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We face a variety of risks and uncertainties in our business. Additional risks and uncertainties not presently known to us or that
we currently believe to be immaterial may also become important factors that affect our business, reputation, results of
operations, financial condition and stock price which can be materially and adversely affected. If any of the following risks
occurs, our business, financial condition, financial statements, results of operations and future growth prospects could be
materially and adversely affected. Risks Related to our Financial Position, Need for Additional Capital and Growth Strategy We
have incurred significant losses since our inception , and anticipate that we will continue to incur losses and cannot guarantee
when, if ever, we will become profitable or attain positive cash flows. Investment in pharmaceutical product development and
commercialization is highly speculative because it may-regquire-requires upfront capital expenditures and significant research
and development, or R & D , expenses. Despite the investment in assets and R & D, there is significant risk that a product
candidate will fail to gain marketing approval or that an approved product will not be commercially viable. Since our inception,
we have devoted most of our resources to researeh-and-developmentor-R & D, including our preclinical and clinical
development activities, commercializing Auryxia and Vafseo and providing general and administrative support for these
operations. We have funded our operations principally through product sales, payments received from our collaboration and
licensing partners, borrowings under term loans, sales of our common stock, including through our employee stock purchase
plan, a working capital payment from Vifor (International) Ltd. (now a part of CSL Limited), or CSL Vifor, and a royalty
transaction. Prior to our 2018 merger, or the Merger, with Keryx Biopharmaceuticals, Inc., or Keryx, whereby Keryx became
our wholly owned subsidiary, we had no products approved for commercial sale and had not generated any revenue from the
sale of products. We-While we currently have two commercial products, we arc not currently profitable and we have incurred
net losses each year since our inception, including a net loss of § 5469 . 9-4 million for the year ended December 31, 2623-2024
. As of December 31, 2623-2024 , we had an accumulated deficit of $ 1. 6-7 billion. We cannot guarantee when, if ever, we will
become profitable. ln March 2022, we received a complete response letter, or CRL, from the United States, or U. S., Food and

Drug Administration, or FDA, regarding our new drug application, or NDA, for vadadustat ;-eurlead-investigationalproduet
ea-nd-td&te—for the treatment of anemia associated with chromc kidney dlsease, or CKD. Followmg fPhe—F-BA—eeﬂel-u&ed—t-hﬁt

ee’feber—EGQ—Z—ﬁ*e-Sﬂ-bﬂa-t&ed-a Formal Dlspute Resolutlon Request or FDRR to the FDA in 2022 foraﬁd—feeused-eﬁ—t-he
faverable-balanee betweenthe benefits-andrisks-efvadadustat , we filed a resubmission to our NDA in 2023. On March 27,
2024, the FDA approved our NDA for vadadustat under the trade name Vafseo for the treatment of anemia due to CKD in
adult-adults patients-who have been receiving dialysis for at least three months. However, we expended significant
additional resources to obtain the approval of Vafseo, the commercialization of Vafseo was delayed and Vafseo was
approved for a narrower indication than we 1n1t1ally pursued whlch had and could continue to have an adverse effect on

and achieve profmblhty depends on our db1hty to manage expenses and the OVBIdH success of Auryx1a Vafseo vadadustat+f
a-ppfeved—and any current or future product Candldatei mcludmg those that may be i in- llcen%ed or dcqu1red which depends on

adequate or favorable pricing and relmbmsement from prlvate and governmental payors for Auryx1a Vafseo vadadustatif
appreved;-and any other product or product candidate, including those that may be in- licensed or acquired; * obtaining and
maintaining market acceptance of Auryxia, Vafseo vadadustatif-approved;-and any other product candidate, including those
that may be in- licensed or acquired; ¢ the size of any market in which Auryxia, ¥adadustat-Vafseo and any other product or
product Candldate 1nclud1ng those that may be in- llcen%ed or dcqu1red receives approval and obtammé adequate market shcue

v&d&d-usf&t—i—f—a-ppfeved—and any other product, including those that may be in- licensed or acqmred O obtalnlng regulatory
approval for any label expansion for Vafseo, including the timing and scope thereof; ¢ our ability to maintain contracts
with dialysis organizations for the sale of Auryxia and Vafseo in the U. S.; ¢ actual or perceived advantages or
disadvantages of our products or product candidates as compared to alternative treatments, including their respective
safety, tolerability and efficacy profiles, the potential convenience and ease of administration and cost; * maintaining an
acceptable safety and tolerability profile of our approved products, including the frequency and severity of any side



effects; » the willingness of the target patient population to try new therapies and of physicians to prescribe these
therapies, based, in part, on their perception of our clinical trial data and / or the actual or perceived safety, tolerability
and efficacy profile ; Akebm Thempeutlcs Inc. \ Form 10- K \ Page 50-49 - aetaat-the timing and scope of marketing
approvals or-for any pere d e ets product e&ndtéafes» candldate, 1f approved as

v O
eempa-fed-te—a-lteﬂ&&twe—tfeatmeﬁ-ts— 1nclud1nﬂ het tre-safety;tolerabil

acquired etintea e £y y y ; » establishing and
maintaining supply dnd manufdcturnm reldt1onsh1ps Wlth th1rd pdmes that can provide ddeqmte supphes of products that are
compliant with good manufacturing practices, or GMPs, to support the clinical development and the market demand for
Auryxia, Vafseo vadadustatif-approved;-and any other product and product candidate, including those that may be in- licensed
or acquired ; * the potential impact of geopolitical pressures or the BIOSECURE Act on our ability to conduct our
business as currently conducted ; * current and future restrictions or limitations on our approved or future indications and
patient populations or other adverse regulatory actions or in the event that the FDA requires Risk Evaluation and Mitigation
Strategies, or REMS, or risk management plans that use restrictive risk minimization strategies; ¢ the effectiveness of our
collaborators' and our sales, marketing, manufacturing and distribution strategies and operations; ¢ competing effectively with
any products for the same or similar indications as our products (including generics) ; * maintaining, protecting and expanding
our portfolio of intellectual property rights, including patents and trade secrets; and * the adverse impact of the reeent-COVID-
19 pandemic on CKD patients and the phosphate binder market in which we compete. Our collaboration, license and other
revenue also depends on our partners’ ability to successfully market and sell wadadustat-Vafseo and Auryxia in the territories in
which they have licensed our products. For example, in May 2023, we entered into a license agreement with MEDICE
Arzneimittel Piitter GmbH & Co. KG, or Medice, pursuant to which we granted Medice an exclusive license to develop-market
and eemmeretalize-vadadustat-sell Vafseo for the treatment of anemia in patients with CKD ehrente-kidney-disease-in the
European Economic Area, or the EEA, the United Kingdom, er UK, Switzerland and Australia, or Medice Territory. Vafseo is
currently marketed and sold by Medice in certain countries in the Medice Territory. If Medice’ s launch of vadadustat
Vafseo in certain countries in the Medice Territory is delayed or their sales are lower than anticipated, we may not receive the
revenue that we expect from Medice on the timing anticipated, or at all. In additterrJuly 2024 , under-we entered into a
Termination and Settlement Agreement with CSL Vifor, or the Vifor Termination Agreement. Pursuant to the Vifor
Termination Agreement, we agreed, among other things, to terminate, effective immediately, the Second Amended and
Restated License Agreement that we entered into with CSL Vifor +-in February 2022, as amended in May 2024, or the Vifor
License Agreement, pursuant to which we granted CSL Vifor an exclusive license to sell vadadustat-Vafseo to Fresenius
Medical Care North America and its affiliates, including Fresenius Kidney Care Group LLC, to certain third- party dialysis
organizations approved by us, to independent dialysis organizations that are members of certain group parehase-purchasing
organizations , or GPOs , and to certain non- retail specialty pharmacies in the U. S., which represents a significant portion of
the potential market for vadadustat-Vafseo . H-vadadustat-As a result, we have regained our rights to sell Vafseo to Fresenius
Kldney Care North Amerlca and 1s-its appfeved—btrt—GSlrafﬁllates and certain other thlrd- party dlaly51s orgamzatlons in

Contr1buted b 4() 0 m11110n toaw orkmo capltal fdc111ty, or kamg Cdp]tdl Fund, estdbhshed to partlally fund our costs of
purchasing Vafseo pre—tauneh-vadadustatinventory-from our contract manufacturers. Fhe-amountavaitable-ander Pursuant to
the terms of the Vifor Termination Agreement, we have agreed to repay the Working Capital Fund to CSL Vifor through
quarterly tiered royalty payments ranging from 8 % to 14 % of our net sales of Vafseo in the U. S., or the WCF Royalty
Payments. The WCF Royalty Payments will commence on July 1, 2025, and will continue until the earlier of (i) the
cumulative total of the WCF Royalty Payments equals $ 40. 0 million, or (ii) May 31, 2028. The WCF Royalty Payments
are subject to minimum true- up milestones of $ 10. 0 million, $ 20. 0 million and $ 40. 0 million, or the WCF Royalty
True- Up Payments, on each of May 31, 2026, May 31, 2027 and May 31, 2028, respectively, or the WCF Royalty True-
Up Dates If the cumulatlve total of the WCF Royalty Payments paid to CSL VlfOl‘ on any given WCF Royalty True- Up

will pay CSL VlfOl‘ aofone - t1me payment equal to a-num o g y § S
vadadustat-for-the Y—S-difference between the WCF Royalty True- Up Payment and agfeed—upeﬂ—vada&ust&t—mveﬂtew
fevelsheld-the cumulative total of the WCF Royalty Payments paid by us fer-the-U-through such WCF Royalty True- Up

Date -S%el&rt-teﬂa-l-l-y—lf we are not successful in commerclallzlng Vafseo , upomn-termination-orexpiratonofthe-Vifor

v including felewingreeetptofthe-CRE-maintaining
contracts w1th d1alys1s orgamzatlons on favorable terms, fef or vadaelusfaﬁ—at all | We—wrl-l-our expected revenue related

to Vafseo would be adversely impacted and g 9
date-of terminatiomrorexpiration—Ifwe afe—feqﬂ-rfed-may be unable to repay all or part of the WCF Royalty Payments
Working-Capital-Fund-sooner-than-antietpated-, tt-which could have a material adverse impact on our consolidated financial

statements. Our ability to achieve profitability also depends on our ability to manage our expenses. We expect to continue to
incur substantial additional operating expenses, including additional R & D expenses related to our pipeline, additional eests
related-to-vadadustatand-R & D and selling, general and administrative expenses for ongoing development and
commercialization of Auryxia and Vafseo , which could lead to operating losses for the foreseeable future. We will continue to
incur substantial expenditures relating to continued commercialization and post- marketing requirements for Auryxia and




at-and any other p10ducts mcludmv those thatmay

acquned *eeﬂéuet—and-eﬂrell-paﬁen-ts—rrran-yhehﬂieal—mals— as well as costs relatlng to tne-l-ud-mg—pesf—m&rket—rng—s&rd-tes—ef
ﬂﬂ'y-e't'heﬁ theR&DofVafseo elintea

hose thdt may be in- l1censed or acquned—km&rnt&rﬂ—marketmg—appfevals—ferﬂ%mra— Our prior losses have had, and
expected future losses w1ll continue to have, and— an adverse effect on our stockholders’ (deficit) equity vadadustatifwe

at-and working capital. In addition to any further costs not currently

contemplated in our operatlng plan, our ability to achieve profitability and our financial position will depend, in part, on
the rate of our future expendltures, the tlmlng of our product collaboratlon, llcense and other preduetrevenue , inetading
these-- the tlmlng : v

men repayment of peﬂa-l-&es—rﬂa-maheab-le—t 1e WCF Royalty

Payments, our contlnued compllance w1th the temterms Wf trp—te—$é§—9—m-rl—heﬁ—ef

Facility , as amended or the Blacl(Rod( C Iedlt Ameement with Kreos (dpltdl VII (UK) Limited, which are funds and
accounts managed by BlackRock Inc., collectively, BlackRock , and our ability to obtain additional funding, should it be
needed. In addition, we expect to continue to incur significant expenses if and as we: * continue our commercialization
activities for Auryxia, Vafseo and any other product or product candidate for which we obtain approval, including those
that may be in- licensed or acquired; * seek regulatory approval for any label expansion for Vafseo; ¢ conduct and enroll
patients in any clinical trials, including post- marketing studies or any other clinical trials for Auryxia, Vafseo or any
other product or product candidate, including those that may be in- licensed or acquired; * seek marketing approval for
any product candidate, including those that may be in- licensed or acquired; * maintain marketing approvals for
Auryxia, Vafseo and any other product, including those that may be in- licensed or acquired; * manufacture Auryxia,
Vafseo and any other product or product candidate, including those that may be in- licensed or acquired, for commercial
sale and clinical trials; * conduct discovery and development activities for additional product candidates or platforms
that may lead to the discovery of additional product candidates; * engage in transactions, including strategic, merger,
collaboration, acquisition and licensing transactions, pursuant to which we would market and develop commercial
products, or develop and commercialize other product candidates and technologies; * repay, and pay any associated pre-
payment penalties, if applicable, the term loans in an aggregate principal amount of up to $ S5. 0 million, or the Term
Loans, that were made available to us pursuant to the BlackRock Credit Agreement ; - make royalty, milestone or other
payments under our current and any future in- licensing agreements; * maintain, protect and expand our intellectual property
portfolio; * make decisions with respect to our personnel, including the retention of key employees; * make decisions with
respect to our infrastructure, including to support our operations as a fully integrated, publicly traded biopharmaceutical
company; and ¢ experience any additional delays or encounter issues with any of the above. We have expended and s+
eontinte-to-may in the future expend significant resources on our legal proceedings, as described below under Part I, Item 3.
Legal Proceedings, erincluding any ether-legal proceedings that may be brought by or against us in the future. Our expenses
could increase beyond expectations if we are required by the FDA, the European Medicines Agency, or the EMA, or other
regulatory authorities, or if we otherwise believe it is necessary, to change our manufacturing processes or assays, to amend or
replace our study protocols, to perform studies different from or larger than those currently planned, to conduct any additional
clinical trials, whether in order to obtain approval or as a post- approval study, including the post- approval studies required
for Vafseo and any other additional clinical trial that we decide to conduct for V&dad-us’fat—Vafseo or 1f there are any deldys n
completing any of eur-elinteal-trials-orifthere-these activities a y t v : g v
for-vadadustatin-the U—S—beyond-onr PDUFA-date-. Because of the numerous nsks and uncertainties dssocmted with
pharmaceutical product development and commercialization, we are unable to accurately predict the timing or amount of
increased expenses or the associated revenue. The net losses we incur may fluctuate significantly from quarter to quarter and
year to year, such that a period- to- period comparison of our results of operations may not be a good indication of our future
performance. In any particular quarter, our product revenue, the progress of our clinical development and our operating results
could be below the expectations of securities analysts or investors, which could cause our stock price to decline. In addition, our
ability to generate revenue would be negatively affected if dialysis organizations are unwilling to include Auryxia or Vafseo
in their formulary or the size of our addressable patient population is not as significant as we estimate, the indication approved




by regulatory authorities is narrower than we sought or the patient population for treatment is narrowed by competition,
physician choice, coverage or reimbursement, or payor or treatment guidelines. Even though we generate product revenue from
Auryxia and royalties from Riona and Vafseo in Japan, fﬁay—generate product revenue from Vafseo in the U. S., generate
royaltle% from Vafseo in Europe and other terrrtorle% Where it is approved and may generate revenue and foya-l-t—tes—ffefn—t-he—sa-}e

: ; ; : - Akebra Therapeutlc% Inc. | Form 10 K \ Page 52—51 royaltles from the sale of
any products that may be approved in the future, including those that may be in- licensed or acquired, we may never
generate revenue and royalties that are significant enough for us to become and remain profitable, and we may need to
obtain additional financing to continue to fund our operating plan. We may require substantial additional financing to fund
our business. A failure to obtain this necessary capital when needed, or on acceptable terms, could force us to delay, limit,
reduce or terminate our product development or commercialization efforts. As of December 31, 2623-2024 , our cash and cash
equivalents were $ 42-51 . 9 million. We expect to continue to expend substantial amounts of cash for the foreseeable future as
we contlnue to commercrahze Auryxra pufsue—&ppfeval—fer—vada&ust&t—develop and commercialize Vafseo in the U. S. with
ved; and develop and commercialize any other

product or product candidate, 1nclud1ng those that may be in- hcensed or acqurred These expenditures will include costs
associated with R & D, manufacturing, potentially obtaining marketing approvals and marketing products approved for sale. In
addition, other unanticipated costs may arise. Because the outcomes of our current and anticipated clinical trials are highly
uncertain, we cannot reasonably estimate the actual amount of funding necessary to successfully complete clinical development
for any current or future product candidates rinelading-the-etteome-of-our NDA-resubmisstor;-or to complete post- marketing
studies for Auryxia and Vafseo vadadustatifapproved-. Our future capital requirements depend on many factors, including: ¢
the scope, progress, results and costs of conducting clinical trials or any post- marketing requirements or any other clinical trials
for Auryxia, vadadustat-Vafseo and any other product or product candidate, including those that may be in- licensed or acquired,
* the cost and timing of commercialization activities, including product manufacturing, marketing, sales and distribution costs,
for Auryxia, Vafseo vadadustatifapproved;-and any other product or product candidate, including those that may be in-
licensed or acquired; ¢ the results of our meetings with the FDA, the EMA and other regulatory authorities and any
consequential effects, including on timing of and ability to obtain and maintain marketing approval , label expansion , study
design study size and resulting operating costs; ¢ any difficulties or delays in conducting our clinical trials, or enrolling patients
in our clinical trials, for Auryxia, vadadustat-Vafseo or any other product candidates; ¢ the outcome of our efforts to obtain
marketing approval for vadadustatinthe-U-—S—and-in-otherjurisdiettons-and-any otherproduct candidates, including those that
may be in- licensed or acquired, including any additional clinical trials or post- approval commitments imposed by regulatory
authorrtleq . the t11n1ng of, and the costs 1nvolved in obtarnrng, label expansion for Vafseo or marketing approvals for

e 0 . and-any ether-product candidate, including those that may be in-
hcensed or acqurred 1nclud1ng to fund the preparatlon ﬁhng and prosecution of regulatory submissions; ¢ the costs of
maintaining marketing approvals for Auryxia , Vafseo or any other product, including those that may be in- licensed or
acquired; « the timing and number of generic versions of Auryxia that enter the market following loss of exclusivity, or LoE, for
Auryxia #ron March 20, 2025, the pricing of generic versions of Auryxia and the timing of, and the magnitude of, the impact
on the product revenue from Auryxia, including the impact on the price of Auryxia; ¢ the cost of securing and validating
commercial manufacturing for any of our product candidates, including those that may be in- licensed or acquired, and
maintaining our manufacturing arrangements for Auryxia and ¥adadustat-Vafseo or any other product, including those that may
be in- licensed or acquired, or securing and validating additional arrangements; ¢ the costs involved in preparing, filing and
prosecuting patent applications and maintaining, defending and enforcing our intellectual property rights, including litigation
costs and the outcome of such litigation; ¢ the costs involved in any legal proceedings to which we are a party; ¢ our status as a
publicly traded company on the Nasdaq Capital Market; ¢ our decisions with respect to personnel; ¢ our decisions with respect to
infrastructure; and ¢ the extent to which we engage in transactions, including strategic, merger, collaboration, acquisition and
licensing transactions, pursuant to which we could develop and market commercial products, or develop other product
candidates and technologies. We may need to obtain substantial additional financing to fund our business. If we are unable to
raise capital when needed or on attractrve terms, we could be forced to delay, reduce or eliminate our R & D programs or any
future commercialization efforts —We-fa : 6 d

Therapeutrcs Inc. | Form 10- K Page 5352 We beheve our eX1€t1ng cash resources and the cash we expect to generate from
product royalty, %upply and hcense revenues as-wel-a an 3 v ;

twenty- four months 4

vadadustat—ts—net—appfeved—tn—t-he—U—S— However 1f our operatrng performance deterlorate% ilgnlﬁcantly from the levelq
expected in our operating plan rerif-vadadustatis-netapprovedinthe-U—S—, it would have an adverse effect on our liquidity

and capital resources and could affect our ability to continue as a going concern in the future. Our forecast of the period of time
through which our financial resources will be adequate to support our operations is a forward- looking statement and involves
numerous risks and uncertainties, and actual results could vary as a result of a number of factors, many of which are outside our
control. We have based this estimate on assumptions that may be substantially different than actual results, and we could utilize
our available capital resources sooner than we currently expect. In addition, if we fail to satisfy any of the covenants under the
BlackRock Credit Agreement, and the loan is accelerated, or if certain pre- specified events occur and we are required to make



principal payments to BlackRock sooner than we currently anticipate, such event could have a material adverse effect on our
business. There can be no assurance that the current operating plan will be achieved in the time frame anticipated by us, or that
our cash resources and cash we expect to generate will fund our operating plan for the period anticipated by us, or that additional
funding will be available on terms acceptable to us, or at all. Any additional fundraising efforts may divert our management’ s
attention away from their day- to- day activities, which may adversely affect our ability to develop and commercialize Auryxia ,
Vafseo and any other product% or product candidates, including vadadustatand-those that may be in- licensed or acquired yerte
vad at-. Also, additional funds may not be available to us in sufficient amounts or
on acceptable telms or at all In addmon raising funds in the current economic environment may present additional challenges.
For example, any sustained disruption in the capital markets from adverse macroeconomic conditions and an uncertain
geopolitical environment, such as rising inflation, increasing interest rates, slower economic growth or recession, global supply
chain disruptions, the engetng-Russia- Ukraine war, the Israel- Hamas war and the war in the Middle East and tensions
between China and Taiwan, could negatively impact our ability to raise capital, and we cannot predict the extent or duration of
such macroeconomic disruptions. If we are unable to raise additional capital in sufficient amounts when needed or on terms
acceptable to us, we may have to significantly delay, scale back or discontinue the development and / or commercialization of
Auryx1a Vafseo and any other product% or product candidates, 1nclud1ng ’v‘&d&dﬁﬁt&t—aﬁd-thOie that may be in- hcen%ed or

Any of these events Could ilgmhcantly halm our bu%lnes@ hnancml condition and proqpectﬂ Ramng addmonal Capltal may
cause dilution to our existing stockholders, restrict our operations or require us to relinquish rights to our preduet-products and
product candidates on unfavorable terms to us. We expect to finance future cash needs through product revenue and royalty and
license revenue, and we may seek to sell public or private equity, enter into new debt transactions, explore potential strategic
transactions or a combination of these approaches or other strategic alternatives. To the extent that we raise additional capital
through the sale of equity or convertible debt securities, the ownership interests of our common stockholders will be diluted, our
fixed payment obligations may increase, any such securities may have rights senior to those of our common stock, and the terms
may include liquidation or other preferences and anti- dilution protections that adversely affect the rights of our common
stockholders . For example, since September 12, 2024 (the date our shelf registration statement on Form S- 3 went
effective) through December 31, 2024, we sold 14, 271, 631 shares of our common stock in an at- the- market offering
with gross proceeds of $ 24. 3 million . Additional debt financing, if available, may involve agreements that would restrict our
operations and potentially impair our competitiveness, such as limitations on our ability to incur additional debt, make capital
expenditures, declare dividends, acquire, sell or license intellectual property rights, and other operating restrictions that could
adversely impact our ability to conduct our business. If we raise additional funds through strategic transactions, we may have to
relinquish valuable rights to our portfolio and future revenue streams, and enter into agreements that would restrict our
operations and strategic flexibility. If we raise additional funds through strategic transactions with third parties, we may have to
do so at an earlier stage than otherwise would be desirable. In connection with any such strategic transactions, we may be
required to relinquish valuable rights to our product and product candidates, future revenue streams or research programs or
grant licenses on terms that are not favorable to us. If we are unable to raise additional funds when needed, we may not be able
to pursue planned development and commercialization activities and we may need to grant rights to develop and market product
candidates that we would otherwise prefer to develop and market ourselves. - We may not be successful in our efforts to
identify, acquire, in- license, discover, develop and commercialize additional products or product candidates or our
decisions to prioritize the development of certain product candidates over others may not be successful, which could
impair our ability to grow. Although we continue to focus a substantial amount of our efforts to develop and
commercialize Auryxia and Vafseo, a key element of our long- term growth strategy is to develop additional product
candidates and acquire, in- license, develop and / or market additional products and product candidates. Research
programs to identify product candidates require substantial technical, financial and human resources, regardless of
whether product candidates are ultimately identified. Our R & D programs may 1n1t1ally show promise, yet fail to yield
product candidates for clinical development ¢o d § 0
stoek-commercialization for may-many reasons, mcludlng the followmg' ) the research methodology used may not be
delisted-successful in identifying potential indications and / the-priee-of-our— or product candidates; common stock and our
ability to access...... on the OTC Markets or another quotatlon Akebia Thelapeutlcs Inc. | Form 10- K | Page 53 54—med-rttm—




y ptia ; et-eandidates:— we may not be able or Wllhng to assemble sufﬁcrent resources to
acquire or ~discover addrtronal product candidates; * a product candidate may be shown to have harmful side effects, a lack of
efficacy or other characteristics that indicate that they are unlikely to be drugs that will receive marketing approval and / or
achieve market acceptance; * a product candidate we develop and seek regulatory approval for ;-ineluding-vadadustat-may not
be approved by the FDA on a timely basis, or at all; * product candidates we develop may nevertheless be covered by third party
patents or other exclusive rights; ¢ the market for a product candidate may change during our program so that the continued
development of that product candidate is no longer commercially reasonable; ¢ a product candidate may not be capable of being
produced in commercial quantities at an acceptable cost, or at all; or ¢ a product candidate may not be accepted as safe and
effective by patients, the medical community, or third party payors, if applicable. If any of these events occur, we may be
forced to abandon our R & D efforts for one or more of our programs, or we may not be able to identify, discover, develop or
commercialize additional product candidates, including those that may be in- licensed or acquired, which may have a material
adverse effect on our busrness Because we have limited ﬁnanc1al and managerral resources, es-peetaﬂy—as—a—fesu}t—e-ﬁt-he—eklrfer
vada at-thaty areh e d A ore i —we have focused on
products, research programs and product candidates for specific 1ndrcat10ns As a result we have had to, and in the future may
need to, forgo or delay pursuit of opportunities with other product candidates or for other indications, or may out license rights to
product candidates, that later prove to have greater commercial potential. For example, as a result of receipt of the CRL and
implementation of the reductions in workforce, we delayed certain research activities. Our resource allocation decisions may
cause us to fail to capitalize on viable commercial products or profitable market opportunities on a timely basis, or at all. Our
spending on current and future R & D programs and product candidates for specific indications may not yield any commercially
viable products. Because our internal research capabilities are limited, we may be dependent upon other pharmaceutical and
biotechnology companies, academic scientists and institutions, and other researchers to sell or license product candidates,
products or Akebia-Therapeunties; Ine—1Formt0-—tPage-55-technology to us. As a result, our rights to these product candidates
may be limited or we may be required to make future payments to such third parties if we are successful in developrng such
product candidates. The success of this strategy depends partly upon our ability to identify, select, and acquire promising
product candidates and products. The process of identifying, selecting, negotiating and implementing a license or acquisition of
a product candidate or an approved product is lengthy and complex. Other companies, including some with substantially greater
financial, marketing and sales resources, may compete with us for the license or acquisition of a product candidate or an
approved product. We have limited resources to identify and execute the acquisition or in- licensing of third party products,
businesses, and technologies and integrate them into our current infrastructure. Moreover, we may devote resources to potential
acquisitions or in- licensing opportunities that are never completed, or we may fail to realize the anticipated benefits of such
efforts. Any product candidate that we acquire may require additional development efforts prior to commercial sale, including
extensive clinical testing and approval by the FDA, the EMA, the Japanese Pharmaceuticals and Medical Devices Agency, or
PMDA, or other regulatory authorities, or post- approval testing or other requirements if approved. All product candidates are
prone to risks of failure typical of pharmaceutical product development, including the possibility that a product candidate will
not be shown to be sufficiently safe and effective for approval by regulatory authorities. In addition, we cannot provide
assurance that any of our products will be manufactured in a cost effective manner, achieve market acceptance or not require
substantial post- marketing clinical trials. Accordingly, there can be no assurance that we will ever be able to identify, acquire,
in- license or develop suitable additional products or product candidates, which could materially adversely affect our future
growth and prospects. We may focus our efforts and resources on potential products, product candidates or other programs that
ultimately prove to be unsuccessful. We may engage in strategic transactions to acquire assets, businesses, or rights to products,
product candidates or technologies or form collaborations or make investments in other companies or technologies that could
harm our operating results, dilute our stockholders’ ownership, increase our debt, or cause us to incur significant expense. As
part of our business strategy, we may engage in additional strategic transactions to expand and diversify our portfolio, including
through the merger, acquisition or in- license of assets, businesses, or rights to products, product candidates or technologies or
through strategic alliances or collaborations, similar to the Merger and our existing and prior collaboration and license
arrangements. We may not identify suitable strategic transactions, or complete such transactions in a timely manner, on
favorable terms, on a cost- effective basis, or at all. Moreover, we may devote resources to potential opportunities that are never
completed or we may incorrectly judge the value or worth of such opportunities. Even if we successfully execute a strategic
transaction, we may not be able to realize the anticipated benefits of such transaction and may experience Akebia
Therapeutics, Inc. | Form 10- K | Page 54 losses related to our investments in such transactions. Integration of an acquired
company or assets into our existing business may not be successful and may disrupt ongoing operations, require the hiring of
additional personnel and the implementation and integration of additional internal systems and infrastructure, and require
management resources that would otherwise focus on developing our existing business. Even if we are able to achieve the long-
term benefits of a strategic transaction, our expenses and short- term costs may increase materially and adversely affect our
liquidity. Any of the foregoing could have a detrimental effect on our business, results of operations and financial condition. For




