase the risk that this information will be misappropriated. Our CROs have the right to terminate their
agreements with us in the event of an uncured material breach. In addition, some of our CROs have an ability to
terminate their respective agreements with us if we can be reasonably demonstrated that the safety of the subjects
participating in our clinical trials warrants such termination, if we make a general assignment for the benefit of our
creditors or if we are liquidated. There is a limited number of third- party service providers that specialize or have the
expertise required to achieve our business objectives. If any of our relationships with these third- party laboratories,



CROs or clinical investigators terminate, we may not be able to enter into arrangements with alternative laboratories,
CROs or investigators or to do so in a timely manner or on commercially reasonable terms. If laboratories, CROs or
clinical investigators 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 preclinical or clinical protocols, regulatory requirements or for other reasons, our preclinical or clinical
trials may be extended, delayed or terminated and we may not be able to obtain regulatory approval for or successfully
commercialize our product candidates. As a result, our results of operations and the commercial prospects for our
product candidates would be harmed, our costs could increase and our ability to generate revenues could be delayed.
Switching or adding additional laboratories or CROs (or investigators) involves additional cost and requires
management time and focus. In addition, there is a natural transition period when a new laboratory or CRO commences
work. As a result, delays occur, which can materially impact our ability to meet our desired clinical development
timelines. Though we carefully manage our relationships with our contracted laboratories and CROs, there can be no
assurance that we will not encounter similar challenges or delays in the future or that these delays or challenges will not
have a material adverse impact on our business, financial condition and results of operations. In addition, clinical
investigators may serve as scientific advisors or consultants to us from time to time and may receive cash or equity
compensation in connection with such services. If these relationships and any related compensation result in perceived or
actual conflicts of interest, or the FDA concludes that the financial relationship may have affected the interpretation of
the preclinical study or clinical trial, the integrity of the data generated at the applicable preclinical study or clinical trial
site may be questioned and the utility of the preclinical study or clinical trial itself may be jeopardized, which could
result in the delay or rejection by the FDA. Any such delay or rejection could prevent us from commercializing our
clinical- stage product candidate or any future product candidates srestriet-. Our future collaborations will be important to
or-our regulate-pest-business. If we are unable to enter into new collaborations, or if these collaborations are not
successful, our business could be adversely affected. A part of our strategy is to strategically evaluate and, as deemed
appropriate, enter into additional strategic collaborations in the future when strategically attractive, including
potentially with major biotechnology or pharmaceutical companies. We have limited capabilities for product
development and do not yet have any capability for commercialization. Accordingly, we may enter into collaborations
with other companies to provide us with important technologies and funding for our programs and technology. If we fail
to enter into or maintain collaborations on reasonable terms or at all, our ability to develop our existing or future
research programs and product candidates could be delayed, the commercial potential of our product could change and
our costs of development and commercialization could increase. Furthermore, we may find that our programs require
the use of intellectual property rights held by third parties, and the growth of our business may depend in part on our
ability to acquire or in - approval-activities-and-affeet AVROBIOs-ability-license these intellectual property rights. Any
future collaborations we enter into may pose a number of risks, including, but not limited to profitably-selt, the following:
* collaborators have significant discretion in determining the efforts and resources that they will apply; ¢ collaborators
may not perform their obligations as expected; ¢ collaborators may not pursue development and commercialization of
any product candidates that achieve regulatory approval or may elect not to continue or renew development or
commercialization programs or license arrangements based on clinical trial results, changes in the collaborators’
strategic focus or available funding, or external factors, such as a strategic transaction that may divert resources or
create competlng pr10r1t1es, ] collaborators may delay cllnlcal trlals, prov1de 1nsufﬁc1ent funding for Wh-tehﬂ%LReBlG

festlme-elevelepmeﬂt— develop ef—l-ts— or develop w1th thlrd partles, products that compete dlrectly or mdlrectly w1th our
products and pm( uct LdlldlddlL\ ~if the eeﬁt-rnu-mg—efferts—e-ﬁcollaborators belleve that the competltlve products

eeﬂf&rn—be successfully developed or fe&ﬂeﬁ‘eﬁfs—e—ﬂhe&lﬂ‘te&fe—fﬁay—adﬂfefsely—a—ffeet—can be commerclahzed under terms
that are more economically attractive than ours; - the-demand-for-anyof AVROBIOs-product candidates discovered in

collaboration with ours may be viewed by our collaborators as competitive with their own product candidates or
products , f-appreved-which may cause collaborators to cease to devote resources to the commercialization of our
product candidates ; * collaborators may the-ability-to-setaprice-that AVROBIO-believes-isfair-fail to comply with
applicable regulatory requirements regarding the development, manufacture, distribution for— or any-marketing of
AVROBIOs-a product candidate or product; ¢ collaborators with marketing and distribution rights to one or more of
our product candidates +f-that achieve regulatory appreved-approval may not commit sufficient resources to the
marketing and distribution of such product or products ; - AVROBIOs-ability-disagreements with collaborators,
including disagreements over proprietary rights, contract interpretation or the preferred course of development, might
cause delays or terminations of the research, development or commercialization of product candidates, might lead to
additional responsibilities generaterevenues-and-achieve-or-for maintainprofitabiity-us with respect to product candidates,
or might result in litigation or arbitration, any of which would be time- consuming and expensive ; - the-level-oftaxes
collaborators may not properly maintain or defend our intellectual property rights or may use our proprietary
information in such a way as to invite litigation that AVROB1O-could jeopardize or invalidate our intellectual property or




proprietary information or expose us to potential litigation; ¢ collaborators may infringe the intellectual property rights
of third parties, which may expose us to litigation and potential liability; « if a collaborator of ours is involved in a
business combination, the collaborator might deemphasize or terminate the development or commercialization of any
product candidate licensed to it by us; and ¢ collaborations may be termmated by the collaborator, and, if termlnated we

could be required to raise additional pay—&nd—‘—t-he—av&rlabﬁ-rt-y—eﬂamlal -
made-to pursue further development €

etrthe apphcable m&rketmg—&pprevals—e-ﬁ%—VR@Bl@—s—moduu um(hdalu —rﬁany—may—be— If-l-ﬂ—&dd-rt—ren—rnefeased—seﬁrtrny
s ay-or-our collaboratlons do not pfeveﬂt—market-mg—&ppfeva-l—

fhey— the successful dlscovery, development and commerclahzatlon of ﬁay—ﬂﬁt—eﬁ*‘eﬁeﬁpfe’ﬂde—&deqﬂ&te—p&y‘meﬂt—fef
AVROBIOGs-product candidates or if one of our collaborators terminates 1ts agreement —'l"—hefe—has—been—rnereasmg

legislative-and-enforeementinterestinthe-United-States-with us g
may not receive any future research fundlng or mllestone or royalty payments under such collaboratlon All of t-hefe—
the risks relating hav oposed

designed-to product development regulatory approval and commerclahzatlon descrlbed in this Quarterly Report also
apply to the activities of our therapeutic collaborators. Additionally, if one of our collaborators terminates its agreement
with us, we may find it more difficult to attract new collaborators and our perception in the business and financial
communities could be adversely affected. We face significant competition in seeking appropriate collaborative partners.
Our ablhty to reach a deﬁnltlve agreement for a collaboratlon will depend among other 1hmﬂs upon bfmg—mefe

app d-sert ; rces and expertlse, foture-reventes—Any-reduetion-in
feuﬁbufsemeﬂt—frem—l\&ed-teﬁe-eret-hef—— the gevefnﬁaeﬂt-pregr&ms-terms and conditions of the proposed collaboration and
the proposed collaborator’ s evaluation of a number of factors. These factors may include the design or restlt-results ira
simtlarreduetionin-of preclinical studies or clinical trials, the likelihood of regulatory approval, the potential market for
the subject product candidate, the costs and complexmes of manufacturmg and dehvermg such product candidate to
payments-patients , the potential from OB1O devele nt-0f competing products, the
existence of any uncertainty with respect to our ownershlp of technology (whlch can exist if there its— is a challenge to
such ownership regardless of the merits of the challenge) and industry and market conditions generally. The
collaborator may also consider alternative product candidates or technologies ;-the-implementation-of eosteontainment
meastures-or-for similar indications that may be available to collaborate on and whether such a collaboration could be
more attractive than the one with us. We may not be able to negotiate collaborations on a timely basis, on acceptable
terms, or at all. If we are unable to do so, we may have to curtail the development of the product candidate for which we
are seeking to collaborate, reduce or delay our development program or one or more of our other healtheare-reforms
development programs, delay our potential commercialization, reduce the scope of any sales or marketing activities or
increase our expenditures and undertake development or commercialization activities at our own expense. If we elect to
increase our expenditures to fund development or commercialization activities on our own, we may prevenrt AVROBIO
frembeing-need to obtain additional capital, which may not be available to us on acceptable terms or at all. If we do not
have sufficient funds, we may not be able to further develop generate-revenue;-attainprofitabiityoreommeretatize
AVROBIO s-product candidates —I-naelequa-te—fuﬂd-rng—fer— or brmg fhe—them F—BA—&nd-etheikgevefnment—&geﬁetes—eeulé
hinder-thetr-ability-to hire-market and generate retainke arrd-otherpersottie P