example, on June 4, 2021, we entered into a license agreement, or the Cyclerion Agreement, with Cyclerion Therapeutics Inc.,
or Cyclerion, pursuant to which Cyclerion granted us an exclusive global license under certain intellectual property rights to
research, develop and commercialize praliciguat, an investigational oral soluble guanylate cyclase ;ors6E;-stimulator . In
December 2024, we entered into an amendment to the Cyclerion Agreement, pursuant to which we amended the terms of
the Cyclerion Agreement, and we now control all clinical and commercial manufacturing of praliciguat, which will be
conducted by a third party manufacturer . Although we have progressed preclinical studies for praliciguat, we need to do
additional work to manufacture product for clinical trials than originally anticipated before we can initiate the trials, and when
the clinical trials are started, we may be unsuccessful in developing praliciguat. If any of the assumptions that we made in
valuing the transaction, including the costs or timing of development of praliciguat as a result of the additional manufacturing
work or otherwise, or the potential benefits of praliciguat, were incorrect, we may not recognize the anticipated benefits of the
transaction and our business could be harmed. In addition, future transactions may entail numerous operational, financial and
legal risks, including: ¢ incurring substantial debt, dilutive issuances of securities or depletion of cash to pay for acquisitions; ®
exposure to known and unknown liabilities, including contingent liabilities, possible intellectual property infringement claims,
violations of laws, tax liabilities and commercial disputes; ¢ higher than expected acquisition and integration costs; ¢ difﬁculty in
integrating operations, processes, systems and personnel of any acquired business; * increased amortization expenses or, in the
case of a write- down of the value of acquired assets, impairment losses, steh-as-the-Auryxiaintangible-assetimpairmentin-the
seeond-quarterof2026-and corresponding adjustments to the estimated useful life of the developed product rights for Auryxia; ¢
impairment of relationships with key suppliers or customers of any acquired business due to changes in management and
ownership; Akebia—?hefapetr&es—lﬂe—'—Fefm—l—G——IékP&ge—Sé—- inability to retain personnel, customers, distributors, vendors and
other business partners integral to an in- licensed or acquired product, product candidate or technology; ¢ potential failure of the
due diligence processes to identify significant problems, liabilities or other shortcomings or challenges; ¢ entry into indications
or markets in which we have no or limited development or commercial experience and where competitors in such markets have
stronger market positions; and ¢ other challenges associated with managing an increasingly diversified business. If we are unable
to successfully manage any transaction in which we may engage, our ability to develop new products and continue to expand
and diversify our portfolio may be limited. Risks Related to our Financial Arrangements Our obligations in connection with the
BlackRock Credit Agreement and requirements and restrictions in the BlackRock Credit Agreement could adversely affect our
financial condition and restrict our operations. We entered into the BlackRock Credit Agreement, which provides for a senior
secured term loan facility, in the aggregate principal amount of up to $ 55. 0 million, or the Term Loan Facility. The initial
tranche of $ 37. 0 million, or the Tranche A Loan, closed on January 29, 2024, or the Closing Date —Jadditionte-the Franche
ALean, an theTermoanFaetityineludes-additional amount of tranehes-available-asfoltows=$ 8. 0 million availabletnra
single-draw-threugh-Deeember3+2024-, or the Tranche B Loan, was drawn on April 19, 2024, and and-- an additional $ 10.
0 million was avaitable-ira-single-draw-drawn through-Deeember3+-on February 3 . 2624-2025 , or the Tranche C Loan and,

together with the Tranche A Loan and the Tranche B Loan, the Term Loans. See Note 7, lndebtedneqs to our audited
consolidated financial statements in Part 11, Item 8. Financial Statements of this F orm 10 K for addrtronal 1r1f0rrnat10n regarding
our obhgatlons under the BlackRock Credlt Agreement aeh ; ; ;

has—had an 1r11t1al maturrty date of March 31, 2025 Wthh was wrl-l—be—automatrcally eXtended to January 29, 2028 #, or the
Maturlty Date, since we feeewe-recelved F DA approval 6ﬂ-6ff0r Vafseo prror to June 30, 2024 —eﬁheM&‘feﬂey—Bate—I-f-

aﬁt—tei-pa—ted— The BlackRock Credrt Agreement contains certain representatrons and warranties, afﬁrmatlve covenants negatrve
covenants, financial covenants, events of default and other provisions and conditions that are customarily required for similar
financings. The financial covenants under the BlackRock Credit Agreement require us to either (i) maintain cash and cash
equivalents, measured as of the last day of each fiscal month, greater than or equal to $ 15. 0 million or (ii) earn consolidated
revenue, measured as of the last day of each fiscal month for the trailing twelve- month period, of $§ 150. 0 million. Failure to
maintain compliance with these or other covenants would result in an event of default under the BlackRock Credit Agreement,
which Akebia Therapeutics, Inc. | Form 10- K | Page S5 could result in enforcement action, including acceleration of amounts
due under the BlackRock Credit Agreement, or limit our ability to make certain payments under the Vifor Termination
Agreement. The Term Loan Facility will accrue interest at a floating annual rate equal to the sum of (x) term Secured Overnight
Financing Rate for a tenor of one month (subject to a floor of 4. 25 % per annum) plus (y) a margin of 6. 75 % per annum
(subject to an overall cap of 15. 00 % per annum on the all- in interest rate). During the continuance of any payment event of
default under the BlackRock Credit Agreement, the interest rate on such overdue sum will automatically increase by an
additional 3. 0 % per annum, and may be subject to an additional late fee of 2. 0 % of such overdue sum. The Term Loan
Facility does not amortize during the period commencing on the Closing Date and ending on December 31, 2025 (which was
extended to December 31, 2026 at our option), or the Interest Only Period. We are required to pay interest and, after the Interest
Only Period, principal on the first calendar day of each month In the event of certarn prespecrﬁed events, the repayment
ichedule erl be accelerated ; approva ;

these events occur, and we are required to repay prrncrpal sooner than we antrclpate it would have an adverse effect on our
business. In the event there is an acceleration of our and certain of our subsidiaries’ liabilities under the BlackRock Credit



Agreement as a result of an event of default or otherwise, we may not have sufficient funds or may be unable to arrange for
additional financing to repay the liabilities or to make any accelerated payments, and BlackRock could seek to enforce security
interests in the collateral securing the BlackRock Credit Agreement, which would have a material adverse effect on our business,
financial condition and results of operations. AkebtaTherapeuties; Ine—Form1H0-K1Page-57In addition, our obligations in
connection with the BlackRock Credit Agreement could have additional significant adverse consequences, including, among
other things: * restricting our activities, including limitations on transferring certain of our assets, engaging in certain
transactions, terminating certain agreements, incurring certain additional indebtedness, creating certain liens, paying cash
dividends or making certain other distributions and investments; ¢ limiting our flexibility in planning for, or reacting to, changes
in our business and our industry; ¢ placing us at a possible competitive disadvantage compared to our competitors who have a
smaller amount of debt or competitors with comparable debt at more favorable interest rates; and ¢ limiting our ability to borrow
additional amounts for working capital, capital expenditures, R & D efforts, acquisitions, debt service requirements, execution
of our business strategy and other purposes. Any of these factors could materially and adversely affect our business, financial
condition and results of operations. Our Royalty Interest Acquisition Agreement with HealthCare Royalty Partners IV, L. P.
contains various covenants and other provisions, which, if violated, could materially adversely affect our financial condition. In
February 2021, we entered into a royalty interest acquisition agreement, or the Royalty Agreement, with HealthCare Royalty
Partners IV, L. P., or HCR, pursuant to which we sold to HCR our right to receive royalties and sales milestones for ¥adadustat
Vafseo , collectively the Royalty Interest Payments, in each case, payable to us under our Collaboration Agreement dated
December 11, 2015, or the MTPC Agreement, with Mitsubishi Tanabe Pharma Corporation, or MTPC, subject to an annual
maximum “ cap ” of $ 13. 0 million, or the Annual Cap, and an aggregate maximum “ cap ”” of $ 150. 0 million, or the
Aggregate Cap. Under the Royalty Agreement, we are required to comply with various covenants, including obligations to take
certain actions, such as actions with respect to the Royalty Interest Payments, the MTPC Agreement, our agreement with MTPC
for the commercial supply of vadadustat-Vafseo drug product, and our intellectual property. In addition, the Royalty Agreement
includes customary events of default upon the occurrence of enumerated events, including failure to perform certain covenants
and the occurrence of insolvency events. Upon the occurrence of an event of default, HCR would have the ability to exercise all
available remedies in law and equity, which could have a material adverse effect on our financial condition. Risks Related to
Commercialization Our business is substantially dependent on the commercial success of Auryxia and Vafseo vadadustat+f
approved-. [f we are unable to continue to successfully commercialize Auryxia er-vadadustattfapproved-and eommeretalized
Vafseo , our results of operations and financial condition will be materially harmed. Our business and our ability to generate
product revenue largely depend on our, and our collaborators’, ability to successfully commercialize Auryxia and vadadustat
Vafseo . Our ability to generate revenue depends on our ability to execute on our commercialization plans, and the size of the
market for, and the level of market acceptance of, Auryxia, Vafseo and-vadadustatfappreved;-and any other product or
product candidate, including those that may be in- licensed or acquired . If we are not able to maintain contracts with dialysis
organizations and other customers for the sale of Auryxia and Vafseo on favorable terms, or at all, our revenue and
results of operations will be adversely affected . If the size of any market for which a product or product candidate is
approved decreases or is smaller than we anticipate, our revenue and results of operations could be materially adversely Akebia
Therapeutics, Inc. | Form 10- K | Page 56 affected . For example, the approval for Vafseo in the U. S. is limited to the
treatment of anemia due to CKD in adults who have been receiving dialysis for at least three months instead of all such
adults. This limitation could affect the level of market acceptance of Vafseo. We currently have exclusive rights under a
series of patents and patent applications to commercialize Auryxia in the U. S. that protect us from generic drug
competition until March 20, 2025. Following LoE, on March 20, 2025, the number of generic versions of Auryxia that
enter the market, and the timing thereof, will adversely affect our revenue from Auryxia. The impact of LoE on future
Auryxia revenues will depend on many factors, including our ability to maintain contracts with dialysis organizations,
the timing and number of generics and the pricing of generics and other products on the market that compete with
Auryxia. In addition, we believe the dynamics of Auryxia reimbursement being included in the ESRD bundle under
Medicare Part B and Auryxia LoE could result in the buying pattern of certain customers in 2025 and future years being
different than their historical practices. If Auryxia sales decline faster than we anticipate following LoE, our results of
operations and financial condition will be materially harmed . Given the concentration of dialysis clinics in large networks,
with DaVita, Inc., or DaVita, aad-Fresenius Kidney Care Group LLC , or Fresenius, and U. S. Renal Care, or USRC ,
accounting for a vast majority of the dialysis population in the U. S., treatment is usually driven by medical protocols that are
implemented across the entire network of clinics. Dialysis organizations require large data sets to adopt medical protocols. If
dialysis organizations do not add Vafseo vadadustatif-approved;-to their medical protocols in a timely manner, or at all, eat— or
if the protocols service smaller populations than the current label, our results of opcrations could be materially adversely
affected. H#-eral-Oral - only phosphate binders, including Auryxia, are included in the end- stage renal disease, or ESRD,
Prospective Payment System, or PPS, bundle payment, as of January 2025, however, it will take time for dialysis
organizations to implement internal mechanisms to dispense phosphate binders which could negatively impact the market for
phosphate binders, including Auryxia, and divert thetr-dialysis organizations' attention from focusing on other therapeutic
areas such as anemia management, which in turn could negatively impact the market for Vafseo phosphate-binders-tneluding
Amryda-. [n addition, dialysis organizations may choose lower cost binders over Auryxia, or binders that may have features or
beneﬁtq more ahgned Wlth the dlalyslq orgamzatlon s opelatlonal activities, Wthh could negatively 1mpact Auryx1a revenue. In




6 i op A believe-our revenue growth was
has been negatrvely 1mpacted by the feeeﬂt—COVlD 19 pandemrc irsince 2021 —292—2—aﬁd—292-3—pr1mar11y as the CKD patient
populations that we serve experienced both high hospitalization and mortality rates due to COVID- 19, and the pandemic had an
adverse impact on the phosphate binder market in which Auryxia competes. Labor shortages and costs have also adversely
impacted dialysis providers. These impacts have refocused clinical efforts in addressing bone and mineral disorders like
hyperphosphatemia to more acute operational issues to ensure patients receive dialysis treatments and still some patients have
been rescheduled or missed treatments due to labor shortages. We believe, this and potentially other factors, led to the reduction
in the phosphate binder market, which has not experienced growth since early 2020. While we are unable to quantify the impact
of the reeent-COVID- 19 pandemic on future revenues and revenue growth, the reeent-COVID- 19 pandemic and the ongoing
impacts from the reeent-COVID- 19 pandemic continue to adversely and disproportionately impact CKD patients and the
phosphate binder market. Therefore, we expect the impacts from the pandemic to continue to have a negative impact on our
revenue growth for the foreseeable future. Market acceptance is also critical to our ability to generate significant product
revenue. Any product may achieve only limited market acceptance or none at all. If Auryxia, Vafseo or any of our future
products sineluding-radadustatif-approved;-is not accepted by the market to the extent that we expect or market acceptance
decreases, we may not be able to generate significant product revenue and our business would be materially harmed. Market
acceptance of Auryxia, Vafseo vadadustatif-approved;-or any other approved product depends on a number of factors,
including: * the availability of adequate coverage and reimbursement by, and the availability of discounts, rebates and price
concessions to dialysis organizations, third party payors, pharmacy benefit managers, or PBMs, and governmental authorities 3
* the availability of discounts and rebates to dialysis organizations to facilitate access for patients; * use at dialysis
organizations and their willingness to include or continue to include Auryxia or Vafseo in their formulary or protocols
and the scope of such protocols ; « the safety and efficacy of the product, as demonstrated in clinical trials and in the post-
marketing setting; ¢ the prevalence and complications of the disease treated by the product;  the clinical indications for which
the product is approved and the product label approved by regulatory authorities, including any warnings or limitations that may
be required on the label as a consequence of potential safety risks associated with the product; ¢ the countries in which
marketing approvals are obtained; ¢ the claims we and our partners are able to make regarding the safety and efficacy of the
product; Akebia Therapeutics, Inc. | Form 10- K | Page 57 - the success of our physician and patient communications and
education programs; ¢ acceptance by physicians and patients of the product as a safe and effective treatment and the willingness
of the target patrent populatron to try new therapres and of phyqrcranq to preqcrrbe new therapies;  fer-vadadustatf-approved;

d 0 W : 6 d d etoeols:+the cost, safety and efficacy of the
product in relatron to alternatrve treatments; © « the timing of recerpt of marketrng approvals and product launch relative to
competing products and potential generic entrants ; » the success of, or withdrawal from the market of, competing products ;
* relative convenience and ease of administration; ¢ the frequency and severity of adverse side effects; * favorable or adverse
publicity about our products or favorable or adverse publicity about competing products; ¢ the effectiveness of our and our
partners’ sales, marketing, manufacturing and distribution strategies and operations; and ¢ the restrictions on the use of the
product together with other medications, if any. In addition, our ability to generate net product revenue depends on our ability to
control the expenses associated with commercializing a product, including internal expenses, manufacturing costs, rebates,
product returns and other adjustments. We do not have control over many of the expenses required to commercialize our
products, and if we experience increased costs or expenses, we may not be able to afford the commercial activities required to
successfully commercialize our products, which could have an adverse effect on our business. In addition, our net product
revenue requires judgement and includes estimates for rebates and product returns, which can fluctuate from quarter- to- quarter
and year- over- year. If our net product revenue is lower than anticipated, including as a result of higher expenses or product
returns , our business could be harmed. Several healthcare facilities, including DaVita, have previously restricted access for
non- patients as a result of the feeeﬁt—COVID 19 pandemrc reiultrng in restricted access for certain member% of our qaleq force -

Wrt-h—fespeet—te-vadaéus’f&t—tf—a-ppfeved— Such precautronary measures have since been relaxed at certain healthcare facrhtre%

and, as a result, members of our sales force have resumed in person interactions with those customers. Nevertheless, some
restrictions remain s-and restrictions on our customer- facing employees’ in- person interactions with healthcare providers
have, and could continue to, negatively impact our access to healthcare providers and ultimately our sales, including
with respect to Vafseo. In addition, more restrictions may be put in place again due to a resurgence in COVID- 19 cases,
including those involving new variants of COVID- 19, which may be more contagious and more severe than prior strains of the
virus , or due to outbreak of other infectious diseases, such as HIN1 virus (Swine Flu) and H5N1 virus (bird flu) . Given
this uncertain environment and the disproportionate impact of the reeert-COVID- 19 pandemic on CKD patients, we are
actively monitoring the demand in the U. S. for Auryxia and Vafseo will-be-for-vadadustatfappreved-, including the potential
for further declines or changes in prescription trends and customer orders, which could have a material adverse effect on our
business, results of operations, and financial condition. If we are unable to maintain or expand ;-etifvadadustatis-approved;
ittate;-sales and marketing capabilities or enter into additional agreements with third parties, we may not be successful in
commercializing Auryxia, Vafseo vadadustattf-appreved;-or any other product candidates that may be approved. In order to



market Auryxia , Vafseo and any other approved product, we intend to continue to invest in sales and marketing, which will
require substantial effort and significant management and financial resources. We have bullt a commercial 1nfra%trueture and
sales force in the U. S. for Auryx1a ; :

eenﬁﬁefeta-l—effor—ts— lf the fenaar-n—rng—%ales and marl(etlng team cannot %ucces%fully commercmhze Auryxra 5Or Vafseo #
ditie ave-, it could have a material adverﬂe effect on Atnﬂy‘)ﬂa—our product

training a sales force to %ucce%sfully %ell and market a new commercial product is expenilve and time- consuming and Could
delay any commercial launch or market acceptance of such product eas G G :
Anryaa-. We may underestimate the size of the sales force required for a successful product launch , and we may need 0

expand our sales foree-and marketing team to a greater extent erearher-than we eﬂﬁeﬂt}y—p%an—and-at—a—lﬂgheﬁalready have,
Whlch would increase our eest-costs more than we antrcrpated —In%@%—and—eaﬁy%@%%—we—meuﬁed-eemmeremhza&en

vadadustat—tn—fhe—&mefrﬂme—we—eaqaeet—eﬁat—a-l—l— We devote %1gn1f10ant effort to recrurtrng 1nd1V1dual§ Wlth experrence in the
sales and marketing of pharmaceutrcal products. Competition for personnel with these skills is significant and retaining qualified
personnel with experience in our industry is difficult. If key sales Fuarther;-ourreduettons-in-workforee-may—further-exaeerbate

these-eonditions-and marketing employees decide interfere-with-our-abtity-to leave find-and-retain-qualified-personnel-As-a
restdt-, we may not be able to fet&m—eiﬁe*ts&ng—eﬁap{eyees-e%hrre and train new employees quickly enough to meet our needs.

At the same time, we may face high turnover, requiring us to expend time and resources to source, train and integrate new
employees. There are risks involved with maintaining our own sales and marketing capabilities, including the following: *
potential inability to recruit, train and retain adequate numbers of effective sales and marketing personnel; Akebia
Therapeutics, Inc. | Form 10- K | Page 58 - potential 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 ;espeetaly-as-aresuit-ofthe
reeetptofthe-CREfor-vadadustat; and * costs and expenses associated with maintaining our own sales and marketing
organization. If we are unable to maintain our own sales and marketing capabilities, we will not be successful in
commercializing Auryxia, Vafseo vadadustattfappreved-and any other product candidate that may be approved. Furthermere
Also , if we are unable to maintain our arrangements with third parties with respect to sales and marketing, if we are
unsuccessful in entering into additional arrangements with third parties to sell and market our products or we are unable to do so
on terms that are favorable to us, or if such third parties are unable to carry out their obligations under such arrangements, it will
be dlfﬁeult to %ucce%sfully Cornmercrahze our produet and produet Candrdates 1nclud1ng Vafseo Vadadtts’f&t—tﬁa-ppfe*fed— For

Our, or our partners farlure to obtarn or maintain adequate coverage, pricing and rermburqement for Auryxra Vafseo
vadadustat—f-appreved;-or any other future approved products, could have a material adverse effect on our or our collaboration
partners’ ability to sell such approved products profitably and otherwise have a material adverse impact on our business. Market
acceptance and sales of any approved products, including Auryxia and Vafseo sif-approved;—vadadustat-, depends significantly
on the availability of adequate coverage and reimbursement from third party payors and may be affected by existing and future
healthcare reform measures. Governmental authorities , dialysis organizations , third party payors, and PBMs decide which
drugs they will cover, as well as establish formularies or implement other mechanisms to manage utilization of products and
determine reimbursement levels. We cannot be sure that coverage or adequate reimbursement will be available for Auryxia,
Vafseo vadadustatif-approved;-or any of our potential future products. Even if we obtain coverage for an approved product,
third party payors may not establish adequate reimbursement amounts, which may reduce the demand for our product and
prompt us to have to reduce pricing for the product. If reimbursement is not available or is limited, we may not be able to
successfully commercialize certain of our products. Coverage and reimbursement by a governmental authority, dialysis
organization, third- party payor or PBMs may depend upon a number of factors, including the determination that use of a
product is: ¢ a covered benefit under the health plan; ¢ safe, effective and medically necessary; ¢ appropriate for the specific
patient; and ¢ cost effective. Obtaining coverage and reimbursement approval for a product from a governmental authority ,
dialysis organization , PBM or a third- party payor is a time consuming and costly process that could require us to provide
supporting scientific, clinical and cost- effectiveness data for the use of our products to the payor. In the U. S., there are multiple
governmental authorities, PBMs and third- party payors with varying coverage and reimbursement levels for pharmaceutical
products, and the timing of commencement of reimbursement by a governmental payor can be dependent on the assignment of
codes via the Healthcare Common Procedural Coding System, which codes are assigned on a quarterly basis. Within Medicare,
for oral drugs dispensed by pharmacies and also administered in facilities, coverage and reimbursement may vary depending on
the setting. CMS, local Medicare administrative contractors, Medicare Advantage and / or Part D plans and / or PBMs
operating on behalf of such MedieareRart-B-plans, may have some responsibility for determining the medical necessity of such
drugs, and therefore coverage, for different patients. Different reimbursement methodologies may apply, and CMS may have



some discretion in interpreting their application in certain settings. As an oral drug, Auryxia s-was covered by Medicare under
Part D until January 1, 2025, for the treatment of patients with hyperphosphatemia. In January 2011, CMS implemented the
ESRD PPS, a prospective payment system for dialysis treatment. Under the ESRD PPS, CMS generally makes a single bundled
payment to the dialysis facility for each dialysis treatment that covers all items and services routinely required for dialysis
tleatments furmshed to Medicare benehcmrles n MedlCdIe certlhed ESRD facilities or at their home. As fPhe-rne-}us-teﬁ—of oral

mndvenous equiv alents 1r1c1ud1né Auryx1a and dH othel phosphdte lowenng medlcdtlons are er—be—mcluded in the ESRD
bundle and separate Medicare payment for these drugs wiH-are no longer be-available . In addition , as-dialysis organizations
will receive a Transitional Drug Add- on Payment Adjustment, or TDAPA, payment for claims that include phosphate
binders for the next two years. Vafseo, which we began selling in January 2025, is also included in the ESRD bundle and

ease-today-underMedteare Part D—ESRD facilities will may-nenethelessreceive a TDAPA for Vafseo as a new renal dialysis

drugs— drug meeting and-biologteal-produets-thatmeet-certain criteria for a period of at least two years starting on January 1,
2025 . The TDAPA wilt-provide-provides separate payment based on the drug’ s Average Sales Price, or ASP, that will be in

addition to the base rate in order to facilitate the adoptlon of 1nn0vat1we theldples If?hefe—ea—n—be—ne—asstrf&ﬂees—th&t—GM—S—er
notagatn-delay-the-inehistonrof these—- the ors 511 payment—Everr TDAPA reimbursement
amount for Auryxm or Vafseo is lower than antlclpated or 1f Aufyeﬂa—the TDAPA is ehmmated deemed-eligible-by-EMS-,
, o : : A han-it would have an adverse impact on our
revenuebeﬂf—z%u{ﬁwwt—buﬂd%ed—ﬁ&e—ﬂ%e—E—S%B—PPS— -MefeevefAddltlonally in the post- TDAPA period, CMS currently
expects to increase the single bundled payment base rate paid to the dialysis facility for each dialysis treatment to reflect that
bundled eral-onty-phosphatetowertng-drugs will be reimbursed as part of the single bundled payment for Medicare patients.
However, There-there can be no assurances that any increase in the single bundled payment base rate will be sufficient to
Akebia Therapeutics, Inc. | Form 10- K | Page 59 adequately reimburse the dialysis facilities for Auryxia or Vafseo at a price
that allows us to continue to sell Auryxia or Vafseo at a profit. In July 2024, Ardelyx, Inc., or Ardelyx, filed a complaint in
the United States District Court for the District of Columbia against the U. S. Department of Health and Human
Services, or HHS, CMS and other parties, which alleged that CMS’ s plan to include oral- only phosphate lowering
therapies in the ESRD PPS violated its statutory and regulatory authority under the Medicare Improvements for
Patients and Providers Act, which established the ESRD PPS bundled payment system for dialysis services. In October
2024, Ardelyx filed a motion for a preliminary injunction to enjoin CMS from including oral- only phosphate lowering
therapies in the ESRD PPS. CMS had earlier filed a motion to dismiss the complaint on jurisdictional grounds. On
November 8, 2024, the district court denied Ardelyx’ s motion for a preliminary injunction and it granted the
government’ s motion to dismiss. Thereafter, Ardelyx moved for reconsideration, but the district court also denied that
request. On December 26, 2024, Ardelyx filed a notice of appeal with the US Court of Appeals for the DC Circuit. If
Ardelyx is profitable-successful in its claims, oral- only phosphate lowering therapies, including Auryxia, may be removed
from the ESRD bundle, which could reduce anticipated revenue for #s-Auryxia . In addition, in September 2018, CMS
decided that Auryxia would no longer be covered by Medicare for the treatment of iron deficiency anemia, or IDA, in adult
patients ¥th-mot on dialysis, or NDD- CKD serthe-€EMSDeeiston-. While this decision does not impact CMS coverage for the
control of serum phosphorus levels in adult patients with anemia due to CKD in patients on dialysis, or DD- CKD, or the
Hyperphosphatemia Indication, it requires Part D Plan sponsors to impose prior authorization or other steps to ensure that
Auryxia is reimbursed only for the Hyperphosphatemia Indication. We decided beginning in 2022 to terminate certain Part D
contracts, as patients no longer had the access benefit given the prior authorization ;erPA;requirement. Now patients must go
through a medical exemption process, which is very similar to a prior authorization review. While we believe this had, and may
continue to have, a negative AkebtaTherapetties; Ine—+FormH0-—K{Page-6+impact on our overall sales volume, we believe it
had a significant positive impact on our net selling price. However, if we experience additional negative impacts on our sales
volume as a result of this change, it could have a negative impact on our product revenue. Medicaid reimbursement of drugs
varies by state. Private third- party payor reimbursement policies also vary and may or may not be consistent with Medicare
reimbursement methodologies. Manufacturers of outpatient prescription drugs may be required to provide discounts or rebates
under government healthcare programs or to certain third- party payors in order to obtain coverage of such products.
Additionally, we may-will be required to enter into contracts with dialysis organizations, GPOs, third party payors and / or
PBMs offering rebates or discounts on our products in order to obtain favorable formulary status and we may not be able to
agree upon commercially reasonable terms with such dialysis organizations, GPOs, third party payors or PBMs, or provide
data sufficient to obtain favorable coverage and reimbursement for many reasons, including that we may be at a competitive
disadvantage relative to companies with more extensive product lines. In addition, dialysis organizations, GPOs, third party
payors, PBMs and / er other entities that purchase our products may impose restrictions on our ability to raise prices for our
products over time without incurring additional costs. Feur-Three distributors, Fresenius Medical Care Rx, McKesson
Corporation Cardinal-Health;Ine—and Cencora, Inc., formerly known as AmerisourceBergen Drug Corporation, in the
aggregate, accounted for a significant percentage of our gross revenue during the year ended December 31, 2623-2024 .
However, due to a variety of factors, including coverage of our products in the ESRD bundle and to support commercial
availability of Vafseo in 2025, there were changes to the manner in which we distributed our products, which we
implemented in January 2025. This included, for example, reducing the number of mainline wholesalers in our
distribution network, distribution of products through specialty distributors, and an increased focus on direct sales
through contracts with dialysis organizations . [ we are not able to enter into and maintain agreements our-arrangements




with these-key-wholesalers, specialty distributors , the dialysis organizations and other purchasers for the sale of our
products on favorable terms, on a timely basis or at all, or if dialysis organizations or there-- other is-any-adverse-changein
ene-purchasers do not purchase as much product as we anticipate or terminate er-our arrangements mere-of these
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the if-Vifor-is-netable— sale to-sueeessfully-eontraet-with-the-Supply-Group-of Vafseo on favorable terms, in a timely matter
or at all , our business may be materially harmed. Similar to how payor coverage may affect the sales of a product, formulary
status within dialysis organizations may affect what products are prescribed within that specific organization. Therefore, if a
product is not on a formulary, the prescribers within that organization may be less likely to prescribe that product or may have a
difficult time prescribing that product, resulting in less sales. Further, one dialysis organization’ s determination to add a product
to their formulary does not assure that other dialysis organizations will also add the product to theirs. There is always a risk a
dialysis organization will not Akebia-Therapenties; Ine—{Formt0-—KtPage-62-contract with a drug manufacturer for a specific
product , or will terminate their contract , resulting in that product not being on that organization’ s formulary. If any dialysis
organization does not add Auryxia or Vafseo vadadustatifapproved;-to the formulary, or removes Auryxia or Vafseo from
the formulary, our business may be materially harmed. Akebia Therapeutics, Inc. | Form 10- K | Page 60 In addition, we may
be unable to sell Auryxia or Vafseo vadadustatHfappreveds—to dialysis providers on a profitable basis if CMS significantly
reduces the level of reimbursement for dialysis services and providers choose to use alternative therapies or look to re- negotiate
their contracts with us. Our profitability may also be affected if our costs of production increase faster than increases in
reimbursement levels. Adequate coverage and reimbursement of our products by government and private insurance plans ,
including Medicare Advantage plans, are central to patient and provider acceptance of any products for which we receive
marketing approval. Existing competitive products may enter into sole source agreements with dialysis providers that impact the
ability for new product innovations and new competitors may face price pressure based on existing contracts with dialysis
providers. Further, in many countries outside the U. S., a drug must be approved for reimbursement before it can be marketed or
sold in that country. In some cases, the prices that we intend to charge for our products are also subject to approval. Approval by
the EMA or another regulatory authority does not ensure approval by reimbursement authorities in that jurisdiction, and
approval by one reimbursement authority outside the U. S. does not ensure approval by any other reimbursement authorities.
However, the failure to obtain reimbursement in one jurisdiction may negatively impact our ability to obtain reimbursement in
another jurisdiction. In addition, we plan to rely on a partner to obtain approval by reimbursement authorities outside the U. S.
Our partners may not be able to obtain such reimbursement approvals on a timely basis, if at all, and favorable pricing in certain
countries depends on a number of factors, some of which are outside of our partners' control. Vafseo was approved in Japan
for the treatment of adult patients with anemia due to CKD and is being marketed by MTPC in Japan under the trade
name Vafseo. Pricing and reimbursement strategy is a key component of MTPC’ s commercialization plans for Vafseo in




Japan. If coverage and reimbursement terms change, MTPC may not be able to, or may decide not to, continue
commercialization of Vafseo in Japan. Furthermore, Vafseo was approved in Europe and Australia for the treatment of
anemia due to CKD in DD- CKD patients. In Europe, reimbursement is obtained on a country- by- country basis and it
is a time consuming process. In May 2023, we entered into the license agreement with Medice, pursuant to which we granted
Medice an exclusive license to develop and commercialize vadadustat-Vafseo for the treatment of anemia in patients with CKD
ehronte-dadney-disease-in the Medice Territory . Medice launched and has received pricing and reimbursement for Vafseo
in certain countries in Europe and is working on launching and securing pricing and reimbursement for Vafseo in other
markets across Europe. There is no guarantee of the timing or extent of reimbursement that they will receive in each
country, if at all . If Medice is not able to obtain favorable pricing in the Medice Territory, or if such approvals are delayed, it
will affect Medice’ s sales of vadadustat-Vafseo in the Medice Territory, which could have an adverse effect on our results of
operations. We face substantial competition, which may result in others discovering, developing or commercializing products
before, or more successfully than, we do. The development and commercialization of new drugs is highly competitive and
subject to rapid and significant technological change. Our future success depends on our ability to demonstrate and maintain a
competitive advantage with respect to the development and commercialization of Auryxia, Vafseo vadadustat,+f-approved;-and
any other product or product candidate, including those that may be in- licensed or acquired. Our objective is to successfully
eontinte-to-commercialize Auryxia and Vafseo and develop and commercialize new products with clinically proven efficacy,
convenience, tolerability and / or safety. In many cases, any approved products that we commercialize will compete with
existing, market- leading products. If existing or new competitors of Auryxia or Vafseo take market share from us, it could have
an adverse impact on our revenue and our business. We currently have exclusive rights under a series of patents and
patent applications to commercialize Auryxia in the U. S. that protect us from generic drug competition until March 20,
2025. Following LoE, in March 2025, the timing and number of generic versions of Auryxia that enter the market will
affect our revenue from Auryxia. We and our licensors, Panion & BF Biotech, Inc., etr—- or busiftess-Panion, and, as
applicable, Dr. Hsu, entered into settlement agreements with all of the third parties who submitted Paragraph IV
certification notice letters regarding Abbreviated New Drug Applications, or ANDAs, submitted to the FDA, pursuant to
which we granted licenses to market a generic version of Auryxia in the U. S. beginning on March 20, 2025 (subject to
FDA approval). On February 5, 2025, we entered into an Authorized Generic Distribution and Supply Agreement with
Mylan Pharmaceuticals, Inc., or AG Partner, pursuant to which, on or after March 20, 2025, they will sell an authorized
generic version of Auryxia. The impact of LoE on future Auryxia revenues will depend on many factors, including our
ability to maintain contracts with dialysis organizations, the timing and number of generics and the pricing of generics
and other products on the market that compete with Auryxia. In addition, we believe the dynamics of Auryxia
reimbursement being included in the ESRD bundle under Medicare Part B and Auryxia LoE could result in the buying
pattern of certain customers in future years being different than their historical practices. If Auryxia sales decline faster
than we anticipate following LoE, our results of operations and financial condition will be materially harmed . Auryxia is
competing in the hyperphosphatemia market in the U. S. with other FDA- approved phosphate binders such as Renagel ®
(sevelamer hydrochloride) and Renvela ® (sevelamer carbonate), both marketed by Sanofi, PhosLo ® and Phoslyra ® (calcium
acetate), marketed by Fresenius Medical Care North America, Fosrenol ® (lanthanum carbonate), marketed by Shire
Pharmaceuticals Group plc, and Velphoro ® (sucroferric oxyhydroxide), marketed by Fresenius Medical Care North America,
as well as over- the- counter calcium carbonate products such as TUMS ® and metal- based options such as aluminum,
lanthanum and magnesium. Most of the phosphate binders listed above are now also available in generic forms. In addition,
other agents Akebia Therapeutics, Inc. | Form 10- K | Page 61 arc in development, including OPKO Health Inc.” s Alpharen
T™ Tablets (fermagate tablets) and Unicycive’ s RENAZORB ™ (lanthanum dioxycarbonate), or could otherwise enter the
market that may impact the market for Auryxia. In October 2023, the FDA approved XPHOZAH ® (tenapanor), a phosphate
absorption inhibitor that is marketed by Ardelyx s dre-and indicated to reduce serum phosphorus in adults with CKD on dialysis
as add- on therapy in patients who have an inadequate response to phosphate binders or who are intolerant of any dose of
phosphate binder therapy, which may adversely impact the market for Auryxia. Auryxia is competing in the IDA market in the
U. S. with over- the- counter oral iron, ferrous sulfate, other prescription oral iron formulations, including ferrous gluconate,
ferrous fumerate, and polysaccharide iron complex, and intravenous iron formulations, including Feraheme ® (ferumoxytol
injection), Venofer ® (iron sucrose injection), Ferrlicit ® (sodium ferric gluconate complex in sucrose injection), Injectafer ®
(ferric carboxymaltose injection), and Triferic ® (ferric pyrophosphate citrate). In addition, other new therapies for the treatment
of IDA may impact the market for Auryxia, such as Shield Therapeutics plc' s Feraccru ® (ferric maltol), which is available in
Europe for the treatment of IDA and Accrufer ® (ferric maltol), which was launched in the U. S. for the treatment of IDA in
July 2021. In Japan, our Japanese sublicensee, Japan Tobacco International, or JT, and its subsidiary, Torii
Pharmaceutical Co., Ltd., or Torii, commercialize Riona (ferric citrate hydrate). In the hyperphosphatemia market,
Riona competes with Fosrenol ® (lanthanum carbonate hydrate) marketed by Bayer Yakuhin Ltd., generic lanthanum
carbonate hydrate products, and Phozevel ® (tenapor hydrochloride) marketed by Kyowa Kirin Co., Ltd. In the IDA
market in Japan, Riona competes with Ferromia ® (sodium ferrous citrate) marketed by Alfresa Pharma Corporation
and Fero- Gradumet ® (dried ferrous sulfate) marketed by Viatris Inc. Furthermore, Auryxia’ s commercial opportunities
may be reduced or eliminated if our competitors develop and market products that are less expensive, more effective, safer or
offer greater patient convenience than Auryxia. Other companies have product candidates in various stages of preclinical or
clinical development to treat dlSGdSQS and COInpllCdthl]S of the dlSGdSQS for which we are mdlketmg Auryxm -I-ﬂ—&dd-rt-teﬁ—we




a-ppfe’v‘ed—mclude Epogen ® (epoetm alfa) and Aranesp ® (darbepoetln alfa) both commercialized by Amgen, Procrlt ®
(epoetin alfa) and Eprex ® (epoetin alfa), commercialized by Johnson & Johnson in the U. S. and Europe, respectively, and
Mircera ® (methoxy PEG- epoetin beta), commercialized by CSL Vifor in the U. S. and Roche Holding Ltd. , or Roche, outside
of the U. S. and-, Evrenzo ® (roxadustat) in Europe commercialized by Astellas Pharma Inc. Fuarther-, inFebraary2023-or
Astellas, Eporatio ® (epoetin the-theta FDA-approved-daprodustat) in Europe commercialized by Teva Pharmaceuticals
Ltd. . an-eral-hypoxia-Silapo ® (epoetin zeta) in Europe commercialized by Stada Arzneimittel AG, Epoetin Alfa Hexal ®
(epoetln alfa) in Europe commerc1allzed by Hexal AG B1nocr1t ® (epoetln alfa - biosimilar) in Europe commercialized

vrogby Sandoz GlaxeSmithidineple-, or-GSks
and NeoRecormon ® (epoetln beta) in Europe commerclallzed by Roch t-he—U—S—as—a—eﬁee—a—dﬁ—tfea’ement—e%&ﬂemm

v . We and our partners may also face
eompetmon from potentlal new anemia theraples There are eeveral other -I-H-F—oral hypox1a PH-inducible factor prolyl

hydroxylase inhibitor product candidates in various stages of development for anemia indications in territories outside the U.
S. that may be in direct competition with ¥adadustat-Vafseo if and when they are approved and launched commercially. These
eandldatee are bemg developed by Compamei %uch as :Fa-paﬁ—'l:ebaeee—l-ﬁteﬂaat-teﬂa-l—ehl T —and Bayer HealthCare AG, or Bayer

Furthermore certaln Compamei are developlng p0tent1al new theraplee for renal- related d1§ea§e% that eould potentlally reduce
injectable erythropoiesis stimulating agent, or ESA, utilization and thus limit the market potential for vadadustat-Vafseo if they
are approved and launched commercially. Other new therapies are in development for the treatment of conditions inclusive of
renal anemia that may impact the market for anemia- targeted treatment. In Japan, vadadustat is sold under the name Vafseo,
which is approved for patients with CKD, including both DD- CKD and NDD- CKD, and competes with roxadustat,
daprodustat and enarodustat. Roxadustat is approved for the treatment of anemta-due-te-CKkD-nrpatients-on-diabysis;or-DD-
CKD sand-patients and neten-dialysis;er-NDD- CKD patients . In addition, daproduetat GSK’ s product candidate, and
enarodustat, JT” s product candidate, are approved in Japan for the treatment of anemia due to CKD, and molidustat, Bayer
HealthCare AG' s product, is approved in Japan for the treatment of renal anemia. In China, roxadustat is commercialized for
the treatment of anemia due to CKD in DD- CKD patients and for the treatment of anemia due to CKD in NDD- CKD patients.
A biosimilar is a biologic product that is appreved-licensed for marketing based on demonstrating that it is highly similar to an
existing, FDA- approved branded biologic product (i. e., a reference biologic product) . The patents for the existing, branded
biologic product must expire in a given market before biosimilars may enter that market without the risk of being sued for patent
infringement. In addition, an application for a biosimilar product can only be approved by the FDA 12 years after the existing,
branded product was appreved-licensed under a Biologics License Application, or BLA. The patents for epoetin alfa, an
injectable ESA, expired in 2004 in the EU, and the remaining patents expired between 2012 and 2016 in the U. S. The
1ntr0duct10n of biosimilars into the 1nJeCtable ESA marl(et in the U. S. Wlll constitute additional competition for Vafseo

s 5 h at- In the U. S., Pfizer’ s biosimilar version
oflnjectable ESA% Retacrlt ® (epoetm alfa epbx) was approved by the FDA in May 2018 and launched in November 2018
and several biosimilar versions of injectable ESAs are available for sale in the EU. Akebia Therapeutics, Inc. | Form 10- K |
Page 62 Many of our potential competitors have significantly greater financial, manufacturing, marketing, drug development,
technical and human resources than we do. Large pharmaceutical companies, in particular, have extensive experience in clinical
testing, obtaining marketing approvals, recruiting patients and manufacturing pharmaceutical products. Large and established
companies such as Amgen, Roche and GSK, among others, compete in the market for drug products to treat kidney disease. In
particular, these companies have greater experience and expertise in conducting preclinical testing and clinical trials, obtaining
marketing approvals, manufacturing such products on a broad scale and marketing approved products. These companies also
have significantly greater research and marketing capabilities than we do and may also have products that have been approved
or are in late stages of development and have collaborative arrangements in our target markets with leading companies and
research institutions. Established pharmaceutical companies may also invest heavily to accelerate discovery and development of
novel compounds or to in- license novel compounds that could make the product candidates that we are developing obsolete.
Smaller and other early- stage companies may also prove to be significant competitors. As a result of all of these factors, our
competitors may succeed in obtaining patent protection and / or marketing approval, or discovering, developing and
commercializing competitive products, before, or more effectively than, we do. If we are not able to compete effectively against
potential competitors, our business will not grow and our financial condition and operations will suffer. AkebiaTherapenties;
ne—FormH0-—K{Page-64-The commercialization of ferric citrate, branded as Riona ane-in Japan, Vafsco in Europe, Japan ;
Vafseo-inEurope-and other territories where it is approved, and our current and potential future efforts with respect to the
development and commercialization of our products and product candidates outside of the U. S. subject us to a variety of risks
associated with international operations, which could materially adversely affect our business. Our Japanese sublicensee, JT,
and its subsidiary, Torii Pharmaeeutieal-CoEtdsorFori, commercialize Riona, the trade name for ferric citrate hydrate in




Japan, as an oral treatment for the improvement of hyperphosphatemia in patients with CKD, including DD- CKD and NDD-
CKD, and for the treatment of adult patients with IDA in Japan. In Japan and certain other countries in Asia, we granted MTPC
exclusive rights to commercialize vadadustat-Vafseo , which has been approved and is being marketed by MTPC in Japan under
the trade name Vafseo. In May 2023, we entered into the license agreement with Medice, pursuant to which we granted
Medice an exclusive license to develop and commercialize Vafseo for the treatment of anemia in patients with CKD in the
Medice Territory. Pursuant to the license agreement, we transferred the marketing authorization issued by the EMA,
UK, the Swiss Agency for Therapeutic Products and the Australian Therapeutic Goods Administration to Medice. We
also granted Averoa SAS, or Averoa, an exclusive hcense to develop and commercialize ferric citrate in the EEA Turkey,
Sw1tzerland aﬁd-t-he—UK—I-ﬂ—ZGQ-Zv— Balkans he-marketing-authorization adadustat-was-granted-by-—th v i
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addltlon we have Conducted and in the future may p%&ﬂ—te—conduet ehnleal trials outslde of the U. S for Auryxia-vadadustat
and-any ether-product or product candidate that may be in- licensed or acquired. As a result of these and other activities, we are
or may become subject to additional risks in developing and commercializing Auryxia and ¥adadustat-Vafseo outside the U. S.,
including, among others: ¢ political, regulatory, compliance and economic developments, weakness or instability that could
restrict our ability to manufacture, market and sell our products; * changes in international medical reimbursement policies and
programs; ¢ changes in healthcare policies of foreign jurisdictions; ¢ trade protection measures, including import or export
licensing requirements and tariffs and our compliance therewith; ¢ our ability to develop or manage relationships with qualified
local distributors and trading companies; ¢ diminished protection of intellectual property in some countries outside of the U. S.; ¢
differing labor regulations and business practices; * compliance with laws, including the U. S. Foreign Corrupt Practices Act, or
FCPA, the UK Bribery Act or similar local regulation, the EU General Data Protection Regulation, or GDPR, and similar data
protection laws, and tax, employment, immigration and labor laws; * economic weakness, including inflation, increasing interest
rates, or political instability in particular foreign economies and markets; ¢ foreign currency fluctuations, which could result in
increased operating expenses and reduced revenues, and other obligations incident to doing business in another country; *
production shortages resulting from any events affecting raw material supply or manufacturing capabilities abroad; and ¢
business interruptions resulting from geopolitical actions, including war and terrorism, global pandemics, or natural disasters
including earthquakes, typhoons, floods and fires. Akebia Therapeutics, Inc. | Form 10- K | Page 63 In addition, we receive
revenues from royalty payments converted to U. S. dollars based on net sales of Riona and Vafseo in Japanese yen , the Euro,
the Pound Sterling and the Swiss Franc . The exchange rates between the-these currencies Japanese-yerron the one hand, and
the U. S. dollar, on the other hand, have changed substantially in recent years and may fluctuate substantially in the future. Our
results of operations could be adversely affected over time by certain movements in exchange rates, particularly if the-these
currencies Japanese-yen-depreetates— depreciate against the U. S. dollar. Any of these factors may, individually or as a group,
have a material adverse effect on our business and results of operations. As and if we continue to expand our commercialization
efforts, we may encounter new risks. Heebta—’Phempettﬁes—I-ﬁe—kFﬁm—l—G—IH—Page—éS—Rlsk% Related to Product Development
Clinical drug development involves a lengthy and expensive process with an uncertain outcome, and we will incur additional
costs in connection with, and may experience delays in completing, or ultimately be unable to complete, the development of
vadadustat-and-any ether-of our product candidates. The risk of failure in drug development is high. Before obtaining marketing
approval from regulatory authorities for the sale of any product candidate, we must complete preclinical development and
conduct extensive clinical trials to demonstrate the safety and efficacy of our product candidates in humans. Preclinical studies
and clinical trials are expensive, difficult to design and implement, can take several years to complete, and their outcomes are
inherently uncertain. Failure can occur at any time during the process. We may be unable to successfully complete clinical trials
of Auryxia, vadadustat-Vafseo and ether-our product candidates or to successfully obtain approval of vadadustat-label
expansion et-for ether-Vafseo or approval of our product candidates, if the results of those trials and studies are not positive or
are only modestly positive, or if there are concerns with the preduct profile due to efficacy or safety. Further, the results of
preclinical studies and early clinical trials of our product candidates may not be predictive of the results of later- stage clinical
trials, interim results of a clinical trial do not necessarily predict final results, and results of Phase 3 clinical trials for one
indication may not be predictive of results of Phase 3 clinical trials for another indication. For example, we announced positive
top—tne-results from the INNO2VATE and-vadadustatprogram; however, while Vafseo achicved the primary and key
secondary efficacy endpetnt-endpoints in each of the two PRO2TECT studies, butthe PRO2TECT program did not meet the
primary major adverse cardiovascular event, or MACE, safety endpoint. Many companies in the biopharmaceutical industry
have suffered significant setbacks in late- stage clinical trials after achieving positive results in early- stage development, and we
may face similar setbacks. Moreover, preclinical and clinical data are often susceptible to varying interpretations and analyses,
and many companies that have believed their product candidates performed satisfactorily in preclinical studies and clinical trials
have nonetheless failed to obtain marketing approval of their product candidates. raddition-For example , in March 2022, we
received the CRL for vadadustat-Vafseo indicating that the FDA had determined that it could not approve the NDA in its
present form, thus delaying any potentlal approval of Vadad-tts’f&t—Vafseo {-n—ee’feber—Followmg submission of the FDRR to
the FDA in 2022, we filed subs A he-ON

resubmission p&t-h—ferwafd—feﬁus—to our fesubﬁ‘n-t—t-he—N DA for Vadadu%tat for the treatment of anemla due to CKD for-dialysis
dependent-only in adult DD- CKD patients in with ater




a-nd—set—a—P—BU-FA—d&te—e#Malch 27 2024 the FDA approved our NDA for vadadustat under the trade name of Vafseo for
the treatment of anemia due to CKD in adults who have been receiving dialysis for at least three months . However, #t-we
expended significant additional resources to obtain the approval of Vafseo, the approved indication is -rmpess*ble—llmlted

pfed1et—w=l&eﬁ—the treatment of anemla due to CKD in adults who have been recelvmg d1alys1s ﬁffor at least tﬁvada&ust&t

Vafseo was delayed -rt—whlch had and weuld—could contmue to have an adverse effect on our business results-ofoperations-.
We Beyond-seekingH—S—appreval-we-have several lifecycle management and tneteatiorrlabel expansion opportunities
currently under evaluation for vadadustat-Vafseo , inelading-one of which is the potential for alternative dosing , and another
of which is label expansion for the treatment of anemia-dte-to-Ckb-tnadult patients neten-dialysis-with NDD- CKD .
However, we may-will be required to complete additional clinical trials before seeking approval for label expansion for these—-
the indieations;whieh-treatment of adult patients with NDD- CKD and we may be required to generate additional clinical
data before seeking approval for alternative dosing. Clinical trials arc time consuming and expensive, and even +f
vadadustat-though Vafseo is approved as-a-treatment-for adult patients with ancmia due to CKD fer-on dialysis dependent
patients-for at least three months , we may not be sueeessfully—- successful in any of these-areas-our lifecycle management
or label expansion opportunities in the timeframe anticipated by us, or at all . For example, we plan to start a Phase 3 trial
in the second half of 2025 to potentially expand Vafseo label to include the treatment of late- stage NDD- CKD patients;
however, the FDA may not agree with our study design or we may not successfully demonstrate safety and / or efficacy
needed to obtain regulatory approval or we may be unable to successfully complete the trial when anticipated, or at all. If
the clinical trials for our label expansion opportunities are not successful or take longer than anticipated, or if we do not
obtain FDA approval of label expansion for Vafseo for the treatment of adult patients with NDD- CKD or for alternative
dosing in a timely manner, or at all, it could impact future revenue and have an adverse effect on our business. In
addition, it is impossible to predict when or if any of our other product candidates will prove effective or safe in humans
or will receive marketing approval or on what terms . We may experience numerous unforeseen events during, or as a result
of, preclinical development or clinical trials that could delay, prevent or make more challenging our ability to receive or
maintain marketing approval or commercialize our product candidates. We may be required to complete additional clinical trials
for Auryxia, vadadustat-Vafseo and any other product or product candidate, including those that may be in- licensed or acquired,
in order to obtain or maintain required regulatory approvals. Our preclinical studies and clinical trials may...... or adverse side
effects, failure to Akebia Therapeutics, Inc. | Form 10- K | Page 66-64-Our preclinical studies and clinical trials may take longer
to complete than currently anticipated,or may be delayed,suspended,required to be repeated,prematurely terminated or may not
successfully demonstrate safety and / or efficacy needed to obtain or maintain regulatory approval for a variety of other
reasons,such as:e the costs may be greater than we anticipate;* the number of patients required for clinical trials may be larger
than we anticipate;* enrollment in our clinical trials may be slower than we anticipate,or participants may drop out of these
clinical trials at a higher rate than we anticipate;* our third party contractors,such as our eentraetreseareh-organizations;er
CROs,may fail to comply with regulatory requirements,perform effectively,or meet their contractual obligations to us in a timely
manner,or at all,or we may fail to communicate effectively or provide the appropriate level of oversight of such third party
contractors;e the supply or quality of our starting materials,drug substance and drug product necessary to conduct clinical trials
of our product candidates may be insufficient or inadequate;* regulators,independent data monitoring committees, or IDMCs,
institutional review boards ,or IRBs ,safety committees,or ethics committees,may require that we suspend or terminate our
clinical trials for various reasons,including noncompliance with regulatory requirements,unforeseen safety issues or adverse side
effects,failure to demonstrate a benefit from using our product candidate, or a finding that the participants are being exposed to
unacceptable health risks; ¢ clinical trials of our product candidates may produce negative or inconclusive results or results that
may be interpreted in a manner different than we interpret them, and we may decide, or regulators may require us, to conduct
additional clinical trials, repeat a clinical trial or abandon product development programs; * lack of adequate funding to continue
a clinical trial, including unforeseen costs due to enrollment delays, requirements to conduct additional clinical trials or repeat a
clinical trial and increased expenses associated with the services of our CROs and other third parties; * we may fail to initiate,
delay ef-or fature-fail to complete a clinical trial as a result of an Investigational New Drug application, or IND, being placed on
clinical hold by the FDA, the EMA, the PMDA, or other regulatory authorities, or for other reasons, such as failure to recruit or
enroll suitable patients or patients' failure to return for post- treatment follow up; * we may determine to expand or otherwise
change erexpand-a clinical trial, including after it has begun; © clinical trial sites and investigators deviating from the clinical
protocol, failing to conduct the trial in accordance with regulatory requirements, or dropping out of a trial, or failure by us or our
CROs to communicate effectively or provide the appropriate level of oversight of such clinical sites and investigators; ¢ there
may be an inability, delay, or failure in identifying and maintaining a sufficient number of clinical trial sites, many of which may
already be engaged in other clinical programs; ¢ there may be a delay or failure in reaching agreement with the FDA, the EMA,
the PMDA or other regulatory authorities on a clinical trial design upon which we are able to execute; ¢ there may be a delay or
failure in obtaining authorization to commence a clinical trial or inability to comply with conditions imposed by a regulatory
authority regarding the scope or design of a clinical trial; ¢ there may be delays in reaching, or failure to reach, agreement on
acceptable terms with prospective clinical trial sites and prospective CROs, the terms of which can be subject to extensive
negotiation and may vary significantly among different CROs and clinical trial sites; ¢ the FDA, the EMA, the PMDA or other
regulatory authorities may require us to submit additional data or impose further requirements before permitting us to initiate a
clinical trial or during an ongoing clinical trial; ¢ the FDA, the EMA, the PMDA or other 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 it has reviewed and commented on the design for our clinical trials; ¢ third parties with which we work may fail to comply
with good practice quality guidelines and regulations, or GxP, including good laboratory practice, good clinical practice, or
GCP, and current good manufacturing practice, or cGMP; or « there may be changes in governmental regulations or
administrative actions. If any of the foregoing occurs, the following may eeeurresult : * regulators may require that we conduct
additional clinical trials, repeat clinical trials or conduct other studies beyond those that we currently contemplate; Akebia
Therapeutics, Inc. | Form 10- K | Page 65 - we may be delayed in obtaining marketing approval for vadadustater-our other
product candidates; * we may not obtain marketing approval for ¥adadustat-er-our ether-product candidates at all; « we may
obtain approval for indications or patient populations that are not as broad as intended or desired; * we may obtain approval with
labeling that includes significant use or distribution restrictions or safety warnings that would reduce the potential market for
any approved product or inhibit our ability to successfully commercialize any approved product; * a REMS or FDA- imposed
risk management plan that use risk minimization strategies to ensure that the benefits of certain prescription drugs outweigh
their risks, may be required; * we may be subject to additional post- marketing restrictions and / or requirements; or * the
product may be removed from the market after obtaining marketing approval. Our product development costs may also increase
if we experience development delays or delays in receiving the requisite marketing approvals. Our preclinical studies or clinical
trials may need to be restructured or may not be completed on schedule, or at all. Significant preclinical or clinical trial delays
also could shorten any periods during which we may have the exclusive right to commercialize vadadustat+f£Vafseo for
potential future indications or any product candidate that is approved, including those that may be in- licensed or
acquired, or allow our competitors to bring products to market before we do. This could impair our ability to
successfully commercialize our product candidates and may harm our business and results of operations. We may find it
difficult to enroll patients in our clinical trials, which could delay or prevent clinical trials of Auryxia, Vafseo or any other
product or product candidate, including those that may be in- licensed or acquired. Identifying and qualifying patients to
participate in clinical trials is critical to the success of our clinical trials. The timing of our clinical trials depends, in part,
on the speed at which we can recruit patients to participate in our clinical trials. Patients may be unwilling to participate
in our clinical trials because of concerns about investigational research studies, the time and commitment needed to
participate in a study, adverse events observed with the product candidate under study, the current standard of care,
competitor products and / or other investigational agents, in each case for the same indications and / or similar patient
populations. In addition, in the case of clinical trials of any product candidate, patients currently receiving treatment
with the current standard of care or a competitor product may be reluctant to participate in a clinical trial with an
investigational drug. Additionally, it is often more difficult to enroll special or particular subpopulations of patients,
such as pediatric or elderly patients, due to a number of factors including parental or other caregiver considerations,
concerns and burdens. For example, we began enrolling sites in a post- approval pediatric study for the
Hyperphosphatemia Indication of Auryxia in the second quarter of 2022, which began patient recruitment in the third
quarter of 2022, but enrollment of eligible pediatric patients in study sites continues to be very slow despite efforts to do
so. Finally, competition for clinical trial sites may limit our access to patients appropriate for our clinical trials. As a
result, the timeline for recruiting patients and conducting studies may be delayed. These delays could result in increased
costs, delays in advancing our development of any product or product candidate, or termination of the clinical trial
altogether. We may not be able to identify, recruit and enroll a sufficient number of patients, or those with required or
desired characteristics, to complete our clinical trials in a timely manner. Patient enrollment is affected by many factors,
including: ¢ severity of the disease under investigation; ¢ design of the study protocol; * size and nature of the patient
population; ¢ eligibility criteria for, and design of, the study in question, including study complexity; ¢ perceived risks
and benefits of the product or product candidate under study, including as a result of adverse effects observed in similar
or competing therapies; * proximity and availability of clinical trial sites for prospective patients; ¢ availability of
competing therapies and clinical trials and clinicians’ and patients’ perceptions as to the potential advantages of the
product or product candidate being studied in relation to available therapies or other product candidates in
development; ¢ efforts to facilitate timely enrollment in clinical trials; ¢ participation length and demands on patients
and caregivers; ° site staffing shortages and turnover; e clinical trial sites and investigators failing to perform effectively;
and e patient referral practices of physicians. Akebia Therapeutics, Inc. | Form 10- K | Page 66 We may not be able to
initiate or complete clinical trials in a timely manner, or at all, if we cannot enroll a sufficient number of eligible patients
to participate in the clinical trials required by regulatory agencies. If we have difficulty enrolling a sufficient number of
patients to conduct our clinical trials as planned, we may need to delay, limit or terminate ongoing or planned clinical
trials, any of which may delay approval, or result in failure to maintain or obtain approval, of our products or product
candidates, which would have a material adverse effect on our business. Further, if we are slow or unable to adapt to
changes in existing requirements or the adoption of new requirements or policies governing clinical trials, our
development plans may be impacted. For example, in December 2022, with the passage of Food and Drug Omnibus
Reform Act, or FDORA, Congress required sponsors to develop and submit a diversity action plan, or DAP, for each
phase 3 clinical trial or any other “ pivotal study ” of a new drug or biological product. These plans are meant to
encourage the enrollment of more diverse patient populations in late- stage clinical trials of FDA- regulated products.
Specifically, action plans must include the sponsor’ s goals for enrollment, the underlying rationale for those goals, and
an explanation of how the sponsor intends to meet them. In June 2024, as mandated by FDORA, the FDA issued draft
guidance outlining the general requirements for DAPs. Unlike most guidance documents issued by the FDA, the DAP
guidance when finalized will have the force of law because FDORA specifically dictates that the form and manner for
submission of DAPs are specified in FDA guidance. On January 27, 2025, in response to an Executive Order issued by
President Trump on January 21, 2025, on Diversity, Equity and Inclusion programs, the FDA removed this draft



guidance from its website. As a result, the applicability of statutory obligations to submit DAPs and the agency’ s current
thinking on best practices for clinical development remain unclear and we will need to carefully navigate such
uncertainty. In addition, the regulatory landscape related to clinical trials in the European Union recently evolved. The
EU Clinical Trials Regulation, or CTR, which was adopted in April 2014 and repeals the EU Clinical Trials Directive,
became applicable on January 31, 2022. While the Clinical Trials Directive required a separate clinical trial application,
or CTA, to be submitted in each member state, to both the competent national health authority and an independent
ethics committee, the CTR introduces a centralized process and only requires the submission of a single application to all
member states concerned. The CTR allows sponsors to make a single submission to both the competent authority and an
ethics committee in each member state, leading to a single decision per member state. The assessment procedure of the
CTA has been harmonized as well, including a joint assessment by all member states concerned, and a separate
assessment by each member state with respect to specific requirements related to its own territory, including ethics rules.
Each member state’ s decision is communicated to the sponsor via the centralized EU portal. Once the CTA is approved,
clinical study development may proceed. We have conducted and intend to conduct certain of our clinical trials globally.
However, there are additional risks unique to conducting trials outside of the U. S., and the FDA and other foreign
equivalents may not accept data from such trials, in which case our development plans may be delayed, which could
materially harm our business. We have conducted and intend to continue conducting certain of our clinical trials
globally. The acceptance by the FDA or other regulatory authorities of data from clinical trials conducted outside their
jurisdiction 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 sole basis for marketing approval in the United States, the FDA will generally not
approve the application on the basis of foreign data alone unless (i) the data are applicable to the U. S. population and U.
S. medical practice, (ii) the trials were performed by clinical investigators of recognized competence and pursuant to
good clinical practice, or GCP, regulations and (iii) the data may be considered valid without the need for an on- site
inspection by the FDA, or if the FDA considers such inspection to be necessary, the FDA is able to validate the data
through an on- site inspection or other appropriate means. In addition, even where foreign clinical trial data are not
intended to serve as the sole basis for approval, the FDA will not accept the data as support for an application for
marketing approval unless the clinical trial is well- designed and well- conducted in accordance with GCP requirements
and the FDA is able to validate the data from the trial through an onsite inspection if deemed necessary. Many foreign
regulatory authorities have similar approval requirements. In addition, such foreign trials would be subject to the
applicable local laws of the foreign jurisdictions where the trials are conducted. There can be no assurance that the FDA
or any comparable foreign regulatory authority will accept data from trials conducted outside of the United States or the
applicable jurisdiction. If the FDA or any comparable foreign regulatory authority does not accept such data, it could
result in the need for additional trials, which could be costly and time- consuming, and which may result in current or
future product candidates that we may develop not receiving approval for commercialization in the applicable
jurisdiction. Conducting clinical trials outside the United States also exposes us to additional risks, including risks
associated with: * additional foreign regulatory requirements; ° foreign exchange fluctuations; * compliance with foreign
manufacturing, customs, shlpment and storage requirements; * cultural differences in medical practice and clinical
research; Akebia Therapeutics, Inc. | Form 10- K | Page 67 lieensed-or-aequired;-or-altow-* diminished protection of
1ntellectual property in some countrles, and . mterruptlons ot or delays eempefﬁefs—te—bfmg—pfeéuefs—te—rﬁafket—befefe