revenue. Nonclinical research requlres viees-from-being-develope A tatt
prevent-these—- the use of ag P Sssivas b t

the-operation-of AVROBIOs-business-maytely-, the supply of which u)uld ﬂega-twely—rmpaehﬂ%RGBlG—s—busmess—delay or

prevent development of product candidates . The-Consistent with various rules, regulations and CGMP requirements,
our ability eftheFBA-to feﬂew—advance our pre- chmcal programs and &ppfeve—new—successfully develop our pfeéuets-
product candidates requires access eanb ariety v e v
ability-to hire-animal research models sufﬁclent to assess safety and feta-rn—key—persen-nel-aﬂd-aeeept—ln some cases to
establish the paymentefrationale for therapeutic user—- use fees;-and-statutory;~. Failure to access or a significant delay in
accessmg animal research models that meet our needs or that fulﬁl ugulalm y requlrements —&ﬂd-pel-tey—eh&nges—kver&ge




the C ()V ID 19 pandunu researchers e%&n-y—et-her—pﬂb-l-te—hea-l-ﬂa—eﬁﬁs—dmi
may-CROs experienee-experienced delays-significant limitations in their regilatory-aetivities-access to animal research
models, specifically including a sharp reduction in the availability of NHPs originating from breeding farms in Southeast

Asia and limited access to the generation of genetically- modified rodent models used in efficacy evaluations . If we are
unable to obtain NHPs in sufficient quantities and in a prelenged-governmentshutdownoeeurs-timely manner to meet the
needs of our pre- clinical research programs , it-eeuld-if the price of NHPs that are available increases significantly impaet
, or if our suppliers are unable to ship the NHPs in their possession that are reserved for fhe—them our db1111v e-Pt-he—F—BA
to timelyreview-advance our pre- clinical programs and successfully proeess

AVROBIOresume-development—--- develop e-ﬁrts—pre&uet—our pre- clmlcal Ldndl([dlLS —Wh-teh—eeu-}d—h&ve—a—mafeﬂ&l-advefse

e&nd-td&tes—z%LReB{e—s—lutuu success depends on our A—VR@B}G—S-abllny to retain l\cv executlves emp-}eyees—eeﬂstrl-faﬂ-ts
and-advisers-and to attract, retain and motivate qualified personnel. AVROBIO+s-We are highly dependent on our
management prinetpat-members-of AVROBIOsexeeutive-tcam and-key-employees-, including Alise Reicin, M. D., our
President and Chief Executive Officer, Daniel Lochner, our Chief Financial Officer, Peter McNamara, Ph. D., our Chief
Scientific Officer and Marcella K. Ruddy, M. D., our Chlef Medlcal Ofﬁcer Each of fhe—them -}ess-e%whese—seﬁﬂees—mdy

adversel-y—rmpaet—currently terminate fhe—thelr G

efﬁeeﬁErﬁeesfrewskl—te—serve—servmes irof any of t-he—these persons could 1mpede add-rﬁeﬂal—re}es—ef—llresrdefﬁ—&ﬂd—}fﬁernﬁ

h-the deteﬁﬂtn&&eﬁ—te—ha-}t—f&ﬁher



alternatives-, and commerclahzatlon objectlves A
Offteer-. We do Aee gty e-ad when-or-whether 2 witHht : i
ExeeﬂtweefﬁeehWRGB{G-dees-nol currently maintain ““ key person ” life insurance pehetes—on th 11\ es of these
individuals-or-our executives or the-tives-efany of our AVROBIOs-ethercmployces . Recruiting and retaining qualified
scientific and clinical personnel and, if we progress the development of any of our product candidates,
commercialization, manufacturing and sales and marketing personnel, will be critical to our success . The loss of the
services of ene-er-our mere-of AVROBIO seurrent-cxccutive officers or other key employees might-could impede the
achievement of AVROBIO*s-engeingour research, development and commercialization objectives and seriously harm

our ability to successfully implement our business eommitments-and-strategie-strategy objeetives-. Retaining-other-qualified
Furthermore, replacing executive officers and key cmployeces ;eonsultants-may be difficult and may take and- an

extended perlod of time because of the llmlted number of 1nd1v1duals adﬁsefs-fer—zWRGB%G—s-bﬁsrﬂess—me}&dmg

product candidates oth A
Competition to hire from this limited pool S e
is intense , and we the—tttmever—rafe—e&n—be—h—rg-}h%%B{G—nm ﬂe't—bL &b-}e—unable to hlre, tram, retain or motlvate these
key personnel on acceptable terms given the competition among numerous pharmaceutical and biotechnology companies for
individuatswith-similar skitt-sets-personnel. We also experience competition for the hiring of scientific and clinical
personnel from universities and research institutions . In addition, AYROBIOs-we rely on consultants and advisors,
including scientific and clinical advisors, to assist us in formulating our research and development and
commercialization strategy. Our consultants and advisors may have commitments under consulting or advisory
contracts with other entities that may limit their availability to us. If we are unable to continue to attract and retain
high- quality personnel, our ability to retainguatified-personnel-pursue our growth strategy will be limited. Our market
opportunity estimates and growth forecasts are subject to significant uncertainty and are based on assumptions and
estimates which may not prove to be accurate. Our estimates and forecasts relating to size and expected growth of our
target market may prove to be inaccurate. Even if the markets in which we compete meet our size estimates and growth
forecasts, our business may not grow at similar rates, or at all. Our growth is subject to many factors, including our
success in implementing our business strategy, which is subject to many risks and uncertainties. Our revenue will be
dependent, in part, upon the size of the markets in the territories for which we gain regulatory approval, the accepted
price for the product, the ability to obtain coverage and reimbursement and whether we own the commercial rights for
that territory. If the number of our addressable patients is not as significant as we estimate, the indication approved by
regulatory authorities is narrower than we expect or the treatment population is narrowed by competition, physician
choice or treatment guidelines, we may not generate significant revenue from sales of such products, even if approved.
We may become exposed to costly and damaging liability claims, either when testing a product candidate in the clinical
or at the commercial stage, and our product liability insurance may not cover all damages from such claims. We are
exposed to potential product liability and professional indemnity risks that are inherent in the research, development,
manufacturing, marketing, and use of pharmaceutical products. While we currently have no products that have been
approved for commercial sale, the current and future use of a product candidate in clinical trials, and the sale of any
approved products in the future, may expose us to liability claims. These claims may be made by patients that use the
product, healthcare providers, pharmaceutical companies, or others selling such product. Any 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 our product 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 impaeted-impaired . Business disruptions
could seriously harm our future revenue and financial condition and increase our costs and expenses. Our operations,
and those of our CROs, CDMOs and other contractors and consultants, could be subject to earthquakes, power
shortages, telecommunications failures, water shortages, floods, hurricanes, typhoons, fires, extreme weather conditions,
medical epidemics and other natural or man- made disasters or business interruptions, for which we are predominantly
self- insured. The occurrence of any of these business disruptions could seriously harm our operations and financial
condition and increase our costs and expenses. We rely on third- party manufacturers to produce our product




candidates. Our ability to obtain clinical supplies of our product candidates could be disrupted if the operations of these
suppliers are affected by a man- made or natural disaster or other faeters-business interruption. Failure to comply with
health- related data protection laws and regulations could lead to government enforcement actions, including civil or
criminal penalties, private litigation, and adverse publicity and could negatively affect our operating results and
business. We and any current and future collaborators are subject to federal, state / provincial, municipal and foreign
data protection laws and regulations . such as remote-laws and regulations that address privacy and data security. In the
United States, numerous federal and state laws and regulations, including federal health information privacy laws, state
data breach notification laws, state health information privacy laws, and federal and state consumer protection laws,
including Section 5 of the Federal Trade Commission Act, that govern the collection, use, disclosure and protection of
health- related and other personal information could apply to er-our hybrid-working-arrangements-operations or the
operations of our collaborators. In addition , we may obtain health information from third parties,including research
institutions from which we obtain clinical trial data,that are subject to privacy and security requirements under HIPAA jas
amendcd bv HITEC H qundmﬂ on the facts and Lneumsldnus A—VR@B-I-G—we u)uld be \ubjul to u\ il,criminal, and

international dala protection laws and 1wulallons u)ul(l require A%LR@B{-G—us to take on more onerous Oblluallons n our
AVROBIO>s-contracts,restrict our AVROBIO>s-ability to collect,use and disclose data,or in some cases,impact our
AVROBIO s-ability to operate in certain jurisdictions.Failure to wmplv w1th these laws and regulatlons could result in
government enforcement actions ( which could include civil impaet-employ vity-atd

criminal rreeent-months-, and administrative penalties) th

ﬁgﬂrﬁea-ﬂ-t—dei#ﬂw&rd—pfessufe— prlvate litigation, and /

fes’ffuefufmgﬂWRGB{e—s—opualmg ILSLlllS and busmess -ﬁﬂ&ﬂeml—eeﬂd-r&eﬂ—wet&d-be—&di%e}ya-ffeefed- MROB%G