1lcensed or acquired, may cause undesndble side effects or have other properties that may deldy or prev ent mcuketmg, approval
or limit their commercial potential. Undesirable effects caused by, or other undesirable properties of, Auryxia, vadadustat
Vafseo or any other product or product candidate, including those that may be in- licensed or acquired, or competing
commercial products or product candidates in development that utilize a common mechanism of action could cause us or
regulatory authorities to interrupt, delay or halt clinical trials, could result in a more restrictive label or the delay, denial or
withdrawal of marketing approval by the FDA or other regulatory authorities, and could lead to potential product liability
claims. In addition, results of our clinical trials could reveal a high frequency of undesirable effects or unexpected
characteristics. For example, in March 2022, we received the CRL from the FDA for our NDA for vadadustat-Vafseo in which
the FDA concluded that the data in the NDA did not support a favorable benefit- risk assessment of wadadustat-Vafseo for
dialysis and non- dialysis patients. The FDA expressed safety concerns noting failure to meet non- inferiority in MACE in the
non- dialysis patient population, the increased risk of thromboembolic events, driven by vascular access thrombosis in dialysis
patients, and the risk of drug- induced liver injury. Inr-Oetober2622-As a result , we submitted-filed the FDRR and, following
the FDRR, we filed a resubmission to our NDA, and the FDA aﬂd—feeused-approved Vafseo on March 27, 2024 However,
the approved indication is limited to fave atanee-betweenthe-bene ; ;

anemla due to CKD i in ﬁéu-}t—adults p&&eﬁts-eﬁ—who have been recelvmg dldly%l% m—l-tght—e-ﬁsa—fefy—eeﬁeeﬂas—e*pfessed-by—ﬂ&e

propeItles of, Auryxia, Vafseo Vadadusf&t—or any other produd or produd Candldate mcludnm those thdt mdy be in- hgensed or
acquired, or if known undesirable effects are more frequent or severe than in the past, or if any of the foregoing are perceived to
have occurred, either before or after receipt of marketing approval, a number of potentially significant negative consequences
could result, including: ¢ our product candidates may not be approved by regulatory authorities; * our clinical trials may be put
on hold; * patient recruitment could be slowed, and enrolled patients may not want to complete the clinical trial; ¢ regulatory
authorities may require warnings on the label, such as the warning on Auryxia’ s label regarding iron overload or the boxed
warning on Vafseo’ s label regarding increased risk of death, myocardial infarction, stroke, venous thromboembolism
and thrombosis of vascular access ; - REMS or FDA- imposed risk management plans that use restrictive risk minimization
strategies may be required; * we may decide to, or be required to, send drug warnings or safety alerts to physicians, pharmacists



and hospitals (or the FDA or other regulatory authorities may choose to issue such alerts), or we may decide to conduct a
product recall or be requested to do so by the FDA or other regulatory authority; Akebia-TFherapeuttes; tne—Form10-K-{Page
69— reformulation of the product, additional non- clinical or clinical trials, restrictive changes in labeling or changes to or re-
approvals of manufacturing facilities may be required; * we may be precluded from pursuing additional development
opportunities to enhance the clinical profile of a product within its indicated populations, or studying the product or product
candidate in additional indications and populations or in new formulations; and * we could be investigated by the government or
sued and held liable for harm caused to patients, including in class action lawsuits; and ¢ our reputation may suffer. Any of these
events could prevent us from achieving or maintaining, whether on a restricted basis or at all, marketing approval and,
ultimately, market acceptance or penetration of Auryxia, vadadustat-Vafseo or any other product or product candidate, including
those that may be in- licensed or acquired. In addition, any of these events could substantially increase our costs, and could
significantly impact our ability to successfully commercialize Auryxia, vadadustat-Vafseo or any other product and product
candidate, including those that may be in- licensed or acquired, and generate product revenue. The patient populations treated
with Auryxia and petential-the projected patient populations fer-vadadustatif-approved;-that will be treated with Vafseo
have CKD, a serious disease that increases the risk of cardiovascular disease including heart attacks and stroke and, in its most
severe form, results in, kidney failure and the need for dialysis or kidney transplant. Many patients with CKD are elderly with
comorbidities making them susceptible to significant health risks. Therefore, the likelihood of these patients having adverse
events, including serious adverse events is high. With respect to the global INNO2VATE Phase 3 program, the incidence of
treatment emergent adverse events, or TEAEs, during the Correction and Conversion study in vadadustat-Vafseo- treated
patients was 83. 8 % and 85. 5 % in darbepoetin alfa treated patients. During the study, the most common TEAEs reported in
vadadustat-Vafseo / darbepoetin alfa treated patients were hypertension Akebia Therapeutics, Inc. | Form 10- K | Page 68 (16.
2%/ 12.9 %) and diarrhea (10. 1 % /9. 7 %). Serious TEAEs were lower in ¥adadustat-Vafseo- treated patients at 49. 7 %
compared to 56. 5 % for darbepoetin alfa treated patients. The incidence of TEAEs during the prevalent dialysis patient study
(Conversion) in the wadadustat-Vafseo- treated patients was 88. 3 %, and 89. 3 % in darbepoetin alfa treated patients. During the
study, the most common TEAEs reported in ¥adadustat-Vafseo / darbepoetin alfa treated patients were diarrhea (13. 0 %/ 10. 1
%), pneumonia (11. 0 % /9. 7 %), hypertension (10. 6 %/ 13. 8 %), and hyperkalemia (9. 0 % / 10. 8 %). Serious TEAEs were
slightly lower for vadadustat-Vafseo- treated patients at 55. 0 % and 58. 3 % for darbepoetin alfa- treated patients. Patients with
DD- CKD experienced an increased risk of thromboembolic events compared to darbepoetin alfa with a time to first event HR of
1.20 (95 % CI 0. 96 —— 1. 50) driven by thrombosis of vascular access. With respect to the global PRO2TECT Phase 3
program, the incidence of TEAEs during the erythropetesis-stimulating-agent;or-ESA s-untreated patients study (Correction) in
the wadadustat-Vafseo - treated patients was 90. 9 %, and 91. 6 % in darbepoetin alfa- treated patients. During the study, the
most common TEAEs reported in adadustat-Vafseo / darbepoetin alfa- treated patients were end- stage renal disease (34. 7 % /
35. 2 %), hypertension (17. 7 %/ 22. 1. %), hyperkalemia (12. 3. % / 15. 6 %), urinary tract infection (12. 9 %/ 12. 0 %),
diarrhea (13. 9 %/ 10. 0 %), peripheral oedema (12. 5 %/ 10. 5 %), fall (9. 6 % / 10 %) and nausea (10 %/ 8. 2 %). Serious
TEAEs were 65. 3 % for vadadustat-Vafseo - treated patients and 64. 5 % for darbepoetin alfa- treated patients. The incidence of
TEAEs during the ESA- treated patients study (Conversion) in ¥adadustat-Vafseo- treated patients was 89. 1 % and 87. 7 % in
darbepoetin alfa- treated patients. During the study, the most common TEAESs reported in ¥adadustat-Vafseo / darbepoetin alfa-
treated patients were end- stage renal disease (27. 5 %/ 28. 4 %), hypertension (14. 4 % / 14. 8 %), urinary tract infection (12. 2
% / 14. 5 %), diarrhea (13. 8. % / 8. 8. %), peripheral oedema (9. 9 % / 10. 1 %) and pneumonia (10. 0 % /9. 7 %). Serious
TEAEs were 58. 5 % for vadadustat-Vafseo - treated patients and 56. 6 % for darbepoetin alfa- treated patients. Ferexampte;
during-During the conduct of our Phase 3 program for Vafseo, our team and hepatic experts analyzed hepatic cases (unbhnded
to treatment) and, following the completion of our global Phase 3 clinical program for vadadustat-Vafseo , there was a review of
hepatic safety across the vadadustat-Vafseo clinical program, which included eight completed Phase 2 and 3 studies in NDD-
CKD patients, 10 completed Phase 1, 2, and 3 studies, and two then- ongoing Phase 3b studies in DD- CKD patients, and 18
completed studies in healthy subjects (17 Phase 1 and one Phase 3). This review consisted of a blinded re- assessment of hepatic
events conducted by a separate panel of hepatic experts. While hepatocellular injury attributed to vadadustat-Vafseo was
reported in less than 1 % of patients, there was one case of severe hepatocellular injury with jaundice, and we cannot guarantee
that similar events will not happen in the future. Additionally, the FDA expressed safety concerns related to the risk of drug-
induced liver injury in the CRL that it issued in March 2022 , and these safety concerns were addressed following the FDRR
and resubmission to our NDA . Serious adverse events eensideredrelated to vadadustat-Vafseo , including those noted in the
CRL and label , and any other product candidates could have material adverse consequences on the development and potential
label expansion of Vafseo or the approval of sadadustat-er-our other product candidates and our business as a whole. Our
understanding of adverse events in prior clinical trials of Vafseo or our product candidates may change as we gather more
information, the FDA may not agree with our assessment of adverse events and additional unexpected adverse events may be
observed in future clinical trials or in the market. Adkebia-Fherapeuttes; Tne—Form1+0-K1PRage-70-Any of the above safety data
or other occurrences could delay or prevent us from achieving or maintaining marketing approval, harm or prevent sales of
Auryxia et-, Vafseo ifapproved;-vadadustat-or any other product or product candidate, including those that may be in- licensed
or acquired, increase our expenses and impair or prevent our ability to successfully commercialize Auryxia, ¥adadustat-Vafseo
or any other products or product candidates. In addition, any post- marketing clinical trials conducted, if successful, may expand
the patient populations treated with Auryxia, ¥adadustat-Vafseo or any other product we acquire or for which we receive
marketing approval, within or outside of their current indications or patient populations, which could result in the identification
of previously unknown undesirable effects, increased frequency or severity of known undesirable effects, or result in the
identification of unexpected safety signals. In addition, Vafseo as—vadadust&t—rf—appfeved—and any other products are
commercialized, they will be used in significantly larger patient populations, in less rigorously controlled environments and, in



some cases, by less experienced and less expert treating practitioners, than in clinical trials, which could result in increased or
more serious adverse effects being reported. As a result, regulatory authorities, healthcare practitioners, third party payors or
patients may perceive or conclude that the use of Auryxia, Vafseo vadadustatif-approved;-or any other products are associated
with serious adverse effects, undermining our commercialization efforts. Risks Related to Regulatory Approval We may not be
able to obtain marketing approval for ¥adadustat-er-any other-label expansion for Vafseo or any current or future product
candidate, or we may experience significant delays in doing so, any of which would materially harm our business. Clinical trials,
manufacturing and marketing of any product or product candidate are subject to extensive and rigorous review and regulation by
numerous governmental authorities in the U. S. and other jurisdictions. Before obtaining marketing approval for the commercial
sale of any product candidate, we must demonstrate through rigorous and extensive preclinical testing-development and
clinical trials that the product candidate is safe and effective for use in each target indication. This process can take many years
and marketing approval may never be achieved. Of the large number of drugs in development in the U. S. and in other
jurisdictions, only a small pcrccnlagc succcs‘%l‘ully complclc 1hc FDA’ s and olhcr regulatoryjuri%dictions” Akebia
Therapeutics, Inc.
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assusmanl as to the safety and efficacy of a drug, and the FDA s concern about the sa[clv or efficacy of v&da&us’fa-t—e-hmy
ether-product candidate could impact the regulatory authority” s decision in another country . In March 2022, we received the
CRL from the FDA regarding our NDA for vadadustat for the treatment of anemia due to CKD. Following a FDRR in
2022, we filed a resubmission to our NDA in 2023. On March 27, 2024, the FDA approved our NDA for vadadustat
under the trade name Vafseo for the treatment of anemia due to CKD in adults who have been receiving dialysis for at
least three months. However, we expended significant additional resources to obtain the approval of Vafseo, the
approved indication is limited to the treatment of anemia due to CKD in adults who have been receiving dialysis for at
least three months and the commercialization of Vafseo was delayed, which had and could continue to have an adverse
effect on our business. Vafseo is currently approved as a treatment for anemia due to CKD for dialysis dependent
patients in the U. S., European Union, United Kingdom, Switzerland and Australia. In Japan, Vafseo is approved as a
treatment for anemia due to CKD in both dialysis dependent and non- dialysis dependent patients and is marketed and
sold by our collaborator MTPC. In Taiwan and South Korea, Vafseo is approved for the treatment of symptomatic
anemia due to CKD in adult patients on chronic maintenance dialysis. We are not permitted to market Vafseo in any
additional jurisdictions or other indications until the requisite approval from regulatory authorities in such jurisdiction
is received. As a condition to receiving marketing approval for Vafseo in additional territories or for other indications,
we may be required by regulatory authorities to conduct additional preclinical studies or clinical trials. For example, we
have several lifecycle management and label expansion opportunities currently under evaluation for Vafseo, one of
which is the potential for alternative dosing, and another of which is label expansion for the treatment of adult patients
with NDD- CKD. However, we may be required to complete additional clinical trials before seeking approval for
additional indications, which are time consuming and expensive, and even though Vafseo is approved as a treatment for
anemia due to CKD for dialysis dependent patients, we may not be successful in any of our lifecycle management or label
expansion opportunities in the timeframe anticipated by us, or at all. For example, we plan to start a Phase 3 trial in the
second half of 2025 to potentially expand the Vafseo label to include the treatment of late- stage NDD- CKD patients,
however, we may not successfully demonstrate safety and / or efficacy needed to obtain regulatory approval or we may
be unable to complete the trial when anticipated or at all. If we do not obtain the approval of label expansion for the
treatment of adult patients with NDD- CKD or for alternative dosing in a timely manner, or at all, it could impact future
revenue and have an adverse effect on our business . Obtaining marketing approval in the U. S. and other jurisdictions for



any product candidate depends upon numerous factors, many of which are subject to the substantial discretion of the regulatory
authorities, including that regulatory agencies may not complete their review processes in a timely manner and / or , following
completion of the review process, may not grant marketing approval or such marketing approval may be limited. Furthermore,
approval of a drug does not ensure successful commercialization. For example, on September 23, 2015, the European
Commission, or EC, approved Fexeric (ferric citrate coordination complex) for the control Akeb-ra—'l:her&pettﬁes—l-ne—l—l:eﬂﬁ
-l-9-—l€|—P&ge—7—l—of hyperphoqphatemra in adult patients with CKD. Pursuant to the sunset clause under EU law, the EC’ s
approval of Fexeric in the EU was contingent on, among other things, our commencing marketing of Fexeric within three years;
although we successfully negotiated an extension to December 23, 2019, we did not commence marketing Fexeric by such date
and therefore the Fexeric approval in the EU has ceased to be valid. In additioen-April 2024 , our partner Averoa submitted its
marketing authorization application for ferric citrate in Europe and the application is still under review. Safety concerns
with a given product may impact marketmg approval For example, qafety concerns associated with the current standard of
care for the indications for Vafseo v at-may affect the FDA’ s or other
regulatory authorities’ review of the %afety reqults of Vadad-ttst&t—Vafseo Aeld-rt—teﬁa-l—ly—ln addition , these regulatory authorities
may not agree with our assessment of adverse events. Further, the policies or regulations, or the type and amount of clinical data
necessary to gain approval, may change during the course of a product candidate’ s clinical development and may vary among
jurisdictions. It is possible that vadadustat-our product candidates will never obtain marketing approval in the U. S. or certain

other Jurrqdrctloni or for some or all of the 1ndrcat1om for which we Seek approval Feeex&mp-le—eh&ﬂges—rrreﬁ-he—eﬁaetmeﬁt—ef

S3

FDA or other regulatory authormeq may delay, lnnrt or deny approval of Vadadust&t—any product candldate for many reasons

1nclud1ng, among others: *

modestly positive, or there may be concerns with the proﬁle due to efﬁcacy or iafety, * the results of our clrnrcal trials may not
meet the level of statistical or clinical significance required by the relevant regulatory authority for review and / or marketing

approval; Akebia Therapeutics, Inc. | Form 10- K | Page 70 - the relevant regulatory authority may disagree with our
interpretation of data from our preclinical studies and clinical trials; ¢ the relevant regulatory authority may disagree with the
number, design, size, conduct or implementation of our clinical trials; ¢ the relevant regulatory authority may not approve the
formulation;Jabeling—-- label expansion orspeetfieations-we request for vadadustat-Vafseo ;  the relevant regulatory authority
may approve ¥adadustat-er-any ether-product candidate for use only in a small patient population or for fewer or more limited
indications than we request; ¢ the relevant regulatory authority may require that we conduct additional clinical trials or repeat
one or more clinical trials; ¢ the FDA or other relevant regulatory authority may require development of a REMS as a condition
of approval or post- approval; ¢ the relevant regulatory authority may grant approval contingent on the performance of costly
post- marketing clinical trials; ¢ the relevant regulatory authority' s onsite inspections may be delayed dueto-the-reeent-COVID-
19-pandemte-or-otherwise-; * we, or our CROs or other vendors, may fail to comply with GxP or fail to pass any regulatory
inspections or audits; * we or our third - party manufacturers may fail to perform in accordance with the FDA’ s or other relevant
regulatory authorrty s cGMP requrrement% and gurdance 7 ata 8 a

Akeb-ta—’Phefapettﬁes—I-ne—l—Feﬂﬂ—l—G—lékP&ge#—Z— the relevant regulatory author1ty could deem that our ﬁnancral relatronihrp%

with certain principal investigators constitute a conflict of interest, such that the data from those principal investigators may not
be used to support our applications; ¢ as part of any future regulatory process, the FDA may ask an Advisory Committee to
review portions of the NDA, the FDA may have difficulty scheduling an Advisory Committee meeting in a timely manner or, if
convened, an FDA Advisory Committee could recommend non- approval, conditions of approval or restrictions on approval,
and the FDA may ultimately agree with the recommendations; ¢ the relevant regulatory authority’ s review process and
decision- making regarding wadadustat-and-any ether-product candidate may be impacted by the results of our and our
competitors’ clinical trials and safety concerns of marketed products used to treat the same indications as the indications for
which wadadustat-Vafseo and any other product candidate are being developed; ¢ the relevant regulatory authority may not
approve the manufacturing processes or facilities of third - party manufacturers with whom we contract; or ¢ the policies or
regulations of the relevant regulatory authority may significantly change in a manner that renders our clinical data insufficient
for approval or requires us to amend or submit new clinical protocols. #-Moreover, principal investigators for our future
clinical trials may serve as scientific advisors or consultants to us and receive compensation in connection with such
services. Under certain circumstances, we experieree-may be required to report some of these relationships to the FDA or
comparable foreign regulatory authorities. The FDA or a comparable foreign regulatory authority may conclude that a
financial relationship between us and a principal investigator has created a conflict of interest or otherwise affected




interpretation of the study. The FDA or comparable foreign regulatory authority may therefore question the integrity of
the data generated at the applicable clinical trial site and the utility of the clinical trial itself may be jeopardized. This
could result in a delay in approval, or rejection, of our marketing applications by the FDA or comparable foreign
regulatory authority, as the case may be, and may ultimately lead to the denial of marketing approval of one or more of
our product candidates. In addition, we could be adversely affected by several significant administrative law cases
decided by the U. S. Supreme Court in 2024. In Loper Bright Enterprises v. Raimondo, for example, the court overruled
Chevron U. S. A., Inc. v. Natural Resources Defense Council, Inc., which for 40 years required federal courts to defer to
permissible agency interpretations of statutes that are silent or ambiguous on a particular topic. The U. S. Supreme
Court stripped federal agencies of this presumptive deference and held that courts must exercise their independent
judgment when deciding whether an agency such as the FDA acted within its statutory authority under the
Administrative Procedure Act, or the APA. Additionally, in Corner Post, Inc. v. Board of Governors of the Federal
Reserve System, the court held that actions to challenge a federal regulation under the APA can be initiated within six
years of the date of injury to the plaintiff, further—- rather than the date the rule is finalized. The decision appears to give
prospective plaintiffs a personal statute of limitations to challenge longstanding agency regulations. Another decision,
Securities and Exchange Commission v. Jarkesy, overturned regulatory agencies’ ability to impose civil penalties in
administrative proceedings. These decisions could introduce additional uncertainty into the regulatory process and may
result in additional legal challenges to actions taken by federal regulatory agencies, including the FDA and CMS, that we
rely on. In addition to potential changes to regulatlons as a result of legal challenges, these dec1s10ns may result in
increased regulatory uncertainty and delays and teb ApP . i
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market new dlw pmducls may be 1mpaeled by eﬁge-rﬁg—llllgallon Lhdlluwmﬂ the FDA S dppm\dl of ﬂa-rfepﬂsteﬂe—another
company’ s drug product . In Speeifieatlyon-April 7-2023, the U. S. District Court for the Northern District of Texas stayed
invalidated the approval by the FDA of mifepristone, a dlw product which was originally approved in 2000 and whose

distribution is governed by \dll()u\ eeﬂd-rt—teﬁs—measures ddopud under a REMS. The -I-ﬂ—feaehmg—th&t—éeetﬁeﬁ—t-he—d-tstﬂe’f
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expanded access of mi L])ll%lOllL that— which the FDA authorized in 2016 dl]d ()21 , Were ar bllldl\ and Ldplluous In June On

September-8;2623-2024 ,
feqttest-mg—t-h&t—t-he—U—S—S upreme Court feﬂew—reversed that dec1s10n after unanlmously findlng that the plalntlffs dld not
have standing to bring this legal action against the FDA. On October 11, 2024, the Attorneys General of the-three states
(Missouri, Idaho and Kansas) filed an amended complaint in the U. S. District eotirtt-Court for the Northern District of
Texas challenging the FDA ° s deeiston-actions . On Beeember+3-January 16, 2025, the district court agreed to allow these
states to file an amended complaint and continue to pursue this challenge. Depending on the outcome of this litigation,
our ability to develop new drug product candidates and to maintain approval of existing drug products could be delayed,
undermined or subject to protracted litigation. Finally, with the change in presidential administrations in 2025, there is
substantial uncertainty as to how, if at all, the new administration will seek to modify or revise the requirements and
policies of the FDA, CMS and other government agencies with jurisdiction over our products and product candidates.
Any change in regulations or policies at FDA, CMS or other government agencies could adversely affect our products
and product candidates, including the regulatory process or the pricing or reimbursement of our products or product
candidates. In addition, the FDA, CMS and other government agencies recently experienced reductions in workforce
and could experience additional such actions. Any disruptions at those agencies or uncertainty from any regulatory
changes that affect the development or commercialization of our products and product candidates could present new
challenges as we navigate the clinical development and approval process for our product candidates and could have an
adverse effect on the commercialization of our products. If we are unable to obtain or maintain marketing approval in
jurisdictions outside the United States, we and our partners will not be able to market any product or product
candidates outside of the United States. In order to market and sell our product candidates in the European Union,
Japan and many other jurisdictions, we or our partners must obtain or maintain separate marketing approvals and



comply with numerous and varying regulatory requirements. Approval by the FDA does not ensure approval by
regulatory authorities in other countries or jurisdictions, and approval by one regulatory authority outside the United
States does not ensure approval by regulatory authorities in other countries or jurisdictions or by the FDA. The approval
procedure varies among countries and can involve additional testing. In addition, clinical trials conducted in one country
may not be accepted by regulatory authorities in other countries. The time required to obtain or maintain approval may
differ substantially from that required to obtain or maintain FDA approval. The regulatory approval process outside the
United States generally includes all of the risks associated with obtaining or maintaining FDA approval. In addition, in
many countries outside the United States, it is required that the product be approved for reimbursement before the
product can be approved for sale in that country. We and our partners may not obtain or maintain approvals from
regulatory authorities outside the United States on a timely basis or at all. Additionally, we and our partners could face
heightened risks with respect to obtaining or maintaining marketing authorizations in the UK as a result of the
withdrawal of the UK from the EU, commonly referred to as Brexit. The UK is no longer part of the European Single
Market and EU Customs Union. As of January 1, 2025, the Medicines and Healthcare Products Regulatory Agency, or
MHRA, is responsible for approving all medicinal products destined for the United Kingdom market (i. e., Great Britain
and Northern Ireland). At the same time, a new international recognition procedure, or IRP, will apply, which intends to
facilitate approval of pharmaceutical products in the UK. The IRP is open to applicants that have already received an
authorization for the same product from one of the MHRA’ s specified Reference Regulators, or RRs. The RRs notably
include EMA and regulators in the EEA member states for approvals in the EU centralized procedure and mutual
recognition procedure as well as the FDA (for product approvals granted in the U. S.). However, the concrete functioning
of the IRP is currently unclear. Any delay in obtaining, maintaining or an inability to obtain or maintain, any marketing
approvals may force us or our partners to restrict or delay efforts to seek regulatory approval in the UK for our product
candidates, which could significantly and materially harm our business. In addition, foreign regulatory authorities may
change their approval policies and new regulations may be enacted. For instance, the EU pharmaceutical legislation is
currently undergoing a complete review process, in the context of the Pharmaceutical Strategy for Europe initiative,
launched by the European Commission in November 2020. The European Commission’ s proposal for revision of several
legislative instruments related to medicinal products (potentially reducing the duration of regulatory data protection,
revising the eligibility for expedited pathways, etc.) was published on April 26 , 2023 ;the-U-. S—Supreme-Courtgranted
The proposed revisions remain to be agreed and adopted by these—- the petittonsfor-writ-ofeerttorari-for-European
Parliament and European Council and the appeals-proposals may therefore be substantially revised before adoption,
which is not anticipated before early 2026. The revisions may, however, have a significant impact on the pharmaceutical
industry and eetirt-—-- our business in the long term . Products approved for marketing are subject to extensive post- marketing
regulatory requirements , including post- approval pediatric studies for Auryxia and Vafseo, and could be subject to post-
marketing restrictions or withdrawal from the Akebia Therapeutics, Inc. | Form 10- K | Page 72 market, and we may be
subject to penalties, including withdrawal of marketing approval, if we fail to comply with regulatory requirements or if we
experience unanticipated problems with our products, or product candidates, when and if any-efthemis-approved. Marketing
approvals may be subject to limitations on the approved indicated uses for which the product may be marketed ot other
conditions of approval, or contain requirements or commitments for potentially costly post- marketing studies and surveillance
to monitor the safety and efficacy of the product, including REMS, or registries or observational studies. For example, in
connection with the FDA approvals of Auryxia and Vafseo , we #ittaly-committed to the FDA to conduct certain post-
approval pediatric studies of Auryxia and Vafseo under the Pediatric Research Equity Act of 2003, or PREA. Under PREA, an
NDA or supplement to an NDA for certain drug products must contain data to assess the safety and effectiveness of the drug
product in all relevant pediatric subpopulations and to support dosing and administration for each pediatric subpopulation for
which the product is safe and effective, unless the sponsor receives a deferral or waiver from the FDA. A deferral may be
granted for several reasons, including a finding that the product or therapeutic candidate is ready for approval for use in adults
before pediatric trials are complete or that additional safety or effectiveness data needs to be collected before the pediatric trials
begin.With regard to the Hyperphosphatemia Indication for Auryxia,we initially committed to completing the original post-
approval pediatric study and submitting a final report to the FDA by December 31,2019.However,we did not complete the study
according to the original schedule and therefore did not submit the required final report by December 31,2019.Consequently,we
received a notification of noncompliance with PREA.We have since been released from the original post marketing
requirement,or PMR,and a new PMR was issued that provided that the final report was-is due in April 2024 .Therefore,this
PMR trial is no longer considered delayed and is open and actively enrolling patients .In June 2023 we requested an
extension of time for the submission of the final report and such request was demed by the FDA in August 2023. T—he
Therefore,the final report for this PMR trial is still engeing-and-a e ents;but-the-fina 3 he-trt
was-due in April 2024, se-and we are unlikely to complete the trial ﬁeeﬂsrdefed-de}ayed-by that time Wlth regard to Aufy*ra
for-the-treatment-of IDA-in-adut NDD—-CkDpatients;er-our |DA Indication,we initially committed to completing the post-
approval pediatric study and submitting a final report to the FDA by January 2023.We did not meet a reguired-milestone relating
to this post- approval pediatric study of Auryxia in a timely manner and received a notification from the FDA.Subsequently,the
FDA agreed to extend the pediatric clinical trial timelines for the IDA Indication and-required-thatthe-final-report-be-submitted
#HrAugast2024- We subsequently communicated to the FDA that we would be delaying the start of the clinical trial in the IDA
Indication while we work to produce smaller size tablets.In response,the FDA issued a partial clinical hold until we manufacture
the smaller tablets and provide the FDA with relevant information regarding the smaller sized tablets for review.The FDA lifted

the partial clinical hold in June 2022, aﬂd-we—eeﬂt-rﬂued-te-eeﬂduet—feaﬂbﬂﬁy—low ever,we have not commenced start- up of this
study pending resolution 11 sstor-of the manufacturing of final-report




successfully by the applicable deadllne, or have further delays in completlng these studies,we will need to inform the