Moreover, clinical trial subjects, employees, and other individuals about whom we or our current or future collaborators
obtain personal information, as well as the providers who share this information with us, may limit our ability to collect,
use and disclose the information. Claims that we have violated individuals * privacy rights srestrueturing-plan-may-also-be

disruptive-to AVROBIOs-operations-, failed to comply with data protection laws, for— or exampte-breached our
contractual obhgatlons MLROB{G—s—fed-ueﬁeﬁs—m—fefee-even if we are not found llable, u)uld be expensnve yre}é




éeve}epme&t—&ﬂd-gfew&rgealsﬂ%—VReB-IeLs—employees pnnupdl investigators, Consultants 8 and commercial partners mdy

engage in misconduct or other improper activities, including non- compliance with regulatory standards and requirements and
insider trading. AVROBIO+s-We are exposed to the risk of fraud or other misconduct by our AVROBIO*s-employees,
principal investigators, consultants , and commercial partners. Misconduct by these parties could include intentional failures to
comply with the-FDA regulations efthe-FBA-or of-the regulations applicable in other jurisdictions fereignregulatory
authorittes-, provide accurate information to the FDA and other feretgrrregulatory authorities, comply with healthcare fraud and
abuse laws and regulations in the United States and abroad, report financial information or data accurately or disclose
unauthorized activities to AVROBIS-us . In particular, sales, marketing and business eefidaet-arrangements in the healthcare
industry are subject to extensive laws and regulations intended to prevent fraud, misconduct, kickbacks, self- dealing and other
abusive practices. These laws and regulations smay-restrict or prohibit a wide range of healtheare-professionat-interactions;-drag
pricing, discounting, marketing and promotion, sales commission, customer incentive programs and other business
arrangements. Such misconduct alse could alse-involve the improper use of information obtained in the course of clinical
studies-trials or interactions with the FDA or other regulatory authorities , which could result in 1egu1at0ry sanctions and
cause serious harm to our AVROBIOs-reputation. It AV b
AVROBIO-semployees;but-it-is not always possible to identify and deter employee misconduct, and the precautions
AVROBIO-we takes— take to detect and prevent this activity may not be effective in controlling unknown or unmanaged risks
or losses or in protecting AVROBIO-us from gevernmental-—- government investigations or other actions or lawsuits stemming
from a failure to comply with these laws or regulations. If any such actions are instituted against us AVROBIG;-and AVROBIO
-ts—we are not successful in detendm;: -rtsel-f—ourselves or assertnm our A%LRGB{G—s—n;__hts those dCthHS could havea

S ()

administrative penalties, damdges fines, dlsgorgement -rﬂd-md-ua-l—lmprlsonment exclusmn frOlllpaﬁtetp&ﬁW partlclpatmg in
government fe&ef&l-aﬁd—st&te—funded healthcare ploomms (—, such as Medicare and Medicaid ¥, eentraetaal-damages-and-the

s additional reporting ebligatienis-requirements and oversight
if A—VR@B—I-G—we beee-mes— become subje 0 a corporate mteorlty agreement or ether-similar agreement to resolve allegations
of non- compliance with these laws —Any—aeﬁeﬁ— contractual damages, reputational harm and the curtailment for-- or
viotation-restructuring of t-hese—l-aws—our operatlons any of whlch eveﬁ—rﬁstleeessfu-l-l-y—éefertded—could e&use—have a
negative impact on our pharmaeet S catitiega penses-atd-dtvert-managemen frtt
-freﬁa—t-he—epef&t-teﬁ—e-ﬁt-he—buuness ﬁnancnal condltlon, results of operations and prospects If aﬁy-e-f—our 1nformat10n




technology systems, or the physietans-information technology systems of our CROs, our CDMOs, service providers, our
current and potential future partners or other third parties healtheare-providers-erentittes-with whom AVROBIO-expeets

we work fail or suffer security breaches, we could experience adverse consequences, including but not limited to de

materlal dlsruptlons to our business operatlons and product development ts—feuﬂd—net—te—be—rrreemphaneeﬂaﬁ&r&pphe&ble

laws—meﬁt-iened—&beve—ameﬂg—othu fefetgn—laws-adverse consequences F&H-ufe—te-eempl-y—wrth—l‘rea-lt-h—aﬂd-d&ta—We collect

store, recelve, process, generate, use, transfer, dlsclose, make access1ble, preteet-ren———— protect faws-, secure, dispose of,
stla ots collectively, process which-eould-inelude-etvit

er-eriminal-penalties-) proprletary conﬁdentlal prrva-te—l-rt—rga-twteﬁ,—am sensitive 1nf0rmatlon #e%&d-’v‘erse—pub-l-teﬁy—&ﬂd-eeulel

etherpersonal information could apply to A\’R()Bl() s operations...... relating 10 the processing of sensitive dala (such as
health - related data of clinical trial participants and employee information ), previding-in the course of our business.
Similarly, third- parties with whom we work process certain of that information on our behalf. Our internal computer
systems and those of our current and any future collaborators and other contractors or consultants are vulnerable to
individualsregarding-damage from cyber- attacks, malicious internet- based activity, online and offline fraud, and other
similar activities that threaten the confidentiality, integrity, and availability of our sensitive information and information
technology systems, and those of the third parties upon which we rely. Such threats are constantly evolving and growing
in frequency, sophistication, and intensity. For example, these threats may include (without limitation) malware, viruses,
software vulnerabilities and bugs, software or hardware failure, hacking, denial of service attacks, social engineering
(including through deep fakes, which may be increasingly more difficult to identify as fake, and phishing), ransomware,
insider threats (such as theft of misuse by personnel), credential stuffing, telecommunications failures, loss or theft of
devices, data proeessing-aetivities-or other information technology assets , where-neeessary-obtaining-eonsent-attacks
enhanced or facilitated by Al, earthquakes, fires, floods and similar threats. Threats such as ransomware attacks, for
example, are becoming increasingly prevalent and severe, and attackers are increasingly leveraging multiple attack
methods to extort payment from individuals-victims, such as data theft and disabling systems and can lead to significant
interruptions in our operations, loss of sensitive data and income, reputational harm, and diversion of funds. Extortion
payments may alleviate the negative impact of a ransomware attack, but we may be unwilling or unable to make such
payments due to, for example, applicable laws or regulations prohibiting such payments. Security incidents may result
from the actions of a wide variety of actors with a wide range of motives and expertise, including traditional hackers, our
personnel or the personnel of the third parties with whom we work, organized criminal threat actors, hacktivists,
sophlstlcated nation- states and nation- state- supported actors. During times of war and the-other major conflicts data

, tesponding-we, the third parties upon which we rely, and our customers may be vulnerable to a
heightened risk of these attacks, including retaliatory cyber- attacks, that could materially disrupt our systems and
operations, supply chain, and ability to conduct our clinical trials. Future or past business transactions (such as
acqu1s1t10ns or 1ntegrat10ns) could expose us to addmonal ela-ta—subjeet—requests—cybersecurlty risks and Vulnerabllltles as

atio 0 gtards-in eeﬁﬂeeﬁoﬁ—wrt-h—t-he—acqulred or 1ntegrated ent1t1es’
systems and technologles Furthermore, we may dlscover security and-eonfidentiality-issues that were not found during
due diligence of the-persenal-data-such acquired or integrated entities , aceountability requirements-and taking-eertain
meastres-whenengaginig-it may be difficult to integrate companies into our information technology environment and
security program. In addition, our reliance on third- party service providers could introduce new cybersecurity risks and
vulnerabilities, and other threats to our business operations. For example, we rely on third parties to operate critical
business systems and proeessors—-- process sensitive data in a variety of contexts, including, without limitation, cloud-
based infrastructure, data center facilities, encryption and authentication technology, personnel email, and other
functions . The-GDPR-informsAVROBIO-We also rely on third parties, including CROs, clinical trial sites and clinical
trial vendors, to collect, store, and transmit sensitive data as part of our research activities. Our ability to monitor these
third parties is limited, and these third parties may not have adequate information security measures in place. If our



third- party service providers experience a security incident or other interruption, we could experience adverse
consequences. While we may be entitled to damages if our third- party service providers fail to satisfy their privacy or
security- related obligations to us, any award may be insufficient to cover damages, or we may be unable to recover such
awards. Supply- chain attacks have also increased in frequency and severity, and we cannot guarantee that third parties’
infrastructure in our supply chain or our third- party partners’ supply chains have not been compromised. Certain
functional areas of our workforce work remotely on a full- or part- time basis or otherwise utilize network connections,
computers and devices outside of our premises or network, which imposes additional risks to our business. While we
have implemented security measures designed to protect against security incidents, there can be no assurance that these
measures will be effective. We take steps designed to detect, mitigate, and remediate vulnerabilities in our information
systems (such as our hardware and / or software, including that of third parties upon which we rely). We may not,
however, detect and remediate all such vulnerabilities including on a timely basis. Further, we may experience delays in
developing and deploying remedial measures and patches designed to address identified vulnerabilities. Vulnerabilities
could be exploited and result in a security incident. In the future we may be required to or choose to, expend significant
resources or modify our business activities (including our clinical trial activities) in an effort to protect against security
incidents, particularly where required by applicable data privacy and security laws or regulations or industry standards.
Certain data privacy and security obligations require us to implement and maintain certain security measures or
industry- standard or reasonable security measures to protect our information technology systems and sensitive
information. Any of the previously identified or similar threats could cause a security incident or other interruption that
could result in unauthorized, unlawful, or accidental acquisition, modification, destruction, loss, alteration, encryption,
disclosure of, or access to our sensitive information or our information technology systems, or those of the third parties
with whom we work. For example, we have been the target of unsuccessful phishing attempts in the past and expect such
attempts will continue in the future. If our information systems or data, or that of the third parties on which we rely, are
compromised, it could interrupt our operations, disrupt our development programs and have a material adverse effect
on our business, financial condition and results of operations, whether due to a loss of our trade secrets or other
proprietary information or similar disruptions. For example, the loss or corruption of clinical trial data from completed
or future clinical trials could result in delays in our regulatory approval efforts and significantly increase our costs to
recover or reproduce the data. Additionally, any such event that leads to unauthorized access, use or disclosure of
personal information, including personal information regarding our patients or employees, could harm our reputation,
cause us not to comply with applicable federal and / or state breach notification laws and foreign law equivalents and
otherwise subject us to liability under applicable laws and regulations that protect the privacy and security of personal
information. Likewise, we rely on third parties for the manufacture of TX45, to analyze clinical trial samples and to
conduct clinical trials, and security incidents experienced by these third parties could have a material adverse effect on
our business. Security incidents affecting us or the third parties we rely on or partners with could also result in
substantial remediation costs and expose us to litigation (including class claims), regulatory enforcement action (for
example, investigations, fines, penalties, audits and inspections), additional reporting requirements and / or oversight,
fines, penalties, indemnification obligations, negative publicity, reputational harm, monetary fund diversions, diversion
of management attention, interruptions in our operations (including availability of data), financial loss and other
liabilities and harms. Additionally, such incidents may trigger data privacy and security obligations requiring us to
notify relevant stockholders, including affected individuals, customers, regulators, and investors. Such disclosures may
be costly, and related requirements or the failure to comply with them could lead to adverse consequences. Even a
perceived security incident or failure in compliance by us or a third- party partner may result in negative publicity, harm
to our reputation, or other adverse effects. 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 claims related to
our data privacy and security obligations. Additionally, we cannot be certain that our insurance coverage will be
adequate for data security liabilities actually incurred, will continue to be available to us on economically and
commercially reasonable terms, or at all, or that any insurer will not deny coverage as to any future claim. In addition to
experiencing a security incident, third parties may gather, collect, or infer sensitive information about us from public
sources, data brokers, or other means that reveal competitively sensitive details about the company and could be used to
undermine our competitive advantage or market position. Additionally, sensitive information of ours could be leaked,
disclosed, or revealed as a result of or in connection with our employees’, personnel ’ s, or vendors’ use of generative Al
technologies. We, and the third parties with whom we work, are subject to rapidly changing and increasingly stringent
U. S. and foreign laws, regulations, and rules, contractual , industry standards, policies and other obligations
relating to privacy, data protection and information security. Our actual or perceived failure to comply respeetto
any-ehntealt-trials-eondueted-in-the-these EEA-obligations could lead to regulatory investigations or actions; litigation
(including class claims) and mass arbitration demands; fines and penalties; disruptions of business operations;
reputational harm; loss of revenue or profits; loss of customers or sales; and otherwise harm ot-our business. We, and
the third parties with whom we work process proprietary, confidential and sensitive information, including personal
information (including health- related data), which subjects us to numerous evolving and complex data privacy and
security obligations, including various laws, regulations, guidance, industry standards, external and internal privacy and
security policies, contracts and the-other obligations that govern the processing of such information in connection with
our business. Outside the United States, an increasing number of laws, regulations, and industry standards govern data
privacy and security. For example, the European Union’ s General Data Protection Regulation, (“ EU GDPR ”) and the
United Kingdom’ s GDPR (“ —Hs-definitton-of GDPR ”) and the Swiss Federal Data Protection Act (collectively, *



European Data Protection Laws ”) impose strict requirements for processing personal information, including relating to
transfer of personal information to countries like the United States. European Data Protection Laws and other relevant
laws govern patient conﬁdentlahty and storage of personal health data -rnel-ueles—eeeled—data— mcludmg personal
information from reg © i nettees-for-clinical trial subjeets-participants
and mvesﬁga-ters—l-n—add-rt—teﬂ—the—other 1nd1v1duals located in the EEA the Umted Kingdom (the “ UK ”), or Switzerland
Companies that violate the EU or UK GDPR impeses-striettales-can face private litigation, regulatory investigations and
enforcement actions, prohibitions on the—tr&ﬂsfefeﬂaerseﬂa-l-dala etrt—e-ﬁprocessmg, the—other admlmstratlve measures E—EA
eH-he—U-lé reputatlonal damage e

persotal-data and %—eihﬂﬁpese—strbsf&ﬂt-r&l-llms feﬁ*e-l&t—teﬁﬁ) the—GB-P—R—,
Wh-teh—e&n—be—up to -feur—pereeﬂt—the greater of glebatrevenues-or-20 million Euros /¢£17. 5 million pounds sterling for-- or 4
% of the-their BX5-worldwide annual revenue, in either case , whichever is greater 3 Certam jurisdictions have enacted
data localization restrictions or laws and eenfers-a-privaterightregulations restrlctmg cross- border transfers of aetion
personal information, except in limited circumstances where adequate safeguards are in place. In particular, regulators
and courts in the EEA, the UK, and Switzerland have significantly restricted the transfer of personal information to the
United States and other countries whose privacy laws they generally believe are inadequate. Other jurisdictions have in
the past and may continue to adopt similarly stringent data localization and cross- border data transfer laws. Although
there are currently various mechanisms that may be used to transfer personal information from the EEA, the UK, or
Switzerland to the United States, such as the EEA standard contractual clauses, the UK’ s International Data Transfer
Agreement / Addendum, and the EU- U. S. Data Privacy Framework (the “ Framework ”) and the UK extension thereto
(which allows for transfers for to relevant U. S.- based organizations who self- certify compliance and participate in the
Framework), these mechamsms are subject to legal challenges and there is no assurance that we can satlsfy or rely on

pusonal (Iala to the United States If we are unable to 1mplement a valld compllance solution for cross- border transfers
of personal information, or if the requirements for a legally- compliant transfer are too onerous, we may face increased
exposure to significant adverse consequences , including genetie-substantial fines , biemetrte-regulatory actions , as well as
injunctions against the export and processing of personal information from the EEA, UK, Switzerland, or health-other
countries that implement cross- border data transfer restrictions . The-GBPR-Our inability to import personal
information from the EEA, UK or Switzerland or other countries may also restrict or prohibits— prohibit our clinical
trial activities in those countries; limit our ability to collaborate with CROs, service providers, contractors and other
compames sub]ect to laws restrlctmg Cross- border data transfers e-f—pefse-ﬂﬁ-l— requlre us to increase our (lala to-countries

s—pmeessmu ca mbllmu Wrt-h%n—Eurepe-m 0ther countrles at significant expense er-and may olh ¢ ne; gatlvely 1mpact
eatseAY se-the-geogra eation ourbu51nesssegfegaﬁeﬂ—ef1WR9Bl9—ﬁelevaﬂt—systems—&ﬂd
operations —a#y-. Dependmg on how these laws are interpreted, we may have to make changes to or-our busmess
practices and products to comply with such obligations = wh d y 0
finanetalrestdts-. Additionally, other countries eﬂ-ts-rde—e—f—E&repe—ha\ e enacted or are eonsldumu enacting \lmlldl cross- border
data transfer restrictions and laws requiring local data residency, which could increase the cost and complexity of delivering our
AVROBIOs-services and operating our AVROBIO*s-business. Privacy and data security laws The-type-ofehallenges
AVROBIO-faces-in Europe-witHikely-also-arise-in-other—- the jurisdtetions-United States at the federal, state and local level
are increasingly complex and changing rapidly. For example, at the federal level, HIPAA, as amended by HITECH,
imposes specific requirements relating to the privacy, security and transmission of individually identifiable health
information. Additionally, at the state level, the privacy and data protection landscape is changing rapidly. Many states




have enacted comprehenswe prlvacy laws that i 1mpose certam obhgatlons on covered busmesses aéept—la—ws—srm&aﬁn

adeqﬂate—prefee&eﬁ—tmelerspeclﬁc disclosures in prlvacy notlces and affordmg re51dents w1th certam rlghts concermngt-he
their EU-GPPRand thereforetransfers-ef personal data eriginatinginthe FU-to-the UKremainunrestrieted-. As applicable
Hike-the EU-GDPR-, such rights may include the BK-GDBPRRrestriets-right to access, correct, or delete certain personal data
transfers-outside-, and to opt- out of certain data processing activities, such as targeted advertising, profiling, and
automated decision- making. The exercise of the-these Hi-rights may impact our business and ability to eountriesnot
regarded-provide our products and services if we become subject to these laws. For example, the California Consumer
Rights Act (“ CCPA ”), as amended by the B¥as-California Privacy Rights Act of 2020 (“ CPRA ”) applies to personal
information data of consumers, business representatlves, and employees who are Cahfornla residents and requires
businesses to providing-provide adequate-pre overnmenthas-eon d-that-specific disclosures in privacy
notices and honor requests of such individuals to exercise certam rlghts concermng thelr pu sonal data fraﬁsfefs—freﬂa—t-he