FDA have further discussions and,if the FDA finds that we failed to comply with pediatric study requirements,in violation of
applicable law,it could institute enforcement proceedings to seize or enjoin the sale of Auryxia s-or seek civil penalties er-ether
adverse-eonsequenees-, which would have a material adverse impact on our ability to commercialize Auryxia and our ability to
generate revenues from Auryxia.In addition,the manufacturing processes,labeling,packaging,distribution,adverse event
reporting,storage,advertising,promotion and recordkeeping for Auryxia, ¥afsee-vadadustat,if approved, and any other product
for which we receive regulatory approval will be subject to extensive and ongoing regulatory requirements and guidance.These
requirements and guidance include manufacturing processes and procedures (including record keeping),the implementation and
operation of quality systems to control and assure the quality of the product,submissions of safety and other post- marketing
information and reports,as well as continued compliance with cGMPs and GCPs for any clinical trials that we conduct post-
approval.If we,our contract manufacturing organizations,or CMOs,or other third parties we engage fail to adhere to such
regulatory requirements and guidance,we could suffer significant consequences,including product seizures or recalls,loss of
product approval,fines and sanctions,reputational damage,loss of customer confidence,shipment delays,inventory
shortages,inventory write- offs and other product- related charges and increased manufacturing costs,and our development or
commercialization efforts may be materially harmed.Post- approval discovery of previously unknown problems with an
approved product,including adverse events of unanticipated severity or frequency or relating to manufacturing
operations or processes,or failure to comply with regulatory requirements,may result in,among other things:*
restrictions on the marketing,distribution,use or manufacturing of the product;* withdrawal of the product from the
market,or product recalls;e restrictions on the labeling or marketing of a product;e fines,restitution or disgorgement of
profits or revenues; Akebia Therapeutics, Inc. | Form 10- K | Page 73 trials are complete or that additional safety......
disgorgement of profits or revenues; * warning or untitled letters or clinical holds; * refusal by the FDA or other regulatory
authorities to approve pending applications or supplements to approved applications filed by us, or suspension or revocation of
product approvals; ¢ product seizure or detention, or refusal to permit the import or export of products; * REMS; and *
injunctions or the imposition of civil or criminal penalties. For example, we previously had three limited, voluntary recalls of
Auryxia. These and any other recalls or any supply, quality or manufacturing issues in the future related to Auryxia or Vafseo
could result in significant negative consequences, including reputational harm, loss of customer confidence, and a negative
impact on our financials, any of which could have a material adverse effect on our business and results of operations, and may
impact our ability to supply Auryxia in the U. S. and Vafseo in the U. S., Japan, ¥afseetndapan-and-Europe or vadadustat+f
appreved-in other countries, for commercial and clinical use. Non- compliance with the FDA, the EMA, the PMDA and other
regulatory authorities’ requirements regarding safety monitoring or pharmacovigilance can also result in significant financial
penalties. The FDA’ s policies and those of other regulatory authorities may change, and additional government regulations may
be enacted. We cannot predict the likelihood, nature or extent of government regulations that may arise from future legislation
Akebia-Therapeuties; Ine—{Form1H0-—K{Page-74-or administrative action, either in the U. S. or in other jurisdictions. If we are
slow or unable to adapt to changes in existing requirements or the adoption of new requirements or policies, or 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, which would materially adversely affect our business. Risks Related to Governmental Regulation and
Compliance We are subject to complex regulatory schemes that require significant resources to ensure compliance and our
failure to comply with applicable laws could subject us to government scrutiny or enforcement, potentially resulting in costly
investigations, fines, penalties or sanctions, contractual damages, reputational harm, administrative burdens and diminished
profits and future earnings. In general, a variety of laws apply to us or may otherwise restrict our activities, including the
following: * laws and regulations governing the conduct of preclinical studies and clinical trials in the U. S. and other countries
in which we are conducting such studies; ¢ anti- corruption and anti- bribery laws, including the FCPA, the UK Bribery Act and
various other anti- corruption laws in countries outside of the U. S.; « data privacy laws existing in the U. S., the EU, the UK
and other countries in which we operate, including the U. S. Health Insurance Portability and Accountability Act of 1996, or
HIPAA, as amended by the Health Information Technology for Economic and Clinical Health Act, or HITECH, state privacy
and data protection laws, such as the California Consumer Privacy Act, or CCPA, as amended by the California Privacy Rights
Act 0f 2020, or CPRA, as well as other state consumer protection laws, GDPR, any additional applicable EU member state, or
EU Member State, data protection laws in force from time to time, the retained EU law version of the General Data Protection
Regulation as saved into United Kingdom law by virtue of section 3 of the United Kingdom' s European Union (Withdrawal)
Act 2018 ;orthe FH-GBPR-;  federal and state laws requiring the submission of accurate product prices and notifications of
price increases; * federal and state securities laws; ¢ environmental, health and safety laws and regulations; and ¢ international
trade laws, which are laws that regulate the sale, purchase, import, export, re- export, transfer and shipment of goods, products,
materials, services and technology. In addition, our relationships with healthcare providers, physicians and third party payors
expose us to broadly applicable fraud and abuse laws that may constrain the business or financial arrangements and relationships
through which we market, sell and distribute Auryxia and Vafseo vadadustatif-approved;-and any other products for which we
may obtain marketing approval. As such, these arrangements are subject to applicable anti- kickback, fraud and abuse, false
claims, transparency, health information privacy and security, and other healthcare laws and regulations at federal, state and
international levels. These restrictions include, but are not limited to, the following: ¢ the Food, Drug and Cosmetic Act of 1938,
as amended, or FDCA, which among other things, strictly regulates drug product marketing and promotion and prohibits



manufacturers from marketing such products for off- label use; Akebia Therapeutics, Inc. | Form 10- K | Page 74 - federal
laws that require pharmaceutical manufacturers to report certain calculated product prices to the government or provide certain
discounts or rebates to government authorities or private entities, often as a condition of reimbursement under government
healthcare programs, and laws requiring notification of price increases; ¢ the federal Anti- Kickback Statute, which prohibits,
among other things, persons from knowingly and willfully soliciting, offering, receiving or providing remuneration, directly or
indirectly, in cash or in kind, to induce or reward, or in return for, either the referral of an individual for, or the purchase, order or
recommendation or arranging of, any good or service, for which payment may be made under a federal healthcare program such
as Medicare and Medicaid; * the federal False Claims Act, which imposes criminal and civil penalties, including through civil
whistleblower or qui tam actions, against individuals or entities for, among other things, knowingly presenting, or causing to be
presented, false or fraudulent claims for payment by a federal healthcare program or making a false statement or record material
to payment of a false claim or avoiding, decreasing or concealing an obligation to pay money to the federal government, with
potential liability including mandatory treble damages and significant per- claim penalties, and violations of the FDCA, the
federal government pricing laws, and the federal Anti- Kickback Statute trigger liability under the federal False Claims Act; ¢
HIPAA, which imposes criminal and civil liability for executing a scheme to defraud any healthcare benefit program or making
false statements relating to healthcare matters; Akebta-Therapeuties; Ine—{Form10-KtPage-75— HIPAA, as amended by the
HITECH, and their respectlve implementing regulations, also imposes obligations, including mandatory contractual terms, with
respect to safeguarding the privacy, security and transmission of individually identifiable health information; ¢ the federal Open
Payments Act (the former Physician Payments Sunshine Act) requires applicable manufacturers of covered drugs to report
payments and other transfers of value to physicians, other healthcare providers and teaching hospitals, as well as ownership and
investment interests held by physicians and their immediate family members; * analogous state and-foreign-laws and regulations,
such as state anti- kickback and false claims laws and gift ban and transparency statutes, which may apply to sales or marketing
arrangements and claims involving healthcare items or services reimbursed by state Medicaid or other programs, or non-
governmental third party payors, including private insurers, and which are not preempted by federal laws and often differ from
state to state, thus complicating compliance efforts; and « U. S. state laws restricting interactions with healthcare providers and
other members of the healthcare community or requiring pharmaceutical manufacturers to implement certain compliance
standards, which vary from state to state. Because of the breadth of these U. S. laws, and their non- U. S. equivalents, and the
narrowness of the statutory exceptions and safe harbors available, it is possible that some of our business activities could be
subject to challenge under one or more of such laws. In addition, recent healthcare reforms have strengthened these laws. For
example, the Health Care Reform Act, among other things, amended the intent requirement of the federal Anti- Kickback
Statute. A person or entity no longer needs to have actual knowledge of the statute or specific intent to violate the law. The
Health Care Reform Act also amended the False Claims Act, such that violations of the Anti- Kickback Statute are now deemed
violations of the False Claims Act. Some state laws require pharmaceutical companies to comply with the pharmaceutical
industry’ s voluntary compliance guidelines, such as the Pharmaceutical Research and Manufacturers of America Code on
Interactions with Health Care Professionals sknewn-as-the PhRMA-Cede-. Additionally, some state and local laws require the
registration and specific training of pharmaceutical sales representatives in the jurisdiction. State and foreign laws also govern
the privacy and security of health information in some circumstances, many of which differ from each other in significant ways
and often are not preempted by HIPAA. Efforts to ensure that our business complies with applicable healthcare laws and
regulations involves substantial costs and requires us to expend significant resources. One of the potential areas for
governmental scrutiny involves federal and state requirements for pharmaceutical manufacturers to submit accurate price reports
to the government. Because our processes for calculating applicable government prices and the judgments involved in making
these calculations involve subjective decisions and complex methodologies, these calculations are subject to risk of errors and
differing interpretations. In addition, they are subject to review and challenge by the applicable governmental agencies, or
potential qui tam complaints, and it is possible that such reviews could result in changes, recalculations, or defense costs that
may have adverse legal or financial consequences. It is possible that governmental authorities will conclude that our business
practices may not comply with current or future statutes, regulations or case law involving applicable fraud and abuse or other
healthcare laws and regulations. If our operations are found to be in violation of any of these laws or any other governmental
regulations that may apply to us, we may be subject to significant civil, criminal and administrative penalties, damages, fines,
imprisonment, exclusion of products from government funded healthcare programs, such as Medicare and Medicaid, and the
curtailment or restructuring of our operations, any of which could materially adversely affect our business and would result in
increased Akebia Therapeutics, Inc. | Form 10- K | Page 75 costs and diversion of management attention and could
negatively impact the development, regulatory approval and commercialization of Auryxia or vadadustat-Vafseo , any of which
could have a material adverse effect on our business. Further, if any of the physicians or other healthcare providers or entities
with whom we expect to do business is found to be not in compliance with applicable laws, they may be subject to criminal, civil
or administrative sanctions, including exclusions from participation in government funded healthcare programs. We will incur
significant liability if it is determined that we are promoting any “ off- label ” use of Auryxia , Vafseo or any other product we
may develop, in- license or acquire or if it is determined that any of our activities violates the federal Anti- Kickback Statute.
Physicians are permitted to prescribe drug products for uses that differ from those approved by the FDA or other applicable
regulatory agencies. Although the FDA and other regulatory agencies do not regulate a physician’ s choice of treatments, the
FDA and other regulatory agencies do restrict manufacturer communications regarding unapproved uses of an approved drug.
Companies are not permitted to promote drugs for unapproved uses or in a manner that is inconsistent with the FDA- approved
labeling. There are also restrictions about making comparative or superiority claims based on safety or efficacy that are not
supported by substantial evidence. Accordingly, we may not promote Auryxia in the U. S. for use in any indications other than
the Hyperphosphatemia Indication and the IDA Indication, and Vafseo for the treatment of anemia due to CKD in adults



who have been receiving dialysis for at least three months, and all promotional claims must be consistent with the FDA-
approved labeling for Auryxia the federal level and set minimum standards for the regulation of drug distributors by the
states.A company that is found to have improperly promoted off- label uses or to have otherwise engaged in false or misleading
promotion or improper distribution of drugs will be subject to significant liability,potentially including civil and administrative
remedies as well as criminal sanctions.It may also be subject to exclusion and debarment from federal healthcare reimbursement
programs.Notwithstanding the regulatory restrictions on off- label promotion,the FDA and other regulatory authorities allow
companies to engage in truthful,non- misleading,and non- promotional scientific communications concerning their products in
certain circumstances.For example,in Jangary-October 2025-2023 ,the FDA published finat-draft guidance outlining the
agency’ s non- binding policies governing the distribution of scientific information on unapproved uses to healthcare
providers.This finat-draft guidance calls for such communications to be truthful,non- misleading,factual,and unbiased and
include all information necessary for healthcare providers to interpret the strengths and weaknesses and validity and utility of
the information about the unapproved use.In addition,under some relatively recent guidance from the FDA and the Pre-
Approval Information Seewrtttes-Exchange Act 4934~ as-amended;-or PIE t-he—E-xehaﬁge—Act signed into law as part of the
Consolidated Appropriations Act of 2023,or the Consolidated Appropriations Act,companies may also previde-promote
information that is consistent with the prescribing information a-preduetsFDA-approved—tabelingand proactively speak to
formulary committee members of payors regarding data for an unapproved drug or unapproved uses of an approved drug.We
intend to engage in these discussions and communicate with healthcare providers,payors and other constituencies in compliance
with all applicable laws,regulatory guidance and industry best practices.Although we believe we have put in place a robust
compliance program and processes designed to ensure that all such activities are performed in a legal and compliant
manner,such program and processes may not be sufficient to deter or detect all violations,and we will need to carefully navigate
the FDA’ s various regulations,guidance and policies,along with recently enacted legislation,to ensure compliance with
restrictions governing promotion of our products.In addition,if a company’ s activities are determined to have violated the
federal Anti- Kickback Statute,this can also give rise to liability under the federal False Claims Act and such violations can
result in significant fines,criminal and civil remedies,and exclusion from Medicare and Medicaid.There is increased government
focus on relationships between the pharmaceutical industry and physicians,pharmacies (especially specialty pharmacies),and
other sources of referrals.Common industry activities,such as speaker programs,insurance assistance and support,relationships
with foundations providing copayment assistance,and relationships with patient organizations and patients are receiving
increased governmental attention.If any of our relationships or activities is determined to violate applicable federal and state
anti- kickback laws,false claims laws,or other laws or regulations,the company and / or company executives,employees,and
other representatives could be subject to significant fines and criminal sanctions,imprisonment,and potential exclusion from
Medicare and Medicaid,and could harm our reputation or result in significant legal expenses and distraction of
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minimum standards...... and d1stract10n of management D1srupt10ns in the FDA, regulatory authorities outside the U. S. , CMS
and other government agencies caused by funding shortages, global health concerns or funding-shortages-other events could
prevent aew-products , product candidates and services from being developed or commercialized in a timely manner, with
expected terms or at all, which could negatively impact our business. The ability of the FDA and regulatory authorities outside
the U. S. to review and approve aew-products and product candidates can be affected by a variety of factors, including
government budget and fundlng levels, stafﬁng shortages, statutory, regulatory, and pohcy changes, global health

concerns v g stey y and other events
that may otherwise affect the FDA’ s or other regulatory authorrtres abrhty to perforrn routrne functrons Average review times
at the FDA have fluctuated in recent years as a result of certain of these factors. In addition, government funding of other
government agencies that fund R & D activities is subject to the political process, which is inherently fluid and unpredictable.
Disruptions at the FDA and other agencies may increase the time necessary for new drugs to be reviewed or approved by
necessary government agencies, which would adversely affect our business. If a prolonged government shutdown occurs, it
could significantly impact the ability of the FDA or other regulatory authorities to timely review and process our, or our
collaboration partners', regulatory submissions, which could have a material adverse effect on our business. If a prolonged
government shutdown occurs, or if global health concerns prevent the FDA or other regulatory authorities from conducting their
regular inspections, reviews, or other regulatory activities, it could significantly impact the ability of the FDA or other
regulatory authorities to timely review and process our regulatory submissions, which could have a material adverse effect on
our business. Akebta-Therapetties;Ine-- In addition, with the change in presidential administrations in 2025, there is
substantial uncertainty as to how, if at all, the new administration will seek to modify or revise the requirements and
policies of the FDA, CMS and other government agencies with jurisdiction over our products and product candidates . {
Form1+0-K-{Page-77-Any change in regulations or policies at FDA, CMS or other government agencies could adversely
affect our products and product candidates, including the regulatory process or the pricing or reimbursement of our
products or product candidates. In addition, the FDA, CMS and other government agencies recently experienced




reductions in workforce and could experience additional such actions. Any disruptions at those agencies or uncertainty
from any regulatory changes that affect the development or commercialization of our products and product candidates
could present new challenges as we navigate the clinical development and approval process for our product candidates
and could have an adverse effect on the commercialization of our products. These and other actions by the new
administration could impact our business as a regulated entity and as a biopharmaceutical company, and we cannot
anticipate in what ways and the magnitude of the impacts. Compliance with privacy and data security requirements could
result in additional costs and liabilities to us or inhibit our ability to collect and process data globally, and the failure to comply
with such requirements could subject us to significant fines and penalties, which may have a material adverse effect on our
business, financial condition or results of operations. The regulatory framework for the collection, use, safeguarding, sharing,
transfer and other processing of information worldwide is rapidly evolving and is likely to remain uncertain for the foreseeable
future. Globally, virtually every jurisdiction in which we operate has established its own data security and privacy frameworks
with which we must comply. For example, the collection, use, disclosure, transfer, or other processing of personal data regarding
individuals in the EU, including personal health data, is subject to the GDPR, which took effect across all member states of the
EEA, in May 2018. Following the withdrawal of the UK from the EU, the UK Data Protection Act 2018 applies to the
processing of personal data that takes place in the UK and includes parallel obligations to those set forth by GDPR. The GDPR
is wide- ranging in scope and imposes numerous requirements on companies that process personal data when required, including
requirements relating to processing health and other sensitive data, obtaining consent of the individuals to whom the personal
data relates, when required, providing information to individuals regarding data processing activities, implementing safeguards
to protect the security and confidentiality of personal data, providing notification of data breaches, and taking certain measures
when engaging third party processors. The GDPR increases our obligations as a sponsor in clinical trials in the EEA by
expanding the definition of personal data to include coded data and requiring changes to informed consent practices and more
detailed notices for clinical trial patients and investigators. The GDPR also permits data protection authorities to require
destruction of improperly gathered or used personal information and / or impose substantial fines for violations of the GDPR,
which can be up to four percent of the total worldwide annual turnover of a group of companies from the preceding financial
year or 20 million Euros, whichever is greater, and it also confers a private right of action on data subjects and consumer
associations to lodge complaints with supervisory authorities, seek judicial remedies, and obtain compensation for damages
resulting from violations of the GDPR. In addition, the GDPR provides that EU Member States may make their own further
laws and regulations limiting the processing of personal data, including genetic, biometric or health data and permits EU
Member States to adopt further penalties for violations that are not subject to the administrative fines outlined in the GDPR. The
GDPR also imposes strict rules on the transfer of personal data to countries outside the EU, including the U. S. and, as a result,
increases the scrutiny that we should apply to transfers of personal data from such sites to countries that are considered to lack
an adequate level of data protection, such as the U. S. There is ongoing uncertainty about the transfer Akebia Therapeutics,
Inc. | Form 10- K | Page 77 mechanisms that companies rely upon to enable the legal transfer of personal data from the EU to
other countries. For example, in July 2020, the Court of Justice of the European Union yerthe-€HE-invalidated the EU- U. S.
Privacy Shield, one of the mechanisms used to legitimize the transfer of personal data from the EEA to the U. S. Although a
new Data Privacy Framework has been adopted, as court decisions and regulatory guidance evolves, challenges remain with
respect to GDPR compliance. Companies must continue to monitor the regulatory landscape and implement necessary changes,
all of which may be costly and may put the company out of compliance while any changes are being implemented. Following
the withdrawal of the UK from the EU, the UK Data Protection Act 2018 applies to the processing of personal data that takes
place in the UK and includes parallel obligations to those set forth by GDPR. In relation to data transfers, both the UK and the
EU have determined, through separate “ adequacy ” decisions, that data transfers between the two jurisdictions are in
compliance with the UK Data Protection Act and the GDPR, respectively. The UK and the U. S. have also agreed to a U. S.-
UK “ Data Bridge ”, which functions similarly to the EU- U. S. Data Privacy Framework and provides an additional legal
mechanism for companies to transfer data from the UK to the U. S. In addition to the UK, Switzerland has approved an
adequacy decision in relation to the Swiss- U. S. Data Privacy Framework (which would function similarly to the EU- U. S.
Data Privacy Framework and the U. S.- UK Data Bridge in relation to data transfers from Switzerland to the U. S.). Any
changes or updates to these developments have the potential to impact our business. Additionally, in October 2022, President
Biden signed an executive order to implement the EU- U. S. Data Privacy Framework, which serves as a replacement to the EU-
U. S. Privacy Shield. The EU initiated the process to adopt an adequacy decision for the EU- U. S. Data Privacy Framework in
December 2022, and the EC adopted the adequacy decision on July 10, 2023. The adequacy decision permits U. S. companies
who self- certify to the EU- U. S. Data Privacy Framework to rely on it as a valid data transfer mechanism for data transfers
from the EU to the U. S. However, some privacy advocacy groups have already-challenged or suggested that they will be
challenging the EU- U. S. Data Privacy Framework. If these challenges are successful, they may not only impact the EU- U. S.
Data Privacy Framework, but also further limit the viability of the standard contractual clauses and other data transfer
mechanisms. The uncertainty around this issue has the potential to impact our business internationally. Given the breadth and
depth of changes in data protection obligations, complying with the GDPR’ s requirements is rigorous and time intensive and
requires significant resources and a review of our technologies, systems and practices, as well as those of any third party
collaborators, service providers, contractors or consultants that process or transfer personal data collected in the EU. The GDPR
and other changes in laws or regulations associated with the enhanced protectlon of certain types of sensitive data, such as
healthcare data or other personal information from our clinical trials, could require us to change our Akebta-Therapetties; Ine—
Form1H0-K-1PageF8-business practices and put in place additional compliance mechanisms, may interrupt or delay our
development, regulatory and commercialization activities and increase our cost of doing business, and could lead to government
enforcement actions, private litigation and significant fines and penalties against us and could have a material adverse effect on



our business, financial condition or results of operations. Similar privacy and data security requirements are either in place or
underway in the U. S. There are a broad variety of data protection laws that may be applicable to our activities, and a range of
enforcement agencies at both the state and federal levels that can review companies for privacy and data security concerns. The
Federal Trade Commission, or the FTC, and state Attorneys General all are aggressive in reviewing privacy and data security
protections for consumers. For example, the FTC has been particularly focused on the unpermitted processing of health and
genetic data through its recent enforcement actions and is expanding the types of privacy violations that it interprets to be “
unfair ”” under Section 5 of the Federal Trade Commission Act, as well as the types of activities it views to trigger the Health
Breach Notification Rule (which the FTC also has the authority to enforce). The agency is also in the process of developing
rules related to commercial surveillance and data security that may impact our business. We will need to account for the FTC’ s
evolving rules and guidance for proper privacy and data security practices in order to mitigate our risk for a potential
enforcement action, which may be costly. If we are subject to a potential FTC enforcement action, we may be subject to a
settlement order that requires us to adhere to very specific privacy and data security practices, which may impact our business.
We may also be required to pay fines as part of a settlement (depending on the nature of the alleged violations). If we violate
any consent order that we reach with the FTC, we may be subject to additional fines and compliance requirements. Newtaws
Laws also are being considered at both the state and federal levels. For example, the CCPA, which went into effect on January
1, 2020, and the CPRA, which amends CCPA by expanding the scope and applicability, while also introducing new privacy
protections, is creating similar risks and obligations as those created by GDPR. In November 2020, California voters passed a
ballot initiative for the CPRA, which went into effect on January 1, 2023 and significantly expanded the CCPA to incorporate
additional GDPR- like provisions including requiring that the use, retention and sharing of personal information of California
residents be reasonably necessary and proportionate to the purposes of collection or processing, granting additional protections
for sensitive personal information, and requiring greater disclosures related to notice to residents regarding retention of
information. The CPRA also creates a new agency that is specifically responsible for enforcing the new law and other
California privacy laws. Because of this, we may need to engage in additional activities (e. g., data mapping) to identify the
personal information we are collecting and the purposes for which such information is collected. In addition, we will need
Akebia Therapeutics, Inc. | Form 10- K | Page 78 to ensure that our policies recognize the rights granted to consumers (as that
phrase is broadly defined in the CCPA and can include business contact information). In addition to California, at least eleven
eighteen other states have passed comprehensive privacy laws similar to the CCPA and CPRA. These laws are either in effect or
will go into effect sometime before the end of 2026. Like the CCPA and CPRA, these laws create obligations related to the
processing of personal information, as well as special obligations for the processing of “ sensitive ”” data £which includes health
data in some cases . Some of the provisions of these laws may apply to our business activities. There are also states that are
strongly considering or have already passed comprehensive privacy laws during the 2023-2024 legislative sessions that will go
into effect in 2025 and beyond sineluding NewHampshire-and-NewJersey-. Other states will be considering these-similar laws
in the future, and Congress has also been debating passing a federal privacy law. There are also states that are specifically
regulating health information that may affect our business. For example, the State of Washington state-passed a-the My health
Health privaeytaw-My Data Act in 2023 that-wi-which specifically regilate-regulated the-eoleetionandsharing-of-hecalth
information that is not otherwise regulated by the HIPAA rules , and the law also has a private right of action, which further
increases the relevant compliance risk. Connecticut and Nevada have also passed similar laws regulating consumer health data ,
and additienal-more states trelading-Vermont-are considering such legislation for2624- These laws may impact our business
activities, including our identification of research subjects, relationships with business partners and ultimately the marketing and
distribution of our products. Plaintiffs’ lawyers are A-bread-range-oftegistative-meastres-also increasingly using privacy-
related statutes at both the state and federal level to bring lawsuits against companies for their data- related practices. In
particular, there have been intredueed-a significant number of cases filed against companies for their use of pixels and
other web trackers. These cases often allege violations of the California Invasion of Privacy Act and other state laws
regulating wiretapping, as well as the federal Video Privacy Protection Act. The rise in these types of lawsuits creates
potential risk for our business. If we fail to comply with applicable privacy laws, including applicable HIPAA privacy
and security standards, we could face civil and criminal penalties. HHS enforcement activity can result in financial
liability and reputational harm, and responses to such enforcement activity can consume significant internal resources.
In recent months, the Officer of Civil Rights, or OCR, has been especially active in enforcing the HIPAA rules. In
addition, state attorneys general are authorized to bring civil actions seeking either injunctions or damages in response
to violations that threaten the privacy of state residents. We cannot be sure how these regulations will be interpreted,
enforced or applied to our operations. In addition to the risks associated with enforcement activities and potential
contractual liabilities, our ongoing efforts to comply with evolving laws and regulations at the federal and state level may
be costly and require ongoing modifications to our policies, procedures and systems. Additionally, OCR is looking to
amend the HIPAA Security Rule, which (if and when finalized) could create additional compliance obligations and risk
for our business. There are also increased restrictions at the federal level relating to transferring sensitive data outside of
the U . Aeeordingly-S. to certain foreign countries. For example ., in 2024, Congress passed H. B. 815, which included the
Protecting Americans’ Data from Foreign Adversaries Act of 2024. This law creates certain restrictions for entities that
disclose sensitive data (including potential health data) to countries such as China. fature-Failure to comply with enrrent
these rules can lead to a potential FTC enforcement action. Additionally, the Department of Justice recently finalized a
rule implementing Executive Order 14117, which creates similar restrictions related to the transfer of sensitive US data
to countries such as China. These data transfer restrictions ( and others that may pass in the future) may create
operational challenges and legal risks for our business. Given the breadth and depth of changes in data protection
obligations, complying with the GDPR’ s requirements is rigorous and time intensive and requires significant resources



and a review of our technologies, systems and practices, as well as those of any fature-third- party collaborators, service
providers, contractors or consultants that process or transfer personal data collected in the European Union. The GDPR
and other changes in laws or regulations associated with the enhanced protection of certain types of sensitive data, such
as healthcare data or other personal information from our clinical trials, could require us to change our business
practices and put in place additional compliance mechanisms, may interrupt or delay our development, regulatory and
commercialization activities, and could lead to government enforcement actions, private litigation and significant fines
and penalties against us, all of which could increase our cost of doing business and have a material adverse effect on our
business, financial condition or results of operations. Similarly, failure to comply with federal and state laws regarding
privacy and security of personal information could expose us to fines and penalties under such —We-alse-face-a-threatof
potential-eonsumer-elass-actionsrelated-to-these-laws WMW Even if we are not determined
to have violated these laws, government investigations into these issues typically require the expenditure of significant
resources and generate negative publicity, which could harm our reputation and our business. Further, we cannot assure you
that our third- party service providers with access to our or our customers’, suppliers’, trial patients’ and employees’
personally identifiable and other sensitive or confidential information in relation to which we are responsible will not
breach contractual obligations imposed by us, or that they will not experience data security breaches or attempts
thereof, which could have a corresponding effect on our business, including putting us in breach of our obligations under
privacy laws and regulations and / or which could in turn adversely affect our business, results of operations and
financial condition. We cannot assure you that our contractual measures and our own privacy and security- related
safeguards will protect us from the risks associated with the third- party processing, storage and transmission of such
information. Akebia Therapeutics, Inc. | Form 10- K | Page 79 Legislative and regulatory healthcare reform may increase
the difficulty and cost for us to obtain marketing approval of and commercialize our product candidates and affect the prices we
may obtain for any products that are approved in the U. S. or foreign jurisdictions. In the U. S. and some foreign jurisdictions,
there have been a number of legislative and regulatory changes and proposed changes regarding the healthcare system that
could prevent or delay marketing approval of ¥adadustater-any ether-product candidate, restrict or regulate post- approval
activities and affect our ability to profitably sell Auryxia and Vafseo vadadustatifapproved- The pharmaceutical industry has
been a particular focus of these efforts and has been significantly affected by legislative initiatives. Current laws, as well as other
healthcare reform measures that may be adopted in the future, may result Akebia—"Phef&petﬁtes—}ﬂe—kFefm—}G-—IéHl&ge—?}
more rigorous coverage criteria and additional downward pressure on the price that we receive for any FDA approved product,
such as Auryxia or Vafseo vadadustattfappreved;-or any reimbursement that physicians receive for administering any
approved product. In the U. S. the Medicare Prescription Drug, Improvement, and Modernization Act of 2003, or the MMA,
changed the way Medicare covers and pays for pharmaceutical products. The legislation expanded Medicare coverage for drug
purchases by the elderly and introduced a new reimbursement methodology based on average sales prices for physician-
administered drugs. In addition, this legislation provided authority for limiting the number of drugs that will be covered in any
therapeutic class. Cost reduction initiatives and other provisions of this legislation could decrease the coverage and price that we
receive for Auryxia and any other approved products. While the MMA applies only to drug benefits for Medicare beneficiaries,
private payors often follow Medicare coverage policy and payment limitations in setting their own reimbursement rates.
Therefore, any reduction in reimbursement that results from the MMA may result in a similar reduction in payments from
private payors. In March 2010, President Obama signed into law the Patient Protection and Affordable Care Act, as amended by
the Health Care and Education Reconciliation Act of 2010, or, collectively, the ACA. In addition, other legislative and
regulatory changes have been proposed and adopted since the ACA was enacted. These changes include the Budget Control Act
of 2011, which, among other things, led to aggregate reductions to Medicare payments to providers of up to 2 % per fiscal year,
which will remain in effect through 2031. Under current legislation, the actual reductions in Medicare payments may vary up to
4 %. The Consolidated Appropriations Act, which was signed into law by President Biden in December 2022, made several
changes to sequestration of the Medicare program. Section 1001 of the Consolidated Appropriations Act delays the 4 %
Statutory Pay- As- You- Go Act of 2010 (PAYGO) sequester for two years, through the end of calendar year 2024. Triggered
by enactment of the American Rescue Plan Act of 2021, the 4 % cut to the Medicare program would have taken effect in
January 2023. The Consolidated Appropriations Act’ s health care offset title includes Section 4163, which extends the 2 %
Budget Control Act of 2011 Medicare sequester for six months into fiscal year 2032 and lowers the payment reduction
percentages in fiscal years 2030 and 2031. The American Taxpayer Relief Act of 2012, which, among other things, reduced
Medicare payments to several types of providers and increased the statute of limitations period for the government to recover
overpayments to providers from three to five years. In addition, other legislative and regulatory changes have been proposed, but
not yet adopted. For example, in July 2019, the- J—S-—Department-ef Health-and-Human-Serviees;er-HHS s-proposed regulatory
changes in kidney health policy and reimbursement. Any new legislative or regulatory changes may result in additional
reductions in Medicare and other healthcare funding and otherwise affect the prices we may obtain for Auryxia or Vafseo
v&d&dust&t—rf—a—ppfeved—or the frequency with which Auryxia and Vafseo wadadustat+f-approved;-is prescribed or used. The
costs and prices of prescription pharmaceuticals have also been the subject of considerable discussion in the U. S. To date, there
have been several recent U. S. congressional inquiries and proposed and enacted state and federal legislation designed to, among
other things, bring more transparency to drug pricing, review the relationship between pricing and manufacturer patient
programs, reduce the costs of drugs under Medicare and reform government program reimbursement methodologies for drug
products. At the federal level, Congress and the current administration have each indicated that it will continue to seek new

leglilatlve and / or administrative measures to control drug costs. Ferexample-theformer-admintstrationissted-several




beﬂeﬁeﬁ}ﬂes—&eeess—te—eiﬂdeﬂee—b&sed-e&fe—ln dddlll()n in ()clobu "()"() 1hc HHb dnd Ihe FDA pubhshed a mal rule allowing
states and other entities to develop a Section 804 Importation Program to import certain prescription drugs from Canada into the
U. S. That regulation was challenged in a lawsuit by the Pharmaceutical Research and Manufacturers of America, or PARMA,
but the case was dismissed by a federal district court in February 2023 after the court found that PhRMA did not have standing
to sue HHS. Nite-Seven states (Colorado, Florida, Maine, New Hampslme New Mexico, Nerth-Paketa-Texas ;-and Vermont
and-Waseenst-) have passed laws allowing for the importation of drugs from Canada. €ertain-of North Dakota and Virginia
have passed legislation establishing workgroups to examine these--- the impact of a state importation program. As of May
2024, five states (Colorado, Florida, Maine, New Hampshire and New Mexico) have submitted Section 804 Importation
Program proposals to the and-are-awaiting-F DA approval-. Vermont has submitted a concept letter to HHS . On January 5,
2023-2024 , the FDA approved Florida’ s plan for Canadian drug importation. F—uft-her—eﬂ%t&y—9%92—l—l%estdeﬂt—Biéefrs*gﬂed
Exeentive-Order14063-Florida now has authority to import certain drugs from Canada for a period of two years once
certain conditions are met. Florida will first need to submit a pre- import request for each drug selected for importation ,

which -feeﬂses—eﬁ—&meﬂg—must be approved by et-her——— the FDA ﬂ%rngs—t-he—pﬂee-e%ph&ﬂﬁ&eeﬂ&e&}s— The erdeied-rreets—I-H-I—S

ee 1hc drugs pﬂees—p&td—by—fhe—fedef&l-gevefﬁmeﬁt—fer—stteh
pharmaeeuntieals;-and perform quallty testlng fe—ae}dfess—ﬂae—feemrefﬁ—pfeb}eﬁa—ol priee-gouging-the products to meet FDA
standards . 2-On-September-9;, 2025 HHSreteasedits-Akebia Therapeutics, Inc. | Form 10- K | Page 80 As an oral drug,
Auryxia was covered by Medicare under Part D until January 1, 2025. In January 2011, CMS implemented the ESRD