Bikto-the Ebremainfree-flowing-. The CCPA provides fines ©

BigttaHnformationBill;-or-for noncompliance and a limited private rlght fhe—UléBﬂl—rrrte—t-he—UlHegsla-fwe—pfeeess—”Phe
aim-of action in connection with certain the-UkBilHs-toreformthe- UK>s-data breaches proteetionregime-foHowing Brexit-.

Hpassed;-While the CCPA and the-other final-verstorrof state privacy laws contains an exemption for certain personal
information processed in connection with clinical trials,, the-these developments BKBit-may-have-the-effeetof-further

comphcate comphance efforts, a-lteﬁng—fhe—srm&aﬂ&es—beﬁveeﬂ—fhe—%nm mcrease E—EA—data—pfefeeﬁeﬂ—regtme—&nd—&rreateﬂ

vaey-and-dataseetrity eomplmnu costspreg-r&ms—&ﬂd—eeﬁ-ld-
S 101 us the-bkK-and the third parties EEA-Giver-the-breadth

aﬂd-depth—e-f—'rts—ebl-'rg&ﬁeﬂs,—eeﬂmlymg—\\ ith whom we work Slmllar laws have been passed or are bemg consndered in

several the-other states G §
e%@Bl@%—teelmelegtes—systems—aﬂd-pfaeﬁees— as w Lll as at the federal and local levels The evolving patchwork of
differing state and federal privacy and data security laws increases the cost and complexity of operating our business
and increases our exposure to liability, including from third party litigation and regulatory investigations, enforcement,
fines, and penalties. We are bound by contractual obligations and our efforts to comply with such obligations may not be
successful. We publish privacy policies, marketing materials and other statements, such as compliance with certain
certifications or self- regulatory principles, regarding data privacy and security. Regulators are increasingly scrutinizing
these statements, and if these policies, materials or statements are found to be deficient, lacking in transparency,
deceptive, unfair, misleading or misrepresentative of our practices, we may be subject to investigation, enforcement
actions by regulators or other adverse consequences. Our obligations related to data privacy and security (and
consumers’ data privacy obligations) are quickly changing in an increasingly stringent fashion and creating uncertainty.
These obligations may be subject to differing applications and interpretations, which may be inconsistent or in conflict
among jurisdictions. Monitoring, preparing for and complying with these obligations requires us to devote significant
resources (including, without limitation, financial and time- related resources). These obligations have in the past and
may in the future necessitate changes to our information technologies, systems and practices and to those of any third
parties that process personal information on our behalf. In addition, these obligations may require us to change aspects
of our business model. Although we endeavor to comply with applicable data privacy and security obligations, we may at
times fail (or be perceived to have failed) to do so. Moreover, despite our efforts, our personnel or third parties upon
whom we rely may fail to comply with such obligations, which could impact whether or not we are in compliance. If we
(or third parties with whom we work) fail, or are perceived to have failed, to address or comply with data privacy,
protection and security obligations, we could face significant consequences, including (without limitation): government
enforcement actions (e. g., investigations, fines, penalties, audits, inspections and similar); litigation (including class-
related claims) and mass arbitration demands; additional reporting requirements and / or oversight; bans on processing
personal information; orders to destroy or not use personal information; and / or imprisonment of company officials. In
particular, plaintiffs have become increasingly more active in bringing privacy- related claims against companies,
including class claims and mass arbitration demands. Some of these claims allow for the recovery of statutory damages
on a per violation basis, and, if viable, carry the potential for monumental statutory damages, depending on the volume
of data and the number of violations. Any of these events could have a material adverse effect on our reputation, business
or financial condition, including but not limited to: loss of customers; interruptions or stoppages in our business
operations (including clinical trials); inability to process personal information or to operate in certain jurisdictions;
limited ability to develop or commercialize our products; expenditure of time and resources to defend any claim or
inquiry; adverse publicity; or revision or restructuring of our operations. We are subject to U. S. and certain foreign
anti- corruption laws and regulations, export and import controls, sanctions and embargoes. We could face liability and
other serious consequences for violations which can harm our business. We are subject to anti- corruption laws and
regulations, including the FCPA, the U. S. domestic bribery statute contained in 18 U. S. C. § 201, the U. S. Travel Act
and other state and national anti- bribery laws in the countries in which we may conduct activities in the future. Anti-
corruption laws are interpreted broadly and generally prohibit companies and their employees, agents, contractors and
other third- party collaborators from offering , serviee-providers-promising, giving, or authorizing others to give anything of



value, either directly or indirectly through third parties, to any person in the public or private sector to obtain or retain
business. The FCPA also requires public companies to make and keep books and records that accurately and fairly
reflect the transactions of the corporation and to devise and maintain an adequate system of internal accounting
controls. We may engage third parties to sell our products or to obtain necessary permits, licenses, patent registrations,
and other regulatory approvals outside the Umted States We can be held hable for the corrupt or other illegal activities
of our employees, agents , contractors, and et h 3 th
partners, even if we do not explicitly authorize or have actual knowledge of such act1v1t1es Any violation 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 the-other bX-consequences. We are also subject to export control and import laws and regulations, including the U.
S. Export Administration Regulations, U. S. Customs regulations and various economic and trade sanctions regulations
administered by the U. S. Treasury Department’ s Office of Foreign Assets Controls . Compliance with applicable
regulatory requirements regarding the export of our products may create delays in the introduction of our products in
international markets or, in some cases, prevent the export of our products to some countries altogether. Furthermore,
U. S. export control laws and economic sanctions prohibit the provision of certain products and services to countries,
governments and persons targeted by U. S. sanctions. There is no certainty that all of our employees, agents, suppliers,
manufacturers, contractors or collaborators, or the-those GBPR-of our affiliates, will be-a-rigereus-comply with all
applicable anti- corruption, export and import control, and sanctions laws and regulations. Violations of these laws and
regulations could result in fines, criminal sanctions against us, our officers, or our employees, the closing down of
facilities, including those of our suppliers and manufacturers, requirements to obtain export licenses, cessation of
business activities in sanctioned countries, implementation of compliance programs, and prohibitions on the conduct of
our business. Any such violations could include prohibitions on our ability to offer our products in one or more countries
as well as difficulties in manufacturing or continuing to develop our products, and could materially damage our
reputation, our and-brand , our international expansion efforts, our ability to attract and retain employees, and our
business, prospects, operating results and financial condition. We or the third parties upon whom we depend may be
adversely affected by earthquakes, fires or other natural disasters and our business continuity and disaster recovery
plans may not adequately protect us from a serious disaster. If earthquakes, fires, other natural disasters, terrorism and
similar unforeseen events beyond our control prevent us from using all or a significant portion of our headquarters or
other faclhtles, it may be dlfﬁcult or, in certain cases, 1mposs1ble for us to contmue our busmess for a substantlal period