PPS, a prospective payment system for dialysis treatment. Under the ESRD PPS, CMS generally makes a single bundled
payment to the dialysis facility for each dialysis treatment that covers all items and services routinely required for
dialysis treatments furnished to Medicare beneficiaries in Medicare- certified ESRD facilities or at their home. As of
January 2025, oral ESRD- related drugs without injectable or intravenous equivalents, including Auryxia and all other
phosphate lowering medications, are included in the ESRD bundle and separate Medicare payment for these drugs are
no longer available, but ESRD facilities will receive a TDAPA for Auryxia for a period of at least two years starting on
January 1, 2025. Vafseo, which we began selling in January 2025, is also included in the ESRD bundle and ESRD
facilities will receive a TDAPA for Vafseo as a new renal dialysis drug meeting certain criteria for a period of at least two
years starting on January 1, 2025. The TDAPA provides separate payment based on the drug' s ASP that will be in
addition to the base rate in order to facilitate the adoption of innovative therapies. If the TDAPA reimbursement amount
for Auryxia or Vafseo is lower than anticipated, or if TDAPA is eliminated, it would have an adverse impact on our
revenue. Additionally, in the post- TDAPA period, CMS currently expects to increase the single bundled payment base
rate paid to the dialysis facility for each dialysis treatment to reflect that bundled drugs will be reimbursed as part of the
single bundled payment for Medicare patients. However, there can be no assurances that any increase in the single
bundled payment base rate will be sufficient to adequately reimburse the dialysis facilities for Auryxia or Vafseo at a
price that allows us to continue to sell Auryxia or Vafseo at a profit. In July 2024, Ardelyx filed a complaint in the United
States District Court for the District of Columbia against HHS, CMS and other parties, which alleged that CMS’ s plan
to include oral- only phosphate lowering therapies in the ESRD PPS violated its statutory and regulatory authority
under the Medicare Improvements for Patients and Providers Act, which established the ESRD PPS bundled payment
system for dialysis services. In October 2024, Ardelyx filed a motion for a preliminary injunction to enjoin CMS from
including oral- only phosphate lowering therapies in the ESRD PPS. CMS had earlier filed a motion to dismiss the
complaint on jurisdictional grounds. On November 8, 2024, the district court denied Ardelyx’ s motion for a preliminary
injunction and it granted the government’ s motion to dismiss. Thereafter, Ardelyx moved for reconsideration, but the
district court also denied that request. On December 26, 2024, Ardelyx filed a notice of appeal with the US Court of
Appeals for the DC Circuit. If Ardelyx is successful in its claims, oral- only phosphate lowering therapies, including
Auryxm, may be removed from the ESRD bundle, Whlch could reduce antlclpated revenue pharmaeettieal-priees—Thekey
: : p e p able-for Auryx1a &H—eeﬂsuﬂ&efs—&ﬂd
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3 § et Auﬂusl 16, "()22 the lnﬂdllon Reducllon Act of 2()22 or IRA was
swned into ld\\ by Plcudenl Biden. The ﬂeW—ILL’l\ldllOH has implications for Medicare Part D, which is a program available to
individuals who are entitled to Medicare Part A or enrolled in Medicare Part B to give them the option of paying a monthly
premium for outpatient prescription drug coverage. Among other things, the IRA imposes rebates under Medicare Part B and
Medicare Part D to penalize price increases that outpace inflation (first due in 2023); and replaces the Part D coverage gap
discount program with a new discounting program (beginning in 2025). The IRA permits the Secretary of HHS to implement
many of these provisions through guidance, as opposed to regulation, for the initial years. We consider many factors when we
implement a price increase for a product, including historical and potential future inflation rates. However, there are many
variables that are outside of our control and if we increase the price of Auryxia or Vafseo vadadustatifapproved,faster than

the pace of inflation, we would be subject to additional rebates under Medicare, which could have a material adverse effect on




authorlzed Medlcale to negonate lower prices for certam costly smgle source druo and biologic products that do not have
competing generics or biosimilars and are reimbursed under Medicare Part B and Part D. CMS may negotiate prices for ten
high- cost drugs paid for by Medicare Part D starting in 2026, followed by 15 Part D drugs in 2027, 15 Part B or Part D drugs in
2028, and 20 Part B or Part D drugs in 2029 and beyond. This provision applies to drug products that have been approved for at
least 9 years and biologics that have been licensed for 13 years, but it does not apply to drugs and biologics that have been
approved for a single rare disease or condition. On August 15, 2024, HHS published the results of the first Medicare drug
price negotiations for ten selected drugs that treat a range of conditions, including diabetes, CKD and rheumatoid
arthritis. The prices of these ten drugs will become effective January 1, 2026. Subsequently, on January 17, 2025, HHS
announced its selection of 15 additional drugs covered by Part D for the second cycle of negotiations. This second cycle of
negotiations with participating drug companies will occur during 2025, and any negotiated prices for this second set of
drugs will be effective starting January 1, 2027. CMS issued a public statement on January 29, 2025, declaring that
lowering the cost of prescription drugs is a top priority of the new administration and CMS is committed to considering
opportunities to bring greater transparency in the negotiation program. Further, the legislation subjects drug manufacturers
to civil monetary penalties and a potential excise tax for failing to comply with the legislation by offering a price that is not
equal to or less than the negotiated “ maximum fair price ” under the law or for taking price increases that exceed inflation. The
legislation also requires manufacturers to pay rebates for drugs in Medicare Part D whose price increases exceed inflation. The
new-law also caps Medicare out- of- pocket drug costs at an estimated $ 42 , 000 a-year-inr2624-and;-thereafterbeginningin
2025-at-$2-000-a-ear-. On June 6, 2023, Merck & Co. Inc. —e-PMefelehled a lawsuit against HHS and CMS asserting that,
among other things, the IRA’ s Drug Price Negotiation Program for Medicare constitutes an uncompensated taking in violation
of the Fifth Amendment of the Akebia Therapeutics, Inc. | Form 10- K | Page 81 Constitution. Subsequently, a number of
other parties, including the U. S. Chamber of Commerce ythe-Chamber-, Bristol Myers Squibb Company, the PhARMA, Astellas,
Novo Nordisk, Janssen Pharmaceuticals, Novartis, AstraZeneca and Boehringer Ingelheim, also filed lawsuits in various courts
with similar constitutional claims against HHS and CMS. There have been various decisions by the courts considering these
cases since they were filed. The HHS has generally won the substantive disputes in these cases, and various federal
district court judges have expressed skepticism regarding the merits of the legal arguments being pursued by the
pharmaceutical industry. Certain of these cases are now on appeal and, on October 30, 2024, the Court of Appeals for
the Third Circuit heard oral argument in three of these cases. We expect that litigation involving these and other provisions
of the IRA will continue, with unpredictable and uncertain results. Accordingly, while it is currently unclear how the IRA will
be effectuated, we cannot predict with certainty what impact any federal or state health reforms will have on us, but such
changes could impose new or more stringent regulatory requirements on our activities or result in reduced reimbursement for
our products, any of which could adversely affect our business, results of operations and financial condition. Adeebia
Fherapeuties;IneForm10-K{Page-8+-At the state level, individual states are increasingly aggressive in passing legislation
and implementing regulations designed to control pharmaceutical and biological product pricing, including price or patient
reimbursement constraints, discounts, restrictions on certain product access, marketing cost disclosure and transparency
measures, and, in some cases, designed to encourage importation from other countries and bulk purchasing. A number of states,
for example, require drug manufacturers and other entities in the drug supply chain, including health carriers, pharmacy benefit
managers, wholesale distributors, to disclose information about pricing of pharmaceuticals. In addition, regional healthcare
authorities and individual hospitals are increasingly using bidding procedures to determine what pharmaceutical products and
which suppliers will be included in their prescription drug and other healthcare programs. These measures could reduce the
ultimate demand for our products or put pressure on our product pricing. It is likely that federal and state legislatures within the
U. S. and foreign governments will continue to consider changes to existing healthcare legislation. We expect that additional
state and federal healthcare reform measures will be adopted in the future, any of which could limit the amounts that federal and
state governments will pay for healthcare products and services, which could result in reduced demand for Auryxia or Vafseo
and any product candidates for which we receive marketing approval or additional pricing pressures. We cannot predict the




reform initiatives that may be adopted in the future or whether initiatives that have been adopted will be repealed or modified.
The continuing efforts of the government, insurance companies, managed care organizations and other payors of healthcare
services to contain or reduce costs of healthcare may adversely affect: * the demand for Auryxia, Vafseo and any produets—
product candidates for which we receive marketing approval; * our ability to set a price that we believe is fair for our products;
* our ability to obtain and maintain coverage and reimbursement approval for Auryxia, Vafseo or any other approved product; ¢
our ability to generate revenues and achieve or maintain profitability; and ¢ the level of taxes that we are required to pay. In
addition, in some countries, including EU Member States, the pricing of prescription pharmaceuticals is subject to governmental
control. In these countries, pricing negotiations with governmental authorities can take a significant amount of time after receipt
of marketing approval for a product. In addition, there can be considerable pressure by governments and other stakeholders on
prices and reimbursement levels, including as part of cost containment measures. Political, economic and regulatory
developments may further complicate pricing negotiations, and pricing negotiations may continue after reimbursement has been
obtained. Reference pricing used by various EU Member States and parallel distribution, or arbitrage between low- priced and
high- priced EU Member States, can further reduce prices, and in certain instances render commercialization in certain markets
infeasible or disadvantageous from a financial perspective. In some countries, we or our collaborators may be required to
conduct a clinical trial or other studies that compare the cost- effectiveness of our product and / or our product candidates to
other available products in order to obtain or maintain reimbursement or pricing approval. Publication of discounts by third party
payors or government authorities may lead to further pressure on the prices or reimbursement levels. If reimbursement of our
products is unavailable or limited in scope or amount, or if pricing is set at unsatisfactory levels, the commercial launch of our
product and / or product candidates could be delayed, possibly for lengthy periods of time, we or our collaborators may not
launch at all in a particular country, we may not be able to recoup our investment in one or more product candidates, and there
could be a material adverse effect on our business. Our reporting and payment obligations under the Medicaid Drug Rebate
Program , Medicare and other governmental drug pricing programs are complex and may involve subjective decisions. Any
failure to properly comply with those obligations could subject us to penalties and sanctions. As a condition of reimbursement
by various federal and state health insurance programs, we are required to calculate and report certain pricing information to
federal and state agencies. The regulations governing the calculations, price reporting and payment obligations are complex and
subject to interpretation by various government and regulatory agencies, as well as Akebia Therapeutics, Inc. | Form 10- K |
Page 82 the courts. Reasonable assumptions have been made where there is lack of regulations or clear guidance and such
assumptions involve subjective decisions and estimates. We are required to report any revisions to our calculation, price
reporting and payment obligations previously reported or paid. Such revisions could affect our liability to federal and state
payors and also adversely impact our reported financial results of operations in the period of such restatement. Further, a
number of states have either implemented or are considering implementation of drug price transparency legislation that may
prevent or limit our ability to take price increases at certain rates or frequencies. Requirements under such laws include advance
notice of planned price increases, reporting price increase amounts and factors considered in taking such increases, wholesale
acquisition cost information disclosure to prescribers, purchasers, and state agencies, and new product notice and reporting.
Such legislation could limit the price or payment for certain drugs, and a number of states are authorized to impose civil
monetary penalties or pursue other enforcement mechanisms against manufacturers for the untimely, inaccurate, or incomplete
reporting of drug pricing information or for otherwise failing to comply with drug price transparency Adkebia-Therapeuties; Ine—
Formr10-K-{PRage-82requirements. If we are found to have violated state law requirements, we may become subject to
significant penalties or other enforcement mechanisms, which could have a material adverse effect on our business. Uncertainty
exists as new laws, regulations, judicial decisions, or new interpretations of existing laws, or regulations related to our
calculations, price reporting or payments obligations increases the chances of a legal challenge, restatement or investigation. If
we become subject to investigations, restatements, or other inquiries concerning our compliance with price reporting laws and
regulations, we could be required to pay or be subject to additional reimbursements, penalties, sanctions or fines, which could
have a material adverse effect on our business, financial condition and results of operations. In addition, it is possible that future
healthcare reform measures could be adopted, which could result in changes to how we calculate or report certain pricing
information to federal and state agencies, or increased pressure on pricing and reimbursement of our products and thus have an
adverse impact on our financial position or business operations. Further, state Medicaid programs may be slow to invoice
pharmaceutical companies for calculated rebates resulting in a lag between the time a sale is recorded and the time the rebate is
paid. This results in us having to carry a liability on our consolidated balance sheets— sheet for the estimate of rebate claims
expected for Medicaid patients. If actual claims are higher than current estimates, our financial position and results of operations
could be adversely affected. In addition to retroactive rebates and the potential for 340B Program refunds, if we are found to
have knowingly submitted any false price information related to the Medicaid Drug Rebate Program to CMS, we may be liable
for civil monetary penalties. Such failure could also be grounds for CMS to terminate our Medicaid drug rebate agreement,
pursuant to which we participate in the Medicaid program. In the event that CMS terminates our rebate agreement, federal
payments may not be available under government programs, including Medicaid or Medicare Part B, for our covered outpatient
drugs. Additionally, if we overcharge the government in connection with the Federal Supply Schedule pricing program or
Tricare Retail Pharmacy Program, whether due to a misstated Federal Ceiling Price or otherwise, we are required to refund the
difference to the government. Failure to make necessary disclosures and / or to identify contract overcharges can result in
allegations against us under the FDCA and other laws and regulations. Unexpected refunds to the government, and responding to
a government investigation or enforcement action, would be expensive and time- consuming, and could have a material adverse
effect on our business, financial condition, results of operations and growth prospects. Our collaborators are also subject to
similar requirements outside of the U. S. and thus the attendant risks and uncertainties. If our collaborators suffer material and
adverse effects from such risks and uncertainties, our rights and benefits for our licensed products could be negatively impacted,



which could have a material and adverse impact on our revenues. With the passage of the CREATES Act, we are exposed to
possible litigation and damages by competitors who may claim that we are not providing sufficient quantities of our approved
products on commercially reasonable, market- based terms for testing in support of their abbreviated-new-drug-appheations;or
ANDAs, 505 (b) (2) NDAs and biosimilar product applications. In December 2019, former-President Trump signed legislation
intended to facilitate the development of generic and biosimilar products. The bill, previously known as the CREATES Act,
authorizes sponsors of ANDAs, 505 (b) (2) NDAs or biosimilar product applications to file lawsuits against companies holding
NDAs or BLASs that decline to provide sufficient quantities of an approved reference drug or biological product on commercially
reasonable, market- based terms. Drug or biological products on FDA’ s drug shortage list are exempt from these new
provisions unless the product has been on the list for more than six continuous months or the FDA determines that the supply of
the product will help alleviate or prevent a shortage. To bring an action under the statute, the developer of a product candidate
that seeks to develop the product and seek approval under an ANDA, 505 (b) (2) NDA, or biosimilar product application must
take certain steps to request the reference product from the reference product manufacturer, which, in the case of products
covered by a REMS with elements to assure safe use, include obtaining authorization from the FDA for the acquisition of the
reference product. If the reference product manufacturer does not provide the reference product and the ANDA, 505 (b) (2)
NDA, or biosimilar product sponsor does bring an action for failure to provide a reference product, there are certain affirmative
defenses available to the reference product manufacturer, which must be shown by a preponderance of evidence, including that
the NDA or BLA holder sells the Akebia Therapeutics, Inc. | Form 10- K | Page 83 reference product through agents,
distributors, or wholesalers and has placed no restrictions, explicit or implicit, on selling the reference product to ANDA, 505
(b) (2) or biosimilar sponsors. If the sponsor prevails in litigation, it is entitled to a court order directing the reference product
manufacturer to provide, without delay, sufficient quantities of the applicable product on commercially reasonable, market-
based terms, plus reasonable attorney fees and costs. Additionally, the new statutory provisions authorize a federal court to
award the product developer an amount “ sufficient to deter ” the reference product manufacturer from refusing to provide
sufficient product quantities on commercially reasonable, market- based terms, up to a certain maximum amount based on
revenue earned while in noncompliance, if the court finds, by a preponderance of the evidence, that the reference product
manufacturer did not have a legitimate business justification to delay providing the product or failed to comply with the court’ s
order. For the purposes of the statute, the Akebta—"Pher&peﬁ&es—}ne—kFefm—}G-—IéHI&ge—%—term “ commercially reasonable,
market- based terms ” is defined as (1) the nondiscriminatory price at or below the most recent wholesale acquisition cost for
the product, (2) a delivery schedule that meets the statutorily defined timetable, and (3) no additional conditions on the sale.
Although we intend to comply fully with the terms of these statutory provisions, we are still exposed to potential litigation and
damages by competitors who may claim that we are not providing sufficient quantities of our approved products on
commercially reasonable, market- based terms for testing in support of ANDAs, 505 (b) (2) NDA applications or biosimilar
product applications. Such litigation would subject us to additional litigation costs, damages and reputational harm, which could
lead to lower revenues. The CREATES Act may facilitate future competition with Auryxia or Vafseo and any of our product
candidates, if approved, which could impact our ability to maximize product revenue. If we fail to comply with environmental,
health and safety laws and regulations, we could become subject to fines or penalties or incur costs that could harm our business.
We are subject to numerous environmental, health and safety laws and regulations, including those governing laboratory
procedures and the handling, use, storage, treatment and disposal of hazardous materials and wastes. Our operations involve the
use of hazardous and flammable materials, including chemicals and biological materials. Our operations also produce hazardous
waste products. We generally contract with third parties for the use and disposal of these materials and wastes. We cannot
eliminate the risk of contamination or injury from these materials. In the event of contamination or injury resulting from the use
of hazardous materials by our employees, contractors or consultants, we could be held liable for any resulting damages, and any
liability could exceed our resources. We also could incur significant costs associated with civil or criminal fines and penalties
for failure to comply with such laws and regulations. Although we maintain workers’ compensation insurance to cover us for
costs and expenses we may incur due to injuries to our employees resulting from the use of hazardous materials, this insurance
may not provide adequate coverage against potential liabilities. We do not maintain insurance for environmental liability or
toxic tort claims that may be asserted against us in connection with our storage or disposal of biological, hazardous or
radioactive materials. In addition, we may incur substantial costs in order to comply with current or future environmental, health
and safety laws and regulations. These current or future laws and regulations may impair our research, development or
production efforts. Our failure to comply with these laws and regulations also may result in substantial fines, penalties or other
sanctions. Risks Related to our Reliance on Third Parties We depend on collaborations with third parties for the development
and commercialization of Auryxia, including an authorized generic version of Auryxia, Riona ;and Vafseo and , vadadustat
and-if these collaborations are not successful or if our collaborators terminate their agreements with us, we may not be able to
capitalize on the market potential of Auryxia, Riona ;-and Vafseo and-vadadustat-, and our business could be materially harmed.
We sublicensed the rights to commercialize Riona to JT and Torii in Japan. We also entered into a collaboration agreement with
MTPC to develop and commercrahze vadadust&t—Vafseo in Japan and certaln other Asian countries. In addrtron we entefed—rnte

U—S—We—a-}se—granted to Averoa an exclusrve hcense to develop and comrnermahze ferrlc crtrate in the Averoa Terrltory EEA;
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pursuantto-whieh-we granted Medice an exclusive license to develop and commercrahze ’v‘adadust&t—Vafseo for the treatment of

anemia in patients with CKD ehronte-kidney-disease-in the Medice Territory. We may form or seek other strategic alliances,

joint ventures, or collaborations, or enter into additional licensing arrangements with third parties that we believe will

complement or augment our and our partners commercrahzatlon efforts with respect to Auryxia, Riona, Vafseo and eurpartrers'
A APIPEOY metetaHzation-e swtth aels at-and-any other product candidates. We may




not be able to maintain our collaborations for development and commercialization. For example, on May 13, 2022, Otsuka
Pharmaceutical Co. Ltd., or Otsuka, elected to terminate our collaboration agreements with them, and we subsequently
negotiated a Termination and Settlement Agreement with Otsuka. This termination by Otsuka may have delayed the launch of
wadadustat-Vafseo in Europe or other territories previously licensed to Otsuka or adversely affeet-affected how we are perceived
in scientific and financial communities. For example, in August 2023, Medice informed us that their launch of Vafseo in certain
countries in the Medice Territory was going to be later than prev1ou§ly antlclpated due to the activities requ1red to enable the
launch. If we are unable to malntaln our eeHa W y : ; : ptia

Page 84 collaboratlons, we may not be able to capltallze on the market potential of our products or product candldates,
and our business could be materially harmed. In February 2025, in advance of the potential market entry of generic
competition to our branded Auryxia on or after March 20, 2025, we entered into an Authorized Generic Distribution
and Supply Agreement with our AG Partner, pursuant to which, on or after March 20, 2025, our AG Partner will sell an
authorized generic version of Auryxia. We will be relying on our AG Partner for the commercialization of this
authorized generic. If competition, including from generics other than our AG Partner, capture sales or if generics are
sold at a greater discount to Auryxia’ s price than anticipated, it could materially and adversely affect our expected
revenues. In addition, we are responsible for supplying product to our AG Partner, and if there are problems in the
supply chain, we could be subject to certain penalties, which could be substantial. In addition, our current and any
future collaborations may not be successful due to a number of important factors, including the following: *
collaborators may have significant discretion in determining the efforts and resources that they will apply to these
collaborations; * collaborations may be terminated in accordance with the terms of the collaboration agreements and, if
terminated, may make it difficult for us to attract new collaborators or adversely affect how we are perceived in scientific and
financial communities, and may result in a need for additional capital and expansion of our internal capabilities to pursue further
development or commercialization of the applicable products and product candidates; ¢ if permitted by the terms of the
collaboration agreements, collaborators may elect not to continue or renew development or commercialization programs based
on clinical trial results, changes in their strategic focus, availability of funding or other external factors such as a business
combination that diverts resources or creates competing priorities; ¢ if permitted by the terms of the collaboration agreements,
collaborators may delay clinical trials, provide insufficient funding for a clinical trial program, stop a clinical trial, abandon a
product candidate, repeat or conduct new clinical trials or require a new formulation of a product candidate for clinical testing; ¢
a collaborator with marketing and distribution rights to our products may not commit sufficient resources to their marketing and
distribution; ¢ if permitted by the terms of the collaboration agreements, we and our collaborator may have a difference of
opinion regarding the development or commercialization strategy for a particular product or product candidate, and our
collaborator may have ultimate decision making authority; ¢ disputes may arise between a collaborator and us that cause the
delay or termination of activities related to research, development, supply or commercialization of Auryxia, Riona yor Vafseo or
wadadustat-and any other product candidate, or that result in costly litigation or arbitration that diverts management attention and
resources; ¢ collaborations may not lead to development or commercialization of products and product candidates, if approved,
in the most efficient manner or at all; * inefficiencies or structural changes in internal operations or processes of our
collaborators may lead to increased expenses associated with commercializing a product, including manufacturing costs, rebates,
product returns and other adjustments which would negatively impact net product revenue; * a significant change in the senior
management team, a change in the financial condition or a change in the business operations, including a change in control or
internal corporate restructuring, of any of our collaborators, could result in delayed timelines, re- prioritization of our programs,
decreasing resources or funding allocated to support our programs, or termination of the collaborations; and ¢ collaborators may
not comply with all applicable regulatory and legal requirements. If any of these events occur, the market potential of Auryxia,
including our authorized generic, Riona ;or Vafseo ervadadustat, Hand-where approved, and any other products or product
candidates, could be reduced, and our business could be materially harmed. Collaborations may also divert resources, including
the attention of management and other employees, from other parts of our business, which could have an adverse effect on other
parts of our business, and we cannot be certain that the benefits of the collaboration will outweigh the potential risks. We may
seek to establish additional collaborations and, if we are not able to establish them on commercially reasonable terms, or at all,
we may have to alter our development and commercialization plans. We may decide to enter into additional collaborations for
the development and commercialization of Auryxia , Vafseo or our product candidates s-ineluding-vadadustat-both within and
outside of the U. S. For example, in May 2023, we entered into the license agreement with Medice, pursuant to which we
granted Medice an exclusive license to develop and commercialize ¥adadustat-Vafseo for the treatment of anemia in patients
with CKD ehronteadnrey-disease-in the Medice Territory. Any of these relationships may require us to incur non- recurring and
other charges, increase our near...... collaborator’ s resources and expertise;land Akebia Therapeutics, Inc. | Form 10- K | Page
85 and other charges,increase our near and long- term expenditures,issue securities that dilute our existing stockholders,divert
management’ s attention,or disrupt our business. We may not be successful in entering into additional collaborations as a result
of many factors,including the following:* competition in seeking appropriate collaborators;* a reduced number of potential
collaborators due to recent business combinations in the pharmaceutical industry;e an inability to negotiate collaborations on
acceptable terms,on a timely basis or at all;* any international rules,regulations,guidance,laws,risks or uncertainties with respect
to potential partners outside of the U.S.;* a potential collaborator’ s evaluation of Auryxia, ¥afsee-vadadustat or any other
product or product candidate may differ substantially from ours;e a potential collaborator’ s evaluation of our financial stability
and resources;® a potential collaborator’ s resources and expertise; afre- restrictions due to an existing collaboration agreement.



If we are unable to enter into additional collaborations in a timely manner, or at all, we may have to delay or curtail the
commercialization of Auryxia , Vafseo or the development and potential commercialization of any of our product candidates 5

ineluding-vadadustatifapproved-, reduce or delay our development programs, or increase our expenditures and undertake
addrtronal development or commercralrzatlon act1V1t1es at our own expense —Fefe*ample,—fel—lewmg—the—tef&nﬁaﬁeﬁ—eﬁew

’v‘adaelu&tat—m—Eufope-aﬁd-et-her—eeuﬂmes— lf we elect to increase our expend1tures to fund development or eommere1alrzat10n

activities on our own, we may need to obtain additional capital, which may not be available to us on acceptable terms or at all. If
we do not have sufficient funds, we may not be able to further develop or commercialize Auryxia , Vafseo or our other product
candidates . For example , inelading-vadadustatfollowing the termination of our collaboration agreements with Otsuka in
2022 , if-approved-we incurred additional expenses in connection with the development of Vafseo in Europe and other
countries . Even if we enter into additional collaboration agreements and strategic partnerships or license our intellectual
property, we may not be able to maintain them or they may be unsuccessful, which could delay our timelines or otherwise
adversely affect our business. Royalties from commercial sales of ¥adadustat-Vafseo under our MTPC Agreement will likely
fluctuate and will impact our rights to receive future payments under our Royalty Agreement with HCR. Pursuant to the Royalty
Agreement with HCR, we sold to HCR our right to receive the Royalty Interest Payments payable to us under the MTPC
Agreement, subject to the Annual Cap and the Aggregate Cap. After HCR receives Royalty Interest Payments equal to the
Annual Cap in a given calendar year, we will receive 85 % of the Royalty Interest Payments for the remainder of that year.
After HCR receives Royalty Interest Payments equal to the Aggregate Cap, or we pay the Aggregate Cap to HCR (net of the
Royalty Interest Payments already received by HCR), the Royalty Interest Payments will revert back to us, and HCR would
have no further right to any Royalty Interest Payments We recerved $ 44 8 mrllron from HCR (net of certam transaction

m-r-lestenes— The royalty revenues under the MTPC Agreement may ﬂuctuate consrderably because they depend upon, among
other things, the rate of growth of sales of vadadustat-Vafseo in the territory covered by the MTPC Agreement. Negative
fluctuations in these royalty revenues could delay, diminish or eliminate our ability to receive 85 % of the Royalty Interest
Payments after the Annual Cap is achieved in a given calendar year, or our ability to receive 100 % of the Royalty Interest
Payments after the Aggregate Cap is achieved. We rely upon third parties to conduct all aspects of our product manufacturing
and commercial distribution, and in many instances only have a single supplier or distributor, and the loss of these
manufacturers or distributors, their failure to supply us on a timely basis, or at all, or their failure to successfully carry out their
contractual duties or comply with regulatory requirements, cGMP requirements or guidance could cause delays in or disruptions
to our supply chain and substantially harm our business. We do not have any manufacturing facilities and do not expect to
independently manufacture any products or product candidates. We currently rely, and expect to continue to rely, on third party
manufacturers to produce all of our commercial, clinical and preclinical supply. We also utilize third parties for the commercial
distribution of Auryxia and Vafseo , including wholesale distributors and certain specialty pharmacy providers. Our reliance on
third party manufacturers, who have control over the manufacturing process, increases the risk that we will not have or be able
to maintain or distribute sufficient quantities of Auryxia and-vadacustat, Vafseo or any of our product candidates or the
ability to obtain such quantities at an acceptable cost or quality, which could delay, prevent or impair our and our partners'
development or commercialization efforts. We currently rely on asingle source supphier-suppliers for each of Auryxia drug
substance and drug product , including our authorized generic, and vadadustat-Vafseo drug substance and drug product, and
alternate sources of supply may not be readily available. We have also engaged Cardinal Health, Inc....... for Auryxia or
vadadustat are terminated; Akebia Therapeutics, Inc. | Form 10- K | Page 86 also engaged Cardinal Health,Inc. ;-as the exclusive
third- party logistics distribution agent for commercial sales of Auryxia and-Vafsee-.If any of the following occurs,we may not
have sufficient quantities of Auryxia;Vafsee-and / or vadadustat eur-predueteandidates-to support our clinical
trials,development,commercialization,or obtaining and maintaining marketing approvals,which could materially and adversely
impact our business and results of operations:* we are unsuccessful in maintaining our current supply arrangements for
commercial quantities of Auryxia and Vafsee-vadadustat ;> we are unsuccessful in validating new sites;* our commercial
supply arrangements for Auryxia or vadadustat are terminated; * any of our third party manufacturers are unable to fulfill the
terms of their agreements with us due to technical issues, natural disasters or other reasons, including with respect to quality and
quantity, or are unable or unwilling to continue to manufacture on the manufacturing lines included in our regulatory filings; *
any of our third party manufacturers breach our supply agreements, do not comply with quality or regulatory requirements and
guidance, including cGMP or are subject to regulatory review or ceases their operations for any reason; or * any of our third
party distributors fail to perform or encounter any damage or other disruption at their facilities. If we, or any of our third party
manufacturers or distributors cannot or do not perform as agreed or expected, or any of our customers were to experience further
shutdowns, delays or other business disruptions, including as a result of catastrophic events, including pandemics, terrorist
attacks, wars or other armed conflicts, geopolitical tensions or natural disasters, if they misappropriate our proprietary
information, if they terminate their engagements with us, if we terminate our engagements with them, or if there is a significant
disagreement, we may be forced to manufacture or distribute the materials ourselves, for which we currently do not have the
capabilities or resources, or enter into agreements with other third party manufacturers or distributors, which we may not be able
to do in a timely manner or on favorable or reasonable terms, if at all. If any of these events occur, especially with respect to one
of our sole source suppliers, we may not have sufficient quantities of product for the commercialization of Auryxia and / or
Vafseo vadadustatif-approved;-or may experience delays in the development of our products or product candidates, which
could materially and adversely impact our business and results of operation. In addition, if we do not have sufficient



quantities of Auryxia, including our authorized generic, For- or example;one-Vafseo to satisfy the requirements of our
ﬂ&a-nufaefufefs—has—neﬁﬁed—us—t-hat—rt—wﬁl-customer and supply contracts, we may be subject to penalties, which could
withonty-be substantial able-to-manufacture-at-their-otherstte-.
In some cases, there may be a hmrted number of quahﬁed replacement manufacturers, or the technical skills or equipment
required to manufacture a product or product candidate may be unique or proprietary to the original manufacturer and we may
have difficulty transferring such skills or technology to another third party, or a feasible alternative may not exist. These factors
would increase our reliance on our current manufacturers or require us to obtain necessary regulatory approvals and licenses in
order to have another third party manufacture Auryxia or vadadustat-Vafseo . 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. The delays and costs associated with the qualification of a new
manufacturer and validation of manufacturing processes would negatively affect our ability to supply clinical trials, obtain and
maintain marketing approval, or commercialize or satisfy patient demand for Auryxia and vadadustat-Vafseo , where approved,
in a timely manner, within budget, or at all. In addition, the cost of obtaining Auryxia and vadacustat-Vafseo is subject to
adjustment based on our third party manufacturers’ costs of obtaining raw materials and producing the product. We have limited
control over the production costs of Auryxia and vadadustat-Vafseo , including the costs of raw materials, and have seen
increases in the production costs of Auryxia and vadadustat-Vafseo , and any significant increase in the cost of obtaining our
products could materially adversely affect our revenue for Auryxia and Vafseo vadadustatifapproved-. Moreover, issues that
may arise in any scale- up and technology transfer and continued commercial scale manufacture of our products may lead to
significant delays in our development, marketing approval and commercial timelines for new products or affect commercial
supply of Auryxia or Vafseo and negatively impact our financial performance. For example, a production- related issue resulted
in an interruption in the supply of Auryxia in the third and fourth quarters of 2016. This supply interruption negatively impacted
our revenues in 2016. This supply interruption was resolved, and we have taken and continue to take actions designed to prevent
future interruptions in the supply of Auryxia. However, we teeently-had experienced issues in manufacturing Auryxia, and if we
eontinte-to-cxperience manufacturing issues going forward , or incur additional costs, or our actions to prevent future
interruptions are not successful, we may experience additional supply issues. In addition, before we can manufacture product at
a new site, we must validate the process at that site. If the process validation is unsuccessful, or takes longer than we anticipate,
we may have to expend additional resources and could experience a supply interruption. Any future supply interruptions,
whether quality or quantity based, for Auryxia or Vafseo vadadustatif-and-where approved, would negatively and materially
impact our reputation and financial condition. There are a limited number of manufacturers that are capable of manufacturing
Auryxia and vadadustat-Vafseo for us and complying with cGMP regulations and guidance and other stringent regulatory
requirements and guidance enforced by the FDA, EMA, PMDA and other regulatory authorities. These requirements include,
among other things, quality control, quality assurance and the maintenance of records and documentation, which occur in
addition to our own quality assurance releases. The facilities and processes used by our third party manufacturers...... the
manufacture of certain starting materials, Akebia Therapeutics, Inc. | Form 10- K | Page 87 processes used by our third party
manufacturers to manufacture Auryxia and-Vafseo-may be inspected by the FDA and other regulatory authorities at any
time,and the facilities and processes used by our third party manufacturers to manufacture ¥afsee-vadadustat will be inspected
by the FDA the EMA and other regulatory authorities prior to or after we submit our marketing applications.Although we have
general visibility into the manufacturing processes of our third party manufacturers,we do not ultimately control such
manufacturing processes of,and have little control over,our third party manufacturers,including,without limitation,their
compliance with cGMP requirements and guidance for the manufacture of certain starting materials, drug substance and
finished drug product. Similarly, although we review final production, we have little control over the ability of our third party
manufacturers to maintain adequate quality control, quality assurance and qualified personnel. Our third party manufacturers
may experience problems with their manufacturing and distribution operations and processes, including, for example, quality
issues, such as product specification and stability failures, procedural deviations, improper equipment installation or operation,
utility failures, contamination, natural disasters and public health epidemics. We may also encounter difficulties relating to our
own quality processes and procedures, including regulatory compliance, lot release, quality control and quality assurance, as
well as shortages of qualified personnel. If our third party manufacturers cannot successfully manufacture material that conforms
to our specifications and regulatory requirements and guidance, or if we or our third party manufacturers experience
manufacturing, operations and / or quality issues, including an inability or unwillingness to continue manufacturing our products
at all, in accordance with agreed- upon processes or on currently validated manufacturing lines, we may not be able to supply
patient demand or maintain marketing approval for Auryxia ;-seeure-and-maintain-marketing-approvat-for— or vadadustat
Vafseo , and we might be required to expend additional resources to obtain material from other manufacturers. If any of these
events occur, our reputation and ﬁnancral condrtron Would be negatrvely and materlally 1mpacted In addrtron if d-ttﬂng—t-he—yeaf

fbfwafd-pfeeessed—nﬁo—dﬁtg—pfeduet—l-ﬂwe have addtﬁena-l—hlgh amounts of write- downs to 1nventory reserves in the future, it
could negatlvely 1mpact our abrhty to supply Auryx1a or Vafseo and our ﬁnanc1al condltlon could be harmed. If the FDA er

: y v , ortfthe-EMA or other
regulatory authorltles withdraws any approval of the facrhtles belng used to manufacture Auryx1a atrd~or-Vafsco or any of
our product candidates , we may need to find alternative manufacturing facilities, which would significantly impact our ability
to continue commercializing Auryxia or Vafseo in Japan, or to commercialize Vafseo in Europe and other countries, or to
develop, obtain marketing approval for or market Vafseo wadadustat-er-our other product candidates, if approved. Moreover, our
failure or the failure of our third party manufacturers or distributors to comply with applicable regulations or guidance, or our
failure to oversee or facilitate such compliance, could result in sanctions being imposed on us or our third party manufacturers or




distributors, including, where applicable, clinical holds, fines, injunctions, civil penalties, delays in, suspension of or withdrawal
of approvals, license revocation, seizures or recalls of Auryxia or Vafseo in the U. S., Japan or Europe , operating restrictions,
receipt of a Form 483 or warning letter, or criminal prosecutions, any of which could significantly and adversely affect the
supply of Auryxia or vadacustat-Vafseo . For example, we previously conducted three limited, voluntary recalls of Auryxia.
These and any other recalls or any supply, quality or manufacturing issues in the future and any related write- downs of
inventory or other consequences could result in significant negative consequences, including reputational harm, loss of customer
confidence, and a negative impact on our financials, any of which could have a material adverse effect on our business and

results of operations, and may impact our ability to supply Auryxia;-or Vafseo indapan,Europe-or-other-eountriesor
vadadustatif-approvedmrothereountries;for clinical and commercial use. Also, if our starting materials, drug substance or drug

product are damaged or lost while in our or our third party manufacturers’ or distributors' control, it may adversely impact our
ability to supply Auryxia or vadadustat-Vafseo , and we may incur significant financial harm. In addition, Auryxia, Vafseo and
vadadustat-our product candidates may compete with other products and product candidates for access to third party
manufacturing facilities. A third party manufacturer or distributor may also encounter delays or operational issues brought on by
sudden internal resource constraints, labor disputes, shifting priorities or shifting regulatory protocols. Certain of these third
party manufacturing facilities may be contractually prohibited from manufacturing Auryxia, Vafseo or vadadustat-our product
candidates due to exclusivity provisions in agreements with our competitors. Any of the foregoing could negatively impact our
third party manufacturers' or distributors' ability to meet our demand, which could adversely impact our ability to supply
Auryxia, Vafseo or vadadustat-our product candidates , and we may incur significant financial harm. Our current and
anticipated future dependence on third parties for the manufacture and distribution of Auryxia, Vafseo and vadadustat-our
product candidates may adversely affect our and our partners' ability to commercialize Auryxia, Vafseo and vadadustatour
product candidates , where approved, on a timely and competitive basis and may reduce any future profit margins. We rely
upon third parties to conduct our clinical trials and certain of our preclinical studies. If they do not successfully carry out their
contractual duties, comply with regulatory requirements or meet expected deadlines, we may not be able to obtain or maintain
marketing approval for Auryxia, vadadustat-Vafseo or any of our product candidates, and our business could be substantially
harmed. We do not have the ability to independently conduct certain preclinical studies and clinical trials. We are currently
relying, and expect to continue to rely, upon third parties, such as CROs, clinical data management organizations, medical
institutions and clinical investigators, to conduct our current and future preclinical studies and clinical trials. The third parties
upon whom we rely may fall to perform effectlvely, or termmate therr engagement Wlth us, for a number of reasons, 1nclud1ng
the following: . Re e eate-e approp
everstght-Akebia Therapeutlcs Inc. | Form 10- K | Page 88 o if they experlence staffing dlfﬁcultles, « if we fail to
communicate effectively or provide the appropriate level of oversight; ¢ if they undergo changes in priorities or corporate
structure including as a result of a merger or acquisition or other transaction, or become financially distressed; or ¢ if they form
relationships with other entities, some of which may be our competitors. If the third parties upon whom we rely to conduct our
trials fail to adhere to clinical trial protocols or to regulatory requirements, the quantity, quality or accuracy of the data obtained
by the third parties may be compromised. We are exposed to risk of fraud or other misconduct by such third parties. Any of
these events could cause our preclinical studies and clinical trials, including post- approval clinical trials, to be extended,
delayed, suspended, required to be repeated or terminated, or we may receive untitled warning letters or be the subject of an
enforcement action, which could result in our failing to ebtairand-maintain marketing approval of vadadustat Auryxia or
Vafseo, or fallmg to obtaln or maintain marketlng approval ot-for any other product candidates on a timely basis ;-or at all 5
0 -6 eduets-, any of which would adversely affect our business
operatlons In addrtron if the third partles upon Whom we rely fail to perform effectively or terminate their engagement with us,
we may need to enter into alternative arrangements, which could delay, perhaps significantly, the development and
commercialization of vadadustat Auryxia , Vafseo if-appreved;-or any other product candidates. Even though we do not directly
control the third parties upon whom we rely to conduct our preclinical studies and clinical trials and therefore cannot guarantee
the satisfactory and timely performance of their obligations to us, we are nevertheless responsible for ensuring that each of our
clinical trials and preclinical studies is conducted in accordance with the applicable protocol, legal and regulatory requirements,
including GxP requirements, and scientific standards, and our reliance on these third parties, including CROs, will not relieve us
of our regulatory responsibilities. If we or any of our CROs, their subcontractors, or clinical or preclinical trial sites fail to
comply with applicable GxP requirements, the clinical data generated in our trials may be deemed unreliable or insufficient, our
clinical trials could be put on hold, and / or the FDA, the EMA or other regulatory authorities may require us to perform
additional clinical trials before approving our marketing applications. In addition, our clinical and preclinical trials must be
conducted with drug product that meets certain specifications and is manufactured under applicable cGMP regulations. These
requirements include, among other things, quality control, quality assurance, and the satisfactory maintenance of records and
documentation. We also rely upon third parties to store and distribute drug product for our clinical trials. For example, we use
third parties to store product at various sites in the U. S. to distribute to our clinical trial sites. Any performance failure on the
part of our storage or distributor partners could delay clinical development, marketing approval or commercialization, resulting
in additional costs and depriving us of potential product revenue. If the licensor of certain intellectual property relating to
Auryxia terminates, modifies or threatens to terminate existing contracts or relationships with us, our business may be materially
harmed. We do not own all of the rights to our product, Auryxia. We have licensed and sublicensed certain rights, patent and
otherwise, to Auryxia from a third party, Panion, who in turn licenses certain rights to Auryxia from one of the inventors of
Auryxia. The license agreement with Panion, or the Panion License Agreement, requires us to meet development milestones and
imposes development and commercialization due diligence requirements on us. In addition, under the Panion License
Agreement, we must pay royalties based on a mid- single digit percentage of net sales of product resulting from the licensed




technologies, including Auryxia, and pay the patent filing, prosecution and maintenance costs related to the license. If we do not
meet our obligations in a timely manner, or if we otherwise breach the terms of the Panion License Agreement, Panion could
terminate the agreement, and we would lose the rights to Auryxia. For example, following announcement of the Merger, Panion
notified us in writing that Panion would terminate the Panion License Agreement on November 21, 2018 if we did not cure the
breach alleged by Panion, specifically, that we failed to use commercially reasonable best efforts to commercialize Auryxia
outside the U. S. We disagreed with Panion’ s claims, and the parties entered discussions to resolve this dispute. On October 24,
2018, prior to the consummation of the Merger, we and Panion entered into a letter agreement, or the Panion Letter Agreement,
pursuant to which Panion agreed to rescind any and all prior termination threats or notices relating to the Panion License
Agreement and waived its rights to terminate the license agreement based on any breach by us of our obligation to use
commercially reasonable efforts to commercialize Auryxia outside the U. S. until the parties executed an amendment to the
Panion License Agreement in accordance with the terms of the Panion Letter Agreement, following consummation of the
Merger. On April 17, 2019, we and Panion entered into an amendment and restatement of the Panion License Agreement, or the
Panion Amended License Agreement, which reflects certain revisions consistent with the terms of the Panion Letter Agreement.
See Note 10, Commitments and Contingencies, to our consolidated financial statements in Part II, Item 8. Financial Statements
of this Form 10- K for additional information regarding the Panion Amended License Agreement. Even though we entered into
the Panion Amended License Agreement, there are no assurances that Panion will not allege other breaches of the Panion
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Page 89 Llcense Agreement in the future. In addltlon, if Panion breaches its agreement with the 1nvent0r from whom it
licenses rights to Auryxia, Panion could lose its license, which could impair or delay our ability to develop and
commercialize Auryxia. From time to time, we may have disagreements with Panion, or Panion may have disagreements with
the inventor from whom it licenses rights to Auryxia, regarding the terms of the agreements or ownership of proprietary rights,
which could impact the commercialization of Auryxia, could require or result in litigation or arbitration, which would be time-
consuming and expensive, could lead to the termination of the Panion Amended License Agreement, or force us to negotiate a
revised or new license agreement on terms less favorable than the original. In addition, in the event that the owners and / or
licensors of the rights we license were to enter into bankruptcy or similar proceedings, we could potentially lose our rights to
Auryxia or our rights could otherwise be adversely affected, which could prevent us from continuing to commercialize Auryxia.
Changes in U. S. and international trade policies, particularly with respect to China or Canada, may adversely impact
our business and operating results. The U. S. government has recently made statements and taken certain actions that
may lead to potential changes to U. S. and international trade policies, including imposing several rounds of tariffs and
export control restrictions affecting certain products manufactured in China, Canada and potentially other countries. In
March 2018, the Trump administration announced the imposition of tariffs on steel and aluminum entering the U. S.
from China, and in June 2018, the Trump administration announced further tariffs targeting goods imported from
China. Recently both China and the U. S. have each imposed tariffs indicating the potential for further trade barriers,
including the U. S. Commerce Department adding numerous Chinese entities to its “ unverified list, ” which requires U.
S. exporters to go through more procedures before exporting goods to such entities. In March 2025, the U. S. imposed
tariffs on certain imports from Canada and Mexico. However, these newly imposed tariffs have resulted in retaliatory
tariffs, and threats thereof, against U. S. goods. It is unknown whether and to what extent new tariffs, export controls, or
other new laws or regulations will be adopted, or the effect that any such actions would have on us or our industry.
Further, many of our manufacturers and suppliers for Auryxia and Vafseo are located in China and Canada. The
manufacturing of our drug product for commercial use of both Auryxia and Vafseo takes place in Canada through a
third- party manufacturer, Patheon Inc., or Patheon. Also, the manufacturing of our drug substance and drug product
for commercial supply of Vafseo takes place in China through a third- party manufacturer, STA Pharmaceutical Hong
Kong Limited, a subsidiary of WuXi AppTec, or WuXi STA, and we will likely continue to rely on foreign CMOs in the
future. We also rely on third parties in China for the supply of raw materials used in the manufacture of Vafseo and for
certain early- stage research services. Trade tensions and conflicts between the U. S. and China, Canada or other
countries have recently been escalating and, as such, we are exposed to the possibility of product supply disruption and
increased costs and expenses in the event of changes to the laws, rules, regulations and policies of the governments of the
U. S., China, Canada or other countries, or due to geopolitical unrest and unstable economic conditions. In addition,
certain Chinese biotechnology companies 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 their supply of material to us. For example, in February 2024, U. S.
lawmakers called for investigations into and the imposition of possible economic sanctions against Chinese biotechnology
companies WuXi AppTec and WuXi Biologics, or collectively WuXi, over alleged ties to the Chinese military. Further,
the recently proposed BIOSECURE Act introduced in the House of Representatives, as well as a substantially similar bill
in the Senate, targets certain Chinese biotechnology companies. If these bills become law, or similar laws are passed, they
would have the potential to severely restrict the ability of companies to contract with certain Chinese biotechnology
companies of concern without losing the ability to contract with, or otherwise receive funding from, the U. S.
government. Such disruptions could have adverse effects on our ability to commercialize Vafseo or the development of
our product candidates and our business operations. Any unfavorable government policies on international trade, such
as export controls, capital controls or tariffs, may increase the cost of manufacturing our products and product
candidates, affect the demand for our products, the competitive position of our products or product candidates, and



import or export of raw materials and finished product candidate used in our preclinical studies and clinical trials,
particularly with respect to any product candidates and materials that we import from China and Canada, including
pursuant to our manufacturing service arrangements with WuXi STA and Patheon. If any new tariffs, export controls,
legislation and / or regulations are implemented, or if existing trade agreements are renegotiated or, in particular, if
either the U. S., Chinese, Canadian or other government takes retaliatory trade actions due to the recent trade tension,
such changes could have an adverse effect on our business, financial condition and results of operations. Risks Related to
our Intellectual Property If we are unable to adequately protect our intellectual property, third parties may be able to use our
intellectual property, which could adversely affect our ability to compete in the market. Our commercial success will depend in
part on our ability, and the ability of our licensors, to obtain and maintain patent protection on our drug product and
technologies, and to successfully defend these patents against third party challenges. We Akebia Therapeutics, Inc. | Form 10-
K | Page 90 seck to protect our proprietary products and technology by filing patent applications in the U. S. and certain foreign
jurisdictions. The process for obtaining patent protection is expensive and time consuming, and we may not be able to file and
prosecute all necessary or desirable patent applications in a cost effective or timely manner. In addition, we may fail to identify
patentable subject matter early enough to obtain patent protection. Further, license agreements with third parties may not allow
us to control the preparation, filing and prosecution of patent applications, or the maintenance or enforcement of patents. Such
third parties may decide not to enforce such patents or enforce such patents without our involvement. Thus, these patent
applications and patents may not, under these circumstances, be prosecuted or enforced in a manner consistent with the best
interests of the company. Our pending patent applications may not issue as patents and may not issue in all countries in which
we develop, manufacture or potentially sell our preduet-products or in countries where others develop, manufacture and
potentially sell products using our technologies. Moreover, our pending patent applications, if issued as patents, may not provide
additional protection for our preduet-products . The patent positions of pharmaceutical and biotechnology companies can be
highly uncertain and involve complex legal and factual questions. No consistent policy regarding the breadth of claims allowed
in pharmaceutical and biotechnology patents has emerged to date. Changes in the patent laws or the interpretation of the patent
laws in the U. S. and other jurisdictions may diminish the value of our patents or narrow the scope of our patent protection.
Accordingly, the patents we own or license may not be sufficiently broad to prevent others from practicing our technologies or
from developing competing products. Furthermore, others may independently develop similar or alternative drug products or
technologies or design around our patented drug preduet-products and technologies which may have an adverse effect on our
business. If our competitors prepare and file patent applications in the U. S. that claim technology also claimed by us, we may
have to participate in interference or derivation proceedings in front of the U. S. Patent and Trademark Office, or USPTO, to
determine priority of invention, which could result in substantial cost, even if the eventual outcome is favorable to us. Because
of the extensive time required for development, testing and regulatory review of a potential product, it is possible that any
related patent may expire prior to, or remain in existence for only a short period following, commercialization, which may
significantly diminish our ability to exclude others from commercializing products that are similar or identical to ours. The
patents we own or license may be challenged or invalidated or may fail to provide us with any competitive advantage. Since we
have licensed or sublicensed many patents from third parties, we may not be able to enforce such licensed patents against third
party infringers without the cooperation of the patent owner and the licensor, which may not be forthcoming. In addition, we
may not be successful or timely in obtaining any patents for which we submit applications. Generally, the first to file a patent
application is entitled to the patent if all other requirements of patentability are met. However, prior to March 16, 2013, in the U.
S., the first to invent was entitled to the patent. Since publications of discoveries in the scientific literature often lag behind the
actual discoveries, and patent applications in the U. S. and other jurisdictions are typically not published until 18 months after
filing, or in some cases not at all, we cannot know with certainty whether we were the first to make the inventions claimed in
our patents or pending patent applications, or that we were the first to file for patent protection of such inventions. Moreover, the
laws enacted by the Leahy- Smith America Invents Act of 2011, which reformed certain patent laws in the U. S., introduce
procedures that permit competitors to challenge our patents in the USPTO after grant, including inter partes review and post
grant review. Similar laws exist outside of the U. S. The laws of the European Patent Convention, for example, provide for post-
grant opposition procedures that permit competitors to challenge, or oppose, our European patents administratively at the
European Patent Office, or EPO. We may become involved in addressing patentability objections based on third party
submission of references, or we may become involved in defending our patent rights in oppositions, derivation proceedings,
reexamination, inter partes review, post grant review, interference proceedings or other patent office proceedings or litigation, in
the U. S. or elsewhere, challenging our patent rights or the patent rights of others. An adverse result in any such proceeding or
litigation could reduce Akebta-Therapeuties; Tne—Form1H0-—K1PRage-90-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. The issuance of a
patent is not conclusive as to its inventorship, scope, validity or enforceability, and our owned and licensed patents may be
challenged on such a basis in the courts or patent offices in the U. S. and abroad. As a result of such challenges, we may lose
exclusivity or freedom- to- operate or patent claims may be narrowed, invalidated or held unenforceable, in whole or in part,
which could limit our ability to prevent third parties from using or commercializing similar or identical products, or limit the
duration of the patent protection for our products. Periodic maintenance fees on any issued patent are due to be paid to the
USPTO and foreign patent agencies in several stages over the lifetime of the patent. The USPTO and governmental patent
agencies in other jurisdictions also require compliance with a number of procedural, documentary, fee payment (such as
annuities) and other similar provisions during the patent application process. While an inadvertent lapse in many cases can be
cured by payment of a late fee or by other means in accordance with the applicable rules, there are situations in which non-
compliance can result in abandonment or lapse of the patent or patent application, resulting in partial or complete loss of patent
rights in the relevant jurisdiction. Non- compliance Akebia Therapeutics, Inc. | Form 10- K | Page 91 cvents that could result



in abandonment or lapse of a patent or patent application include, but are not limited to, failure to respond to official actions
within prescribed time limits, non- payment of fees, and failure to properly legalize and submit formal documents. In such an
event, our competitors might be able to enter the market sooner than we expect, which would have a material adverse effect on
our business. In addition, patents protecting our product candidate might expire before or shortly after such candidate is
commercialized. Thus, our patent portfolio may not provide sufficient rights to exclude others from commercializing products
similar or identical to ours. We also rely on trade secrets and know- how to protect our intellectual property where we believe
patent protection is not appropriate or obtainable. Trade secrets are difficult to protect. While we require our employees,
licensees, collaborators and consultants to enter into confidentiality agreements, this may not be sufficient to adequately protect
our trade secrets or other proprietary information. In addition, in some cases, we share certain ownership and publication rights
to data relating to some of our products and product candidates with research collaborators, licensees and other third parties. If
we cannot maintain the confidentiality of this information, our ability to receive patent protection or protect our trade secrets or
other proprietary information will be at risk. We may not be able to protect our intellectual property rights throughout the world.
Filing, prosecuting and defending patents on our products and product candidates in all countries throughout the world would be
prohibitively expensive. Consequently, the breadth of our intellectual property rights in some countries outside the U. S. may be
less extensive than those in the U. S. In addition, the laws of some countries do not protect intellectual property rights to the
same extent as laws in the U. S. As a result, we may not be able to prevent third parties from practicing our inventions in all
countries outside the U. S., or from selling or importing products made using our inventions in and into the U. S. or other
countries. Competitors may use our technologies in countries where we have not obtained patent protection to develop their own
products and, further, may infringe our patents in territories where we have patent protection, but where enforcement is not as
strong as in the U. S. These products may compete with our products and our patents or other intellectual property rights may
not be effective or sufficient to prevent them from competing. Many companies have encountered significant problems in
protecting and defending intellectual property rights in certain countries. The legal systems of certain countries, particularly
certain developing countries, do not favor the enforcement of patents, trade secrets and other intellectual property, particularly
those relating to pharmaceutical and biotechnology products, which could make it difficult for us to stop the infringement of our
patents or the marketing of competing products in violation of our proprietary rights generally. Proceedings to enforce our patent
rights in countries outside of the U. S. could result in substantial costs and divert our efforts and attention from other aspects of
our business, could put our patents at risk of being invalidated or interpreted narrowly and our patent applications at risk of not
issuing, and could provoke third parties to assert claims against us. We may not prevail in any lawsuits that we initiate, and the
damages or other remedies awarded, if any, may not be commercially meaningful. Accordingly, our efforts to enforce our
intellectual property rights around the world may be inadequate to obtain a significant commercial advantage for our products
and product candidates from the intellectual property that we develop or license. The intellectual property that we own or have
licensed and related non- patent exc1u51V1ty relating to our current and future products is, and may be, limited, which could
adversely affect our ability to compete in the market and adversely affect the value of Auryxia, Vafseo vadadustatif-approved;
or other future products. The patent rights and related non- patent exclusivity that we own or have licensed relating to Auryxia,
Vafseo vadadustat;-or other future products, are, or may be limited in ways that may affect our ability to exclude third parties
from competing against us. Akebia-Therapeuties; Tne—Form1H0-—K{PRage-9+-For example, a third party may design around our
owned or licensed composition of matter patent claims or market a product for the methods of use not covered by our owned or
licensed patents. Obtaining proof of direct infringement by a competitor for a method of use patent requires us to demonstrate
that the competitors make and market a product for the patented use (s). Alternatively, we can prove that our competitors induce
or contribute to others in engaging in direct infringement. Proving that a competitor contributes to or induces infringement of a
patented method by another has additional proof requirements. For example, proving inducement of infringement requires proof
of intent by the competitor. If we are required to defend ourselves against claims or to protect our own proprietary rights against
others, it could result in substantial costs to us and the distraction of our management. An adverse ruling in any litigation or
administrative proceeding could prevent us or our partners from marketlng and selling Auryx1a Vafseo or vadadustatif
appreved;-er-other future products, increase the risk that a generic or other similar version of Auryxia, Vafseo ervadadustat+f
approved;-or other future products could enter the market to compete with Auryxia, Vafseo or vadadustatif-approved;-or-other
future products, limit our or our partners' development and commercialization of Auryxia, Vafseo or vadadustatifapproved;or
other future products, or otherwise harm our competitive position and result in additional significant costs. Akebia
Therapeutics, Inc. | Form 10- K | Page 92 Morcover, physicians may prescribe a competitive identical product for indications
other than the one for which the product has been approved, or “ off- label ” indications, that are covered by the applicable
patents. Although such off- label prescriptions may directly infringe or contribute to or induce infringement of method of use
patents, such infringement is difficult to prevent. In addition, any limitations of our patent protection described above may
adversely affect the value of our drug product and may inhibit our ability to obtain a collaboration partner at terms acceptable to
us, if at all. In addition to patent rights in the U. S., we may seek non- patent exclusivity for vadadustat-and-other-any approved
or future products under other provisions of the FDCA such as new chemical entity, or NCE, exclusivity, or exclusivity for a
new use or new formulation, but there is no guarantee that vadadustat-er-any ether-fatare-products will receive such exclusivity.
The FDCA provides a five- year period of non- patent exclusivity within the U. S. to the first sponsor to gain approval of an
NDA for an NCE. A drug is an NCE if the FDA has not previously approved any other new drug containing the same active
moiety, which consists of the molecule (s) or ion (s) responsible for the action of the drug substance (but not including those
portions of the molecule that cause it to be a salt or ester or which are not bound to the molecule by covalent or similar bonds) .
Vafseo was granted NCE status following its approval in March 2024 and received a five- year NCE exclusivity . During
the exclusivity period, the FDA may not accept for review an ANDA or a 505 (b) (2) NDA submitted by another company for
another version of such drug where the sponsor does not own or have a legal right of reference to all the data required for