hability-elatm;eventf sueeesstully-defendeds—could have a material adverse clluu on our A%LRGB{G—s—bmexs In addition ,
the long- term effects of climate change on general economic conditions and the pharmaceutical manufacturing and
distribution industry in particular are unclear, and changes in the supply, demand or available sources of energy and the
regulatory and other costs associated with energy production and delivery may affect the availability or cost of goods
and services, including raw materials and other natural resources, necessary to run our business. If such an event were
to affect our supply chain, it could have a material adverse effect on our ability to conduct our clinical trials, our
development plans and business. Legislation or other changes in U. S. tax law could adversely affect our business and
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. In recent years, many
changes have been made to applicable tax laws and changes are likely to continue to occur in the future. It cannot be
predicted whether, when, in what form, or with what effective dates, new tax laws may be enacted, or regulations and
rulings may be enacted, promulgated or issued under existing or new tax laws, which could result in an increase in er-our
tax liability or require changes in the manner in which we operate in order to minimize or mitigate any adverse effects of
changes in tax law or in the interpretation thereof. Our ability to use our U. S. net operating loss carryforwards and
certain other U. S. tax attributes may be limited. As of December 31, 2024, we had U. S. federal net operating loss
carryforwards of $ 399. 3 million. The amount of net operating loss carryforwards that we are permitted to deduct is
limited to 80 % of taxable income in each such taxable year to which the net operating loss carryforwards are applied. In
addition, our U. S. federal net operating losses and tax credits may be subject to limitations under Sections 382 and 383
of the Code, if we have undergone or undergo an “ ownership change, ” generally defined as a greater than 50
percentage point change (by value) in our equity ownership by certain stockholders over a rolling three- year period. We
may have experienced such ownership changes in the past and may experience ownership changes in the future as a
result of shifts in our stock ownership, some of which are outside our control. Our net operating losses and tax credits
may also be impaired or restricted under state law. Our ability to utilize our net operating loss carryforwards could be
limited by an “ ownership change ” as described above, which could result in increased tax liability to us. Unstable
market and economic conditions may have serious adverse consequences on our business, financial condition and stock
price. The global credit and financial markets have experienced extreme volatility and disruptions, including severely
diminished liquidity and credit availability, declines in consumer confidence, declines in economic growth, increases in
unemployment rates and uncertainty about economic stability. There can be no assurance that further deterioration in
credit and financial markets and confidence in economic conditions will not occur. Our general business strategy may be
adversely affected by any such economic downturn, volatile business environment or continued unpredictable and
unstable market conditions. If the current equity and credit markets deteriorate, any necessary debt or equity financing
that we undertake may be more difficult, more costly and more dilutive than it would be otherwise. Failure to secure
any necessary financing in a timely manner and on favorable terms could have a material adverse effect on our growth
strategy and financial performance and could require us to delay or abandon clinical development plans. In addition,
there is a risk that one or more of our current service providers, manufacturers and other partners may not survive an
economic downturn, which could directly affect our ability to attain our operating goals on schedule and on budget.
Geopolitical developments, such as the Russian invasion of Ukraine, the conflict in the Middle East or deterioration in
the bilateral relationship between the United States and China, may impact government spending, international trade
and market stability, and cause weaker macro- economic conditions. Certain political developments may also lead to
regulatory uncertainty and to rules that may adversely affect our business. Future changes in financial accounting
standards or practices may cause adverse and unexpected revenue fluctuations and adversely affect our reported results
of operations. Future changes in financial accounting standards may cause adverse, unexpected revenue fluctuations and
affect our reported financial position or results of operations. Financial accounting standards in the United States are
constantly under review and new pronouncements and varying interpretations of pronouncements have occurred
frequently in the past and are expected to occur again in the future. As a result, we may be required to make changes in
our accounting policies. Those changes could affect our financial condition and results of operations or the way in which
such financial condition and results of operations are reported. Compliance with new accounting standards may also
result in additional expenses. As a result, we intend to invest all reasonably necessary resources to comply with evolving
standards, and this investment may result in increased general and administrative expenses and a diversion of
management time and attention from business activities to compliance activities. [{ AVYROBIO-we or any CDMOs and
suppliers we engage fails— fail to comply with environmental, health and safety laws and regulations, AAVROBIO-we could
become subject to fines or penalties or incur costs that could have a material adverse effect on the success of our AARSBIG*s
business. AVROBIO-i1s-We and any CDMOs and suppliers we engage are subject to numerous federal, state and local
environmental, health and safety laws and-, regulations and permitting requirements , including those governing laboratory
procedures and-; the generation, handling, use, storage, treatment and disposal of hazardous and regulated materials and
wastes; the emission and discharge of hazardous materials into the ground, air and wastes-water; and employee health and
safety . Our AVROBIO>s-operations involve the use of hazardous and flammable materials, including chemicals and biological



and radioactive materials. Qur AAVROBIO*s-operations also produce hazardous waste produets- AVROBIO-We generally
eontraets— contract with third parties for the disposal of these materials and wastes. AVYROBIO-We cannot eliminate the risk of
contamination or injury from these materials. In the event of contamination or injury resulting from our AVROBIO*s-use of
hazardous materials, AVROBIO-we could be held liable for any resulting damages, and any liability could exceed our
AVROBIOsresources. AVROBIO-Under certain environmental laws, we could be held responsible for costs relating to
any contamination at third- party facilities. We could also eewld-incur significant costs associated with civil or criminal fines
and pcndlms -Fuﬁhefmefe—Compllance with applncable env uommmal laws and ueulauons may&re—eemplea&eh&nge

eertatn—e-ﬁﬁ—‘leeB-l-e—s-expenswe, and current or lutuu eempl-r&nee—enwronmental laws and regulatlons may 1mpalr our
research and product development efforts In addition, we cannot entirely eliminate the risk of accldental injury

pfedueﬁeﬁ—effeﬁs—F&&tﬁe—te-eempl-y—ﬁ&th—t hese materlals wsan et i Attt B tes-or
wastes othersanettonts-. Although AVROBIO-we maintains— malntaln w Oll\LlS u)lnpmsalu)l] insurance to cover A—VR@B—I-G

us for costs and expenses AVROBIO-we may incur due to injuries to our AVROBIO~s-employees resulting from the use of
hazardous materials er-other-worle—relatedHnjuries-, this insurance may not provide adequate coverage against potential
liabilities. In-additiorr-We do not carry specific biological or hazardous waste insurance coverage , AVROBIO-may-ineur
substanttal-eosts-and our property, casualty and general liability insurance policies specifically exclude coverage for
damages and fines arising from biological or hazardous waste exposure or contamination. Accordingly, in erderte
eompty-the event of contamination or injury, we could be held liable for damages or be penalized with fines in euwrrentor
-future—emﬂfeﬁmeﬁtal—hea-l-t-}r&nd- an amount exceedlng safety-laws-and-regulations—These-eurrent-or-our resources futare

d , development-and or-our productionefforts-clinical trials or
regulatory approvals could be suspended which could have a material adverse effect on our business, financial
condition, results of operations and prospects . Failure to comply with these laws ane-, regulations and permitting

requirements also may result in substantial lmes penaltles or other sanctions or habitities;-which-eoutd-materially-adversely
a—ffeet—A—‘vLReB-l-e—s-buslmss dlsruptlon : 0 v t




otb i ialy-reasonab , which could ha\ a material adverse effect on our
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our business, financial condition, results of operations and prospects. We incur significantly increased
costs as a result of operating as a public company, and our management will be required to devote substantial time to
new compliance initiatives. As a public company, we incur significant legal, accounting and other expenses that Legacy
Tectonic did not incur as a private company. In addition, the Sarbanes- Oxley Act of 2002 (the “ Sarbanes- Oxley Act ),
as well as rules subsequently implemented by the SEC, and Nasdaq have imposed various requirements on public
companies. In July 2010, the Dodd- Frank Wall Street Reform and Consumer Protection Act (the “ Dodd- Frank Act )
was enacted. There are significant corporate governance and executive compensation related provisions in the Dodd-
Frank Act that require the SEC to adopt additional rules and regulations in these areas such as *“ say on pay ” and proxy
access. Stockholder activism, the current political environment and the current high level of government intervention
and regulatory reform may lead to substantial new regulations and disclosure obligations, which may lead to additional
compliance costs and impact the manner in which we operate our business in ways we cannot currently anticipate. Our
management and other personnel will need to devote a substantial amount of time to these compliance initiatives.
Moreover, these rules and regulations will increase our legal and financial compliance costs and will make some
activities more time- consuming and costlier. For example, we expect these rules and regulations to make it more
difficult and more expensive for us to obtain director and officer liability insurance and we may be required to incur
substantial costs to maintain our current levels of such coverage. 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 currently qualify as a “ smaller reporting company,
” as such term is defined in Rule 12b- 2 under the Exchange Act, which allows the us to take advantage of many of the
same 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 this Quarterly Report and in our periodic reports and proxy statements. Once we are no longer a
smaller reporting company or otherwise no longer qualify for these exemptions, we will be required to comply with these
additional legal and regulatory requirements applicable to public companies and will incur significant 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, which would require additional
financial and management resources. Failure to build our finance infrastructure and improve our accounting systems
and controls could impair our ability to comply with the financial reporting and internal controls requirements for
publicly traded companies. As a public company, we operate in an increasingly demanding regulatory environment,
which requires us to comply with the Sarbanes- Oxley Act, the regulations of Nasdaq, the rules and regulations of the
SEC, expanded disclosure requirements, accelerated reporting requirements and more complex accounting rules. The
Sarbanes- Oxley Act requires us to, among other things, establish corporate oversight and adequate internal control over
financial reporting and disclosure controls and procedures. Effective internal controls are necessary for us to produce
reliable financial reports and are important to help prevent financial fraud. Commencing with our fiscal year ending the
year after the Merger is completed, we must perform system and process evaluation and testing of our internal controls
over financial reporting to allow management to report on the effectiveness of our internal controls over financial
reporting in our Annual Report on Form 10- K filing for that year, as required by Section 404 of the Sarbanes- Oxley
Act. Prior to the closing of the Merger, we were never required to test our internal controls within a specified period and,
as a result, we may experience difficulty in meeting these reporting requirements in a timely manner. If we are not able
to comply with the requirements of Section 404 of the Sarbanes- Oxley Act in a timely manner, 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 we cannot provide reliable financial reports or prevent fraud, our business and results of operations could be harmed,
investors could lose confidence in our reported financial information and we could be subject to sanctions or
investigations by Nasdaq, the SEC or other regulatory authorities. Our disclosure controls and procedures may not
prevent or detect all errors or acts of fraud. We designed our disclosure controls and procedures to reasonably assure
that information we must disclose in reports we file or submit under the Exchange Act is accumulated and
communicated to management, and recorded, processed, summarized and reported within the time periods specified in
the rules and forms of the SEC. We believe that any disclosure controls and procedures or internal controls and
procedures, no matter how well- conceived and operated, can provide only reasonable, not absolute, assurance that the
objectives of the control system are met. These inherent limitations include the realities that judgments in decision-
making can be faulty, and that breakdowns can occur because of simple error or mistake. For example, our directors or
executive officers could inadvertently fail to disclose a new relationship or arrangement causing us to fail to make any
related party transaction disclosures. Additionally, controls can be circumvented by the individual acts of some persons,
by collusion of two or more people or by an unauthorized override of the controls. Accordingly, because of the inherent
limitations in our control system, misstatements due to error or fraud may occur and not be detected. Stockholders



previously filed lawsuits, which were subsequently dismissed, relating to the Merger; however, additional lawsuits could
be filed. Prior to the Merger, three actions were filed by purported stockholders of AVROBIO in connection with the
Merger. One action has been filed in the United States District Court for the Southern District of New York captioned
Garofalo v. Avrobio, Inc. et al., 24- cv- 1493 (filed February 27, 2024). Two actions have been filed in the Supreme Court
of New York, captioned Price v. Avrobio, Inc., et al., No. 652555 /2024 (filed May 17, 2024) and Keller v. Avrobio, Inc.,
et al., No. 652597 / 2024 (filed May 21, 2024). The foregoing actions are referred to as the “ Merger Actions. ” The
Merger Actions generally allege that the Registration Statement misrepresents and / or omits certain purportedly
material information in connection with the Merger, potential conflicts of interest of AVROBIO’ s businessHAVROBIO
eatnot-maititain-a-neeessary-tieense-officers and directors, and the events that led to the signing of the Merger agreentent
Agreement . The Price and Keller actions assert claims or-for breach of fiduciary duty against all defendants. The
Merger Actions seek, among other things, an injunction enjoining the consummation of the Merger, rescission of the
Merger if consummated the-agreementis-terminated-, costs 0f Ay y b e y-eev
eommeretatize-the action, including plaintiff affeeted areh Ay t obtat d-mat §
proteetion-for AVROBIO- pfeéuet—e&ndf&ates—attorneys’ fees and experts fees and other relief the court may deem ]llSt
and proper. AVROBIO also received demand letters from eleven purported AVROBIO stockholders (the “ Demands ).
The Demands generally assert that the Registration Statement misrepresents and / or omits certain purportedly material
information relating to the Merger. AVROBIO believed that the disclosures set forth in the Registration Statement
complied fully with all applicable law, that no supplemental disclosures were required under applicable law, and that the
allegations in the Merger Actions and Demands were without merit. However, in order to moot the claims in the Merger
Actions and Demands, avoid nuisance and possible expense and business delays, and provide additional information to
its stockholders, and without admitting any liability or wrongdoing, AVROBIO decided voluntarily to supplement
certain disclosures in the Registration Statement (the “ Supplemental Disclosures ). On June 4, 2024, AVROBIO made
certain Supplemental Disclosures on Form 8- K filed with the Securities and Exchange Commission. Following the
issuance of the Supplemental Disclosures, each of the Merger Actions was voluntarily dismissed and each of the
Demands were withdrawn. Additional potential plaintiffs may file lawsuits challenging the Merger. The outcome of any
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llkely f&ﬂged—ffeﬂa%é%—?e—to -$—9%6—c0ntlnue to be volatlle and ﬂuctuate substantlally The tradlng prlce of our common
stock has been and is likely to continue to be highly volatile. Furthermore, the stock market in general ;-and the market for
biopharmaceutical and pharmaceutical companies in particular have shas-experienced extreme volatility that has often been
unrelated to the operating performance of particular companies. As a result of this volatility, yeu-our stockholders may not be



able to sell their shares youreemmen-stoel-at or above the price atwhieh-youpurehased-they paid for their shares. The
market price forAVROBIO-of our common stock may be influenced by many factors, including: * the-ettteome-ef AVROBIO>

s—e*p}ef&ftefre-ﬁsﬁafegte—a}mfes;—‘—adve%u\u ts ef&e}a-ys—rn-of clinical trials and preclinical studies of er-our elinteat

product candldates, or those of or-our competltors or
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development projections A—VR@B-I-@-we may plO\ldL to the )lellL . dllLllL byﬁéévLRGB{G—m mul or exceed the [mdnual and
development projections of the investment community; * if we do not achieve the pereeption-perceived benefits of the
pharmaeentieal-Merger as rapidly or to the extent anticipated by financial or industry analysts by-the-publie; tegislatares;
regulatorsand-the-investmenteommunity—, * announcements of significant acquisitions, strategic partnerships-collaborations ,
joint ventures or capital commitments by us or AVROBIOAVROBIO-sstrategtepartiers-or-our AVROBIOs-competitors; *

actions taken by regulatory agencies with respect to our product candidates, clinical studies, manufacturing process or
sales and marketing terms; ¢ disputes or other developments relating to proprietary rights, including patents, litigation matters ,
and our AVROBIOs-ability to obtain patent protection for our AVROBIOG~s-technologies; « additions or departures of key

seteﬂtrﬁe%n“mafmgemeﬁ&pefseﬂﬂel—eﬁe&mﬁskﬂ%ed-mlsonml . slumlleanl lawsuits, including palenl or stock holdu llllgallon .

aresa —Hsecurities or industry analysts do not publish ILSLdth or reports
about our busmess, or 1f they issue adverse or mlsleadlng 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, the selling stockholders or other 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 product candidates; °
period- to- period fluctuations in our financial results; and ¢ the other factors described in this “ Risk Factors ” section.
Some companies that have experienced volatility in the trading price of their shares have been the subject of securities
class action litigation. Any lawsuit to which we are a party, with or without merit, may result in an unfavorable
judgment. We also may decide to settle lawsuits on unfavorable terms. Any such negative outcome could result in
payments of substantial damages or fines, damage to our reputation or adverse changes to our business practices.
Defending against litigation is costly and time- consuming, and could divert our management’ s attention and our
resources. Furthermore, during the course of litigation, there could be negative public announcements of the results of
hearings, motions or other interim proceedings or developments, which could have a negative effect on the market price
of our common stock. Sales of our common stock or the perception of such sales, by us or selling stockholders, in the
public market or otherwise, could cause the market price for our securities to decline, even though selling stockholders
would still realize a profit on sales at lower prices. Resales of the securities offered may cause the market price of such
securities to drop significantly, even if our business is doing well. The sale of our common stock in the public market or
otherwise, or the perception that such sales could occur, could harm the prevailing market price of our common stock.
These sales, or the possibility that these sales may occur, also might make it more difficult for us to sell equity securities
in the future at a time and at a price that we deem appropriate. Resales of our common stock may cause the market
price of our securities to drop significantly, even if our business is doing well. Certain selling stockholders acquired
securities at prices that are significantly less than the current trading price of our common stock. Accordingly, certain
selling stockholders could still realize a profit on sales at lower prices. Even if the trading price of our common stock
falls to or significantly below the current trading price, selling stockholders may still have an incentive to sell and profit



due to the nominal purchase prices paid by such selling stockholders, which are significantly lower than the purchase
prices paid by the public stockholders. Pursuant to the Subscription Agreement, we filed a resale shelf registration
statement covering the resale of up to an aggregate of 2, 969, 583 shares of our common stock, which was declared
effective on July 30, 2024. In addition, in connection with the private placement we completed in February 2025 (the “
February 2025 PIPE ”), we intend to file a resale shelf registration statement covering the resale of up to an aggregate of
3, 689, 465 shares of our common stock. Given the substantial number of shares available for resale, the sale of shares by
such stockholders, or the perception in the market that the stockholders of a large number of shares intend to sell shares,
could increase the volatility of the market price of our common stock or result in a significant decline in the public
trading price of our common stock. In addition, certain of our shares are subject to lock- up agreements in connection
with the February 2025 PIPE. Following the expiration of these lock- up agreements, the relevant stockholders will not
be restricted from selling shares our common stock held by them, other than by applicable securities laws. Stockholders
not subject to these lock- up agreements will not be restricted from selling shares of our common stock held by them,
other than by applicable securities laws. Common stock that is issued in connection with stock options and restricted
stock units will also become eligible for sale in the public market, to the extent permitted by the provisions of various
vesting agreements and Rules 144 and 701 under the Securities Act. If our stockholders sell, or indicate an intention to
sell, substantial amounts of our common stock in the public market after any legal or contractual restrictions on resale
lapse, the trading price of our common stock could decline. Our executive officers, directors and principal stockholders
have the ability to control or significantly influence all matters submitted to our stockholders for approval. Based on the
number of shares outstanding as of December 31, 2024, our executive officers, directors and principal stockholders, in
the aggregate, beneficially own approximately 72 % of our outstanding shares of common stock. As a result, if these
stockholders were to choose to act together, they would be able to control or significantly influence all matters submitted
to our stockholders for approval, as well as our management and affairs. For example, these stockholders, if they choose
to act together, would control or significantly influence the election of directors and approval of any merger,
consolidation or sale of all or substantially all of our assets. This concentration of voting power could delay or prevent an
acquisition of our company on terms that other stockholders may desire. If equity research analysts do not publish
tnaeetrate-research or reports, or publish unfavorable research or reports, about AAVROBIO*s-us, our business or our
market , our stock AVROBIOsshare-price and trading volume could decline. The trading market for AVROBIOG-our
common stock will be influenced by tikely-dependinpart-en-the research and reports that equity research seeurities-or
tdustry-analysts publish about AAVROBIO-us and er-our AAVROBIO*s-business. AVROBIO-does-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. In the event we do have equity research analyst coverage, we will not have any
control over these—- the analysts or the content and opinions included in their reports . Adtheugh-AVROBIOhas-obtained
The prlce of our common stock could declme 1f one or more equlty 1emueh eevefage—frem—eeﬁ&m—aml\ sts downgrade 7
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agree and in ways that may not increase the value of your investment. We have broad discretion over the use of our cash

and cash equivalents. You may not agree with our decisions, and our use of the proceeds may not yield any return on
your investment. Our failure to apply these resources effectively could compromise our ability to pursue our growth
strategy and we mlght not be able to yield a swmheanl eefpefa-te-deetstens—Based—return, if any, on our 1nvestment sh&fes
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eenﬂﬁen—s’feeleour share capltal in the foreseeable future, capltal apprecratlon, if any, will be your sole source of gain .
AVROBIO-You should not rely on an investment in our shares to provide dividend income. We have never declared or
paid cash dividends on our share capital. We currently intend to antieipates-that AVROBIO-will-retain all of our future
earnings , if any, to finance the growth and development of our business. In addition, the terms of any future debt
agreements or preferred equity may preclude us from paying dividends. As a result, capital appreciation, if any, of our
common shares will be your sole source of galn for the foreseeable future. Investors seeking development-operatiotrand

y cash d1v1dends should not purchase our

Provisions in our A—VR@B—I-G—S—Charter and bylaws, as well as provisions of Delaware law, could make it more dlfﬁcult for a
third party to acquire AVROBIO-us or increase the cost of acquiring AVROBIO-us , even if doing so would benefit AVYROBIO
our stockholders or remove our AVROBIO>s-current management. Qur AVROBIOs-charter and bylaws and Delaware law
contain provisions that may have the effect of delaying or preventing a change in control of AVROBIO-the Company or
changes in our AVROBIO>s-management. Our AAVROBIO*s-charter and bylaws, include provisions that:  authorize “ blank
check ” preferred stock, which could be issued by the AAVROBIO-Board without stockholder approval and may contain voting,
liquidation, dividend and other rights superior to AVROBIS-our common stock; ¢ create a classified board of directors whose
members serve staggered three- year terms; ¢ specify that special meetings of AV ROBIS-our stockholders can be called only by
the AVROBIO-Board, the chairperson of the AVROBIO-Board, our AVYROBIO*s-Chief Executive Officer or our AAVROBIO>
s-President; * prohibit stockholder action by written consent; ¢ establish an advance notice procedure for stockholder approvals
to be brought before an annual meeting of AAVROBIG-our stockholders, including proposed nominations of persons for election
to the AVROBIO-Board; « provide that our AVROBIO>s-directors may be removed only for cause; « provide that vacancies on
the AVROBIO-Board may be filled only by a majority of directors then in office, even though less than a quorum; ¢ specify that
no stockholder is permitted to cumulate votes at any election of directors; ¢ expressly authorize the AVROBIG-Board to modify,
alter or repeal our AVROBIO>s-amended and restated by- laws; and * require supermajority votes of the holders of AVROBIS
our common stock to amend specified provisions of our AVROBIG>s-charter and bylaws. These provisions, alone or together,
could delay or prevent hostile takeovers and changes in control or changes in our AVROBIS*~s-management. In addition,
because AVROBIO-s-we are incorporated in Delaware, AVROBIO-s-we are governed by the provisions of Section 203 of the

Delaware-General-Corporationaw;or-DGCL, which limits the ability of stockholders owning in excess of 15 % of our
AVROBIOs-outstanding voting stock to merge or combine with AAVROBIO-us . Any provision of AVROBIO*s-amended-and

restated-eertifteate-of ineorporation-or-our charter, amended-and-restated-by—taws-bylaws or Delaware law that has the effect of
delaying or deterring a change in control could limit the opportunity for AAVROBIO-our stockholders to receive a premium for
their shares of AVROBIG-our common stock, and could also affect the price that some investors are willing to pay for
AVROBIG-our common stock. Qur AAVROBIO*s-bylaws contain exclusive forum provisions, which may limit a stockholder’ s
ability to bring a claim in a judicial forum it finds favorable and may discourage lawsuits with respect to such claims. Qur
AVROBIOs-amended and restated bylaws provide that, unless AVROBIO-we eonsents— consent in writing to an alternative
forum, the Court of Chancery of the State of Delaware will be the sole and exclusive forum for any state law claim for (1) any
derivative action or proceeding brought on our AVYROBIO*=s-behalf; (2) any action asserting a claim of breach of or based on a
fiduciary duty owed by any of our AVROBIO>s-current or former directors, officers or other employees to AVROBIO-us or or
our AVROBIO-stockholders; (3) any action asserting a claim against AVROBIS-us or any of our AVROBIO*>s-current or
former directors, officers, employees or stockholders arising pursuant to any provision of the DGCL, our AVROBIOs
amended and restated certificate of incorporation or our AVROBIS*s-amended and restated bylaws; or (4) any action asserting
a claim governed by the internal affairs doctrine, or the Delaware Forum Provision. The Delaware Forum Provision will not
apply to any causes of action arising under the Securities Act or the Exchange Act. Qur AAROSBIO*~s-amended and restated
bylaws further provide that, unless AVROBIO consents in writing to an alternative forum, the United States District Court for
the District of Massachusetts will be the exclusive forum for resolving any complaint asserting a cause of action arising under
the Securities Act, or the Federal Forum Provision, as our AVROBIO>s-principal executive offices are located in €Cambridge
Watertown . Massachusetts. In addition, our AVROBIO*s-amended and restated bylaws provide that any person or entity
purchasing or otherwise acquiring any interest in shares of our AVROBIO*s-capital stock is deemed to have notice of and
consented to the foregoing Delaware Forum Provision and the Federal Forum Provision; provided, however, that stockholders
cannot and will not be deemed to have waived our AAVROBIO>s-compliance with the U. S. federal securities laws and the rules
and regulations thereunder. AVROBIO-We reeognizes— recognize that the Delaware Forum Provision and the Federal Forum
Provision may impose additional litigation costs on stockholders in pursuing any such claims, particularly if the stockholders do
not reside in or near the State of Delaware or the Commonwealth of Massachusetts. Additionally, these forum selection clauses



in our AVROBIOs-amended and restated bylaws may limit AVROBIO-our stockholders’ ability to bring a claim in a judicial
forum that they find favorable for disputes with AVROBIG-us or er-our AVROBIOs-directors, officers or employees, which
may discourage such lawsuits against AVROBIO-us and our AVROBIOs-directors, officers and employees even though an
action, if successful, might benefit AVROBIO-our stockholders. Section 22 of the Securities Act creates a concurrent
jurisdiction for state and federal courts over all suits brought concerning a duty or liability created by the securities laws, rules
and regulations thereunder. While the Delaware Supreme Court and other state courts have upheld the validity of federal forum
selection provisions purporting to require claims under the Securities Act be brought in federal court, there is uncertainty as to
whether other courts will enforce our AVROBIO>s-Federal Forum Provision. The Federal Forum Provision may also impose
additional litigation costs on stockholders who assert the provision is unenforceable, and if the Federal Forum Provision is
found to be unenforceable, AVROBIO-we may incur additional costs with resolving such matters. The Court of Chancery of the
State of Delaware and the United States District Court for the District of Massachusetts may also reach different judgments or
results than would other courts, including courts where a stockholder considering an action may be located or would otherwise
choose to bring the action, and such judgments may be more or less favorable to AVROBIO-us than AVROBIO-our
stockholders. AV i 0 2 i 15t t e s 1St v