approval. An ANDA that references an NDA product with NCE exclusivity may be submitted after four years if it contains a
certification of patent invalidity or non- infringement. The FDCA also provides three years of exclusivity for an NDA,
particularly a 505 (b) (2) NDA or supplement to an existing NDA, if new clinical investigations, other than bioavailability
studies, that were conducted or sponsored by the sponsor are deemed by the FDA to be essential to the approval of the
application (for example, for new indications, dosages, or strengths of an existing drug). This three- year exclusivity covers only
the conditions associated with the new clinical investigations and does not prohibit the FDA from approving ANDAs for drugs
containing the original active agent. The three- year exclusivity period, unlike five- year exclusivity, does not prevent the
submission of a competing ANDA or 505 (b) (2) NDA. Instead, it only prevents the FDA from granting final approval to such a
product until expiration of the exclusivity period. Five- year and three- year exclusivity will not delay the submission (in the
case of five- year exclusivity) or the approval (in the case of three- year exclusivity) of a full NDA submitted under section 505
(b) (1) of the FDCA; however, a sponsor submitting a full NDA would be required to conduct all of its own studies needed to
independently support a finding of safety and effectiveness for the proposed product, or have a full right of reference to all
studies not conducted by the sponsor. In cases where NCE exclusivity has been granted to a new drug product, the 30- month
stay triggered by such litigation is extended by the amount of time such that seven years and six months will elapse from the
date of approval of the NDA for that product. Without NCE exclusivity, the 30- month stay on FDA final approval of an ANDA
runs from the date on which the sponsor of the reference listed drug receives notice of a Paragraph IV certification from the
ANDA sponsor. In addition to NCE, in the U. S., the FDA has the authority to grant additional regulatory exclusivity protection
for approved drugs where the sponsor conducts specified testing in pediatric or adolescent populations. If granted, this pediatric
exclusivity may provide an additional six months which are added to the term of any non- patent exclusivity that has been
awarded as well as to the regulatory protection related to the term of a relevant patent, to the extent these protections have not
already expired. In addition, foreign regulatory authorities may change their approval policies and new regulations may
be enacted regarding non- patent exclusivity. For example, EU pharmaceutical legislation is currently undergoing a
complete review process, in the context of the Pharmaceutical Strategy for Europe initiative, launched by the EC in
November 2020. The EC’ s proposal for revision of several legislative instruments related to medicinal products, which
may reduce the duration of regulatory data protection and exclusivity periods for orphan drugs, and revise the eligibility
for expedited pathways in addition to other changes, was published on April 26, 2023. On April 10, 2024, the European
Parliament adopted a position on the proposal requesting several amendments to the package. The proposed revisions
remain to be agreed and adopted by the European Parliament and European Council and the proposals may therefore
be substantially revised before adoption, which is not anticipated before early 2026. The revisions may, however, have a
significant impact on the pharmaceutical industry and our business in the long term. We cannot assure you that Auryxia,
Vafseo vadadustatif-approved;-or any of our potential future products will obtain such pediatric exclqulty, NCE exclusivity or
any other market exclusivity in the U. S., EU or any other territory, or that we will be the first to receive the respective
regulatory approval for such drugs so as to be eligible for any non- patent exclusivity protection. We AdebtaTherapeuties; e
Form10-K-{Page-92-also cannot assure you that Auryxia, Vafseo vadadustatf-appreved;-or any of our potential future
productq will obtain patent term extension. Akebia Therapeutics, Inc. | Form 10- K | Page 93 The market entry of one or more
generic competitors or any third party’ s attempt to challenge our intellectual property rights will likely limit Auryxia and
Vafseo sales and have an adverse impact on our business and results of operation. Although the composition and use of Auryxia
is currently claimed by +4-3 issued patents that are listed in the FDA” s Orange Book , or OB, and the composition and use of
Vafseo is currently claimed by 13 issued patents that are listed in the OB , we cannot assure you that we will be successful
in defending against third parties attempting to invalidate or design around our patents or asserting that our patents are invalid or
otherwise unenforceable or not infringed, or in competing against third parties introducing generic equivalents of Auryxia ,
Vafseo or any of our potential future products. If our Orange Book- listed patents are successfully challenged by a third party
and a generic version of Auryxia or Vafseo is approved and launched sooner than we anticipate, revenue from Auryxia or
Vafseo, respectively, could decline significantly, which would have a material adverse effect on our sales, results of operations
and financial condition. We previously received Paragraph IV certification notice letters regarding ANDAs submitted to the
FDA requesting approval for generic versions of Auryxia tablets (210 mg ferric iron per tablet). We filed complaints for patent
infringement relating to such ANDAs, and subsequently entered into settlement and license agreements with all such ANDA
filers that allow such ANDA filers to market a generic version of Auryxia in the U. S. beginning on March 20, 2025. It is
possible that we may receive Paragraph IV certification notice letters from additional ANDA filers and may not ultimately be
successful in an ANDA litigation. While we expect that the availability of generic versions of Auryxia will negatively
impact our net product revenue for Auryxia and our results of operations, it is difficult to estimate the impact of generics
on Auryxia net product revenue, and if the impact is greater than we currently anticipate, it may materially adversely
impact our business and results of operations. Generic competition for Auryxia or any of our potential future products could
have a material adverse effect on our sales, results of operations and financial condition. Litigation and administrative
proceedings, including third party claims of intellectual property infringement and opposition / invalidation proceedings against
third party patents, may be costly and time consuming and may delay or harm our drug discovery, development and
commercialization efforts. We may be forced to initiate litigation to enforce our contractual and intellectual property rights, or
we may be sued by third parties asserting claims based on contract, tort or intellectual property infringement. Competitors may
infringe our patents or misappropriate our trade secrets or confidential information. We may not be able to prevent infringement
of our patents or misappropriation of our trade secrets or confidential information, particularly in countries where the laws may
not protect those rights as fully as in the U. S. In addition, third parties may have or may obtain patents in the future and claim
that our products or other technologies infringe their patents. If we are required to defend against suits brought by third parties,
or if we sue third parties to protect our rights, we may be required to pay substantial litigation costs, and our management’ s



attention may be diverted from operating our business. In addition, any legal action against our licensor, licensees or us that
seeks damages or an injunction of commercial activities relating to Auryxia, ¥adadustat-Vafseo or any ether-product candidates
or other technologies, including those that may be in- licensed or acquired, could subject us to monetary liability, a temporary or
permanent injunction preventing the development, marketing and sale of such products or such technologies, and / or require our
licensor, licensees or us to obtain a license to continue to develop, market or sell such products or other technologies. In addition,
in an infringement proceeding, a court may decide that a patent of ours is not valid or is unenforceable, or may refuse to stop the
other party from using the technology at issue on the grounds that our patents do not cover the technology in question. We
cannot predict whether our licensor, licensees or we would prevail in any of these types of actions or that any required license
would be made available on commercially acceptable terms, if at all. Our commercial success depends in part on our avoiding
infringement of the patents and proprietary rights of third parties. However, there may be patents of third parties of which we
are currently unaware with claims to compounds, materials, formulations, methods of manufacture or methods for treatment
related to the use or manufacture of our product candidates. Also, because patent applications can take many years to issue, there
may be currently pending patent applications which may later result in issued patents that our product candidates may infringe.
The pharmaceutical and biotechnology industries are characterized by extensive litigation over patent and other intellectual
property rights. We have in the past and may in the future become a party to, or be threatened with, future adversarial litigation
or other proceedings regarding intellectual property rights with respect to our product and product candidates. As the
pharmaceutical and biotechnology 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. While our product candidates are in preclinical studies and
clinical trials, we believe that the use of our product candidates in these preclinical studies and clinical trials in the U. S. falls
within the scope of the exemptions provided by 35 U. S. C. Section 271 (e), which provides that it shall not be an act of
infringement to make, use, offer to sell, or sell within the U. S. or import into the U. S. a patented invention solely for uses
reasonably related to the development and submission of information to the FDA. There is an increased possibility of a patent
infringement claim against us W1th respect to commercial products Our portfolio 1ncludes one-two comrner01al produet
products o Auryx1a —Were h : g NDA vadad M

attempt to ensure that our products and product eandtdates—&nd—the—metheds—we—emp}ey—te—Akebla Therapeutlcs Inc | F orm 10-
K | Page 93-94 candidates and the methods we employ to manufacture them, as well as the methods for their use which we
intend to promote, do not infringe other parties’ patents and other proprietary rights. There can be no assurance they do not,
however, and competitors or other parties may assert that we infringe their proprietary rights in any event. FibroGen has filed
patent applications in the U. S. and other countries directed to purportedly new methods of using previously known heterocyclic
carboxamide compounds for purposes of treating or affecting specified conditions, and some of these applications have since
issued as patents. In November 2023, we and our collaboration partner, MTPC, entered into a Settlement and Cross License
Agreement, or the Settlement Agreement, with FibroGen and its collaboration partner, Astellas. The Settlement Agreement
resolves all patent disputes between us, MTPC, FibroGen and Astellas in the EU the contractlng states to the European Patent
Conventlon the UK and Japan or the Settlernent Terrltory We disens 3 d-pro

his 55 We-may in the future initiate 1nvahd1ty actions
or other 1ega1 proceedlngs W1th respect to F 1broGen patents outside of the Settlernent Territory. If we are not successful in such
proceedings, FibroGen could try to claim that our products infringe their patent rights. Third parties, including FibroGen, may in
the future claim that our preduet-products and product candidates and other technologies infringe upon their patents and may
challenge our ability to commercialize Auryxia and Vafseo vadadustattfapproved-. Parties making claims against us or our
licensees may seek and obtain injunctive or other equitable relief, which could effectively block our or their ability to continue
to commercialize Auryxia or Vafseo or further develop and commercialize ¥adadustator-any ether-product candidates,
including those that may be in- licensed or acquired. If any third party patents were held by a court of competent jurisdiction to
cover the manufacturing process of any of our products or product candidates, any molecules 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 such
product or product candidate unless we obtained a license under the applicable patents, or until such patents expire or they are
finally determined to be held invalid or unenforceable. Similarly, if any third party patent were held by a court of competent
jurisdiction to cover aspects of our formulations, processes for manufacture or our intended methods of use, the holders of any
such patent may be able to block or impair our ability to develop and commercialize the applicable product candidate unless we
obtained a license or until such patent expires or is finally determined to be held invalid or unenforceable. We may also elect to
enter into a license in order to settle litigation or in order to resolve disputes prior to litigation. 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
products or product candidates. Should a license to a third party patent become necessary, we cannot predict whether we would
be able to obtain a license or, if a license were available, whether it would be available on commercially reasonable terms. If
such a license is necessary and a license under the applicable patent is unavailable on commercially reasonable terms, or at all,
our ability to commercialize our product or product candidate may be impaired or delayed, which could in turn significantly
harm our business. Further, defense of infringement 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, pay royalties or redesign our products, which may be impossible or require substantial time and monetary
expenditure. In addition, there may be a challenge or dispute regarding inventorship or ownership of patents or applications
currently identified as being owned by or licensed to us. 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. 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. Various administrative proceedings are also available for challenging patents,
including interference, reexamination, inter partes review, and post- grant review proceedings before the USPTO or oppositions
and other comparable proceedings in foreign jurisdictions. Competitors may initiate an administrative proceeding challenging
our issued patents or pending patent applications, which can be expensive and time- consuming to defend. An adverse result in
any current or future defense proceedings could put one or more of our patents at risk of being invalidated, held unenforceable,
or interpreted narrowly and held not infringed and could put our patent applications at risk of not issuing. In addition, an
unfavorable outcome in any current or future proceeding in which we are challenging third party patents could require us to
cease using the patented technology or to attempt to license rights to it from the prevailing party. Our business could be harmed
if the prevailing party does not offer us a license on commercially reasonable terms or at all. Even if we are successful,
participation in interference or other administrative proceedings before the USPTO or a foreign patent office may result in
substantial costs and distract our management and other employees. We are currently involved in opposition proceedings in the
Indian Patent Office and the European Patent Office and-HndianPatent-Offiee-. Fhese-- The proceedings may be ongoing for
a number of years , may be resolved in a manner adverse to the Company and may involve substantial expense and diversion
of employee resources from our business, which could have an adverse effect on our business. In addition, we may become
involved in additional opposition proceedings or other legal or administrative proceedings in the future. For more information,
see the other risk factors under *“ Risks Related to our Intellectual Property ”. Akebia Therapeutics, Inc. | Form 10- K | Page 94
95 Furthermore, because of the substantial amount of discovery required in connection with intellectual property litigation and
some administrative proceedings, there is a risk that some of our confidential information could be compromised by disclosure
during discovery. 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. We may be subject to claims that our employees, consultants or independent
contractors have wrongfully used or disclosed confidential information of third parties. We have received confidential and
proprietary information from potential collaborators, prospective licensees and other third parties. In addition, we employ
individuals who were previously employed at other biotechnology or pharmaceutical companies. We may be subject to claims
that we or our employees, consultants or independent contractors have inadvertently or otherwise used or disclosed confidential
information of these third parties or our employees’ former employers. We may also be subject to claims that former employees,
collaborators or other third parties have an ownership interest in our patents or other intellectual property. We may be subject to
ownership disputes in the future arising, for example, from conflicting obligations of consultants or others who are involved in
developing our product candidates. 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, such as exclusive ownership
of, or right to use, valuable intellectual property. Such an outcome could have a material adverse effect on our business. Even if
we are successful in defending against these claims, litigation could result in substantial cost and be a distraction to our
management and employees. Risks Related to our Business and Managing Growth If we fail to attract, retain and motivate
senior management and quahﬁed personnel we may be unable to successfully develop yebtatrand for-maintainrmarketing

s v or-commercialize Auryxia, Vafseo or any of our product candidates . Recruiting
and retalmng quahﬁed personnel is critical to our success. We are also highly dependent on our executives, certain members of
our senior management and certain key personnel members-ofotr-eommeretal-organization-. The loss of the services of our
executives, senior managers or other employees could impede the achievement of our research, development, regulatory and
commercialization objectives and seriously harm our ability to successfully implement our business strategy. Specifically,
following receipt of the CRL, we implemented a reduction of our workforce in April and May 2022 by approximately 42 %
across all areas of our Company (47 % inclusive of the closing of the majority of open positions), including several members of
management. In November 2022, we also implemented a reduction of our workforce, by approximately 14 % consisting of
individuals within our commercial orgamzatron asa result of our decision to shift to a strateglc account management focused
model for our commercial efforts. In-a ; ate he-e egtite
attritton—Losing members of management and other key personnel subjects us to a number of risks, 1nclud1ng the fallure to
coordinate responsibilities and tasks, the necessity to create new management systems and processes, the impact on corporate
culture, and the retention of historical knowledge. Furthermore, replacing executives, senior managers and other key employees
may be difficult and may take an extended period of time because of the limited number of individuals in our industry with the

breadth of skills and experience required to successfully develop ;-eobtainrand-+-ormatntain-marketing-approvatofand

commercialize Auryxia, vadadustat-Vafseo and ether-any product candidates. Our future financial performance and our ability
to develop rebtainand--ormatntainr-marketing-approvatofand commercialize Auryxia and vedadustat-Vafseo and to compete
effectively will depend, in part, on our ability to manage any future growth effectively. To that end, we must be able to hire,
train, integrate, and retain additional qualified personnel with sufficient experience. We may be unable to hire, train, retain or
motivate these personnel on acceptable terms given the intense competition for our personnel from our competitors and other
companies throughout our industry, particularly in our geographic region. Over the last several years, the challenges in recruiting
and retaining employees across the pharmaceutical and biotechnology industries have increased substantially due to current
industry job market dynamics. In addition, we rely on contractors, consultants and advisors, including scientific and clinical
advisors, to assist us in formulating and executing our R & D and commercialization strategy. Our contractors, consultants and
advisors may become employed by companies other than ours and may have commitments with other entities that may limit
their availability to us. If additional members of management or other personnel leave, or we are unable to continue to attract
and retam hlgh qualrty personnel our ab111ty to grow and pursue our busmess strategy W111 be hmrted —Gu:r—eest—saﬁngs—p%aﬁ—and




dlfﬁcultlei in managing our growth 1nclud1ng with respect to our employee base, and managing our paltnerslnp% and operations
successfully. In our day- to- day operations, we may encounter difficulties in managing the size of our operations as well as
challenges associated with managing our business. We have strategic collaborations for the commercialization of Riona in
Japan, the development and commercialization of ferric citrate in Europe, and the development and commercialization of
vadadustat, which is now being or will be marketed under the trade name Vafseo by our collaboration partner, MTPC, in Japan
and potentlally other As1an countrles and our collaboration partner, Medlce 1n the Medice Terrltory Add-rt—teﬁa-l-}y—m—t-he—U—

operatlonq contlnue Akebla Therapeutlcs, Inc. Form 10-K | Page 96 we expect that we will need to manage our current
relationships and enter into new relationships with various strategic collaborators, consultants, vendors, suppliers and other third
parties. These relationships are complex and create numerous risks as we deal with issues that arise. For example, we supply or
have agreed to supply, as applicable, Auryxia in Europe, Vafseo in Japan, Europe and other territories where it is approved yand
vadadustatin-the- b—Sifapproved,—for commercial and clinical use to MTPC, Medice ;and Averoa ane-ESE-Vifer-, which will
require us to successfully manage our limited financial and managerial resources. In addition, we may not be able to obtain the
raw materials or product that we need, or the cost of the raw materials or product may be higher than expected. If we are unable
to successfully manage our supply obligations, our ability to commercialize our products or supply such products to our partners
could have a material adverse effect on our relationships with our partners and our results of operations. Our future financial
performance and our ability to commercialize Auryxia and vadadustat-Vafseo , if and where approved, and to compete
effectively will depend, in part, on our ability to manage any future growth effectively. This future growth will impose
significant added responsibilities on the business and members of management. To manage any future growth, we must continue
to implement and improve our managerial, operational and financial systems, procedures and processes. We may not be able to
implement these improvements in an efficient or timely manner and may discover deficiencies in existing systems, procedures
and processes. For example, we recently transitioned to a new enterprise resource planning system and if we encounter
any difficulties or issues with the new system it could affect our ability to close our books and complete our financial
reporting in a timely manner. Moreover, the systems, procedures and processes currently in place or to be implemented may
not be adequate for any such growth. Any expansion of our operations may lead to significant costs and may divert our
management and business development resources. Any inability to manage growth could delay the execution of our business
plans or disrupt our operations. We may not be able to accomplish these tasks, and our failure to accomplish any of them could
prevent us from successfully managing and, as applicable, growing our Company. In addition, we may need to farther-adjust the
size of our workforce as a result of changes to our expectations for our business, which can result in management being required
to divert a disproportionate amount of its attention away from our day- to- day activities and devote a substantial amount of time
to managing these growth- related activities and related expenses. Further, we rely on independent third parties to provide
certain services to us. We structure our relationships with these outside service providers in a manner that we believe results in
an independent contractor relationship, not an employee relationship. If any of our service providers are later legally deemed to
be employees, we could be subject to employment and tax withholding liabilities and other additional costs as well as other
multiple damages and attorneys’ fees. We have identified a material weakness in our internal control over financial reporting as
of December 31, 2823-2024 relating to our accounting for inventory and inventory related transactions. If we are not able to
remediate this materlal weakness, or Akebia-Therapeuties; Ine—{Formt0-—K-1Page-06-if we experience additional material
weaknesses or other deficiencies in our internal control over financial reporting in the future or otherwise fail to maintain an
effective system of internal control over financial reporting, we may not be able to accurately or timely report our financial
results or prevent fraud, and we may conclude that our internal control over financial reporting is not effective, which may




adversely affect our business. Effective internal control over financial reporting is necessary for us to provide reliable financial
reports and, together with adequate disclosure controls and procedures, is designed to prevent fraud. Any failure to maintain or
implement required new or improved controls, or difficulties encountered in implementation could cause us to fail to meet our
reporting obligations. In addition, any testing by us, as and when required, conducted in connection with Section 404 of the
Sarbanes- Oxley Act, or Section 404, or any testing by our independent registered public accounting firm may reveal
deficiencies in our internal control over financial reporting that are deemed to be material weaknesses or that may require
prospective or retroactive changes to our consolidated financial statements or identify other areas for further attention or
improvement. We identified a material weakness in our internal control over financial reporting as of December 31, 2623-2024 .
A material weakness is a deficiency, or combination of deficiencies, in internal control over financial reporting, such that there
is a reasonable possibility that a material misstatement of our annual or interim consolidated financial statements will not be
prevented or detected on a timely basis. Our Speeiftealty;-our-management concluded that we did not design and maintain
effective controls over inventory. Specifically, we did not maintain effective review controls that operated with a sufficient
level of precision to evaluate the completeness ané-, accuracy and reasonableness of aceounting-for-the product sales
forecast, which is used in the evaluation of excess 1nvent0ry a-nd—rnveﬂtefy—fe}ated-t-rfmsaeﬁeﬂs- 1nclud1ng the mventefy
reeonethations;calculation of excess ov ate af :
temand—e%habﬁ-rttes—fe}ated-te—the—ea}et&&&en—e#ﬁrm purchase commltments and the classﬂicatlon of current and non-
current inventory . For further discussion of the material weakness, see Part II, Item 9A, “ Controls and Procedures. ” We have
taken eertainsteps-and plan to continue to take actions additional-steps-to remediate this material weakness, including (i)

designing and implementing aﬂd-deeufnen&ng— w preeesses-and-controls to help ensure the completeness and accuracy of our
1nventory reconciliations, (ii) engaging addtﬁenal—thﬁd—pafw—swejeet—matter—expeﬁs—aﬂd—accountmg personnel Wrth U. S. GAAP
experience specific to inventory accounting y-and (iii) enhancing the aee
eommitment-and-(iv)-establishing-effeetive-monitoring and oversight controls to help to ensure the eompleteness and accuracy
of inventory included in our financial statements and related disclosures. However, we cannot provide assurance that we will be
able to correct this material weakness in a timely manner or that our remediation efforts will be adequate to allow us to conclude
that our internal control over financial reporting will be effective in the future. Even if this material weakness is remediated in
the future, we could identify additional material weaknesses or deficiencies in our internal control over financial reporting that
could require correction or Akebia Therapeutics, Inc. | Form 10- K | Page 97 remediation. For example, we previously
identified a material weakness in our internal control over financial reporting as of December 31, 2022 relating to our product
return reserves that resulted in a revision of our financial statements for the years ended December 31, 2022, 2021 and 2020. In
addition, our conclusion that we have a material weakness could give rise to increased scrutiny, review, audit and investigation
over our accounting controls and procedures, which could then lead to additional areas of deficiency or errors in our financial
statements. We will need to continue to dedicate internal resources, engage outside consultants and maintain a detailed work
plan to assess and document the adequacy of internal control over financial reporting, continue steps to remediate the material
weakness relating to our accounting for inventory and inventory related transactions described above and any future control
deficiencies or material weaknesses, and improve control processes as appropriate, validate through testing that controls are
functioning as documented and maintain a continuous reporting and improvement process for internal control over financial
reporting. If we are not able to correct material weaknesses or deficiencies in internal controls in a timely manner or otherwise
comply with the requirements of Section 404 in a timely manner, our ability to record, process, summarize and report financial
information accurately and within applicable time periods may be adversely affected, and we could be subject to sanctions or
investigations by the Securities Exchange Commission, or the SEC, the Nasdaq Stock Market or other regulatory authorities
as well as stockholder litigation which, even if resolved in our favor, would require additional financial and management
resources and could adversely affect the market price of our common stock. Any failure to maintain or implement required
effective internal control over financial reporting, or any difficulties we encounter in their implementation, could result in
additional material weaknesses, cause us to fail to meet our reporting obligations or result in material misstatements in our
financial statements. Furthermore, if we cannot provide reliable financial reports or prevent fraud, our business and results of
operations could be harmed. Inferior internal controls could also cause investors to lose confidence in our reported financial
information, which could have a negative effect on the trading price of our common stock and could also affect our ability to
raise capital to fund future business initiatives. Security breaches and unauthorized use of our information technology systems
and information, or the information technology systems or information in the possession of our collaborators and other third
parties, could damage the integrity of our clinical trials, impact our regulatory filings, compromise our ability to protect our
intellectual property, and subject us to regulatory actions that could result in significant fines or other penalties. Akebia
Fherapeuttes; Ine—Form1H0-K1Page-97We, our collaborators, contractors and other third parties rely significantly upon
information technology, and any failure, inadequacy, interruption or security lapse of that technology, including any
cybersecurity incidents, could harm our ability to operate our business effectively. In addition, we and our collaborators,
contractors and other third parties rely on information technology networks and systems, including the Internet and artificial
intelligence based software, to process, transmit and store clinical trial data, patient information, and other electronic
information, and manage or support a variety of business processes, including operational and financial transactions and records,
personal identifying information, payroll data and workforce scheduling information. We purchase most of our information
technology from vendors, on whom our systems depend. We rely on commercially available systems, software, tools and
monitoring to provide security for the processing, transmission and storage of company and customer information. In the
ordinary course of our business, we and our third party contractors maintain personal and other sensitive data on our and their
respective networks, including our intellectual property and proprietary or confidential business information relating to our
business and that of our clinical trial patients and business partners. In particular, we rely on CROs and other third parties to




store and manage information from our clinical trials. We also rely on third parties to manage patient information for Auryxia
and Vafseo . Additionally, the use of artificial intelligence based software is increasingly being used in the biopharmaceutical
industry. Use of artificial intelligence based software may lead to the release of confidential proprietary information, which may
impact our ability to realize the benefit of our intellectual property. The secure maintenance of this sensitive information is
critical to our business and reputation. Companies and other entities and individuals have been increasingly subject to a wide
variety of security incidents, cyber- attacks and other attempts to gain unauthorized access to systems and information. These
threats can come from a variety of sources, ranging in sophistication from individual hackers to state- sponsored attacks.
Attackers have used artificial intelligence and machine learning to launch more automated, targeted and coordinated attacks
against targets. Cyber threats may be broadly targeted, or they may be custom- crafted against our information systems or those
of our vendors or third party service providers. A security breach, cyberattack or unauthorized access of our clinical data or
other data could damage the integrity of our clinical trials, impact our regulatory filings, cause significant risk to our business,
compromise our ability to protect our intellectual property, and subject us to regulatory actions, including under the GDPR and
CCPA discussed elsewhere in these risk factors and the privacy or security rules under federal, state, or other local laws outside
of'the U. S. protecting confidential or personal information, that could be expensive to defend and could result in significant
fines or other penalties. Cyberattacks can include malware, computer viruses, hacking, social engineering, zero day
vulnerabilities or other unauthorized access or other significant compromise of our computer, communications and related
systems. Although Akebia Therapeutics, Inc. | Form 10- K | Page 98 we take steps to manage and avoid these risks and to be
prepared to respond to attacks, our preventive and any remedial actions may not be successful and no such measures can
eliminate the possibility of the systems’ improper functioning or the improper access or disclosure of confidential or personally
identifiable information such as in the event of cyberattacks. Security breaches, whether through physical or electronic break-
ins, computer viruses, ransomware, impersonation of authorized users, attacks by hackers or other means, can create system
disruptions or shutdowns or the unauthorized disclosure of confidential information. Although we believe our collaborators,
vendors and service providers, such as our CROs, take steps to manage and avoid information security risks and respond to
attacks, we may be adversely affected by attacks against our collaborators, vendors or service providers, and we may not have
adequate contractual remedies against such collaborators, vendors and service providers to remedy any harm to our business
caused by such event. Additionally, outside parties may attempt to fraudulently induce employees, collaborators, or other
contractors to disclose sensitive information or take other actions, including making fraudulent payments or downloading
malware, by using “ spoofing ” and “ phishing ” emails or other types of attacks. Our employees may be targeted by such
fraudulent activities. Outside parties may also subject us to distributed denial of services attacks or introduce viruses or other
malware through “ trojan horse ” programs to our users’ computers in order to gain access to our systems and the data stored
therein. Cyber- attacks have become more prevalent and much harder to detect and defend against. Because the techniques used
to obtain unauthorized access, disable or degrade service, or sabotage systems change frequently and continuously become more
sophisticated, including the use of artificial intelligence to generate sophisticated spoofed emails and deep fake voice and video,
often are not recognized until launched against a target and may be difficult to detect for a long time, we may be unable to
anticipate these techniques or to implement adequate preventive or detective measures, and we might not immediately detect
such incidents and the damage caused by such incidents. Such attacks, whether successful or unsuccessful, or other
compromises with respect to our information security and the measures we implement to prevent, detect and respond to them,
could: « result in our incurring significant costs related to, for example, rebuilding internal systems, defending against litigation,
responding to regulatory inquiries or actions, paying damages or fines, or taking other remedial steps with respect to third
parties; * lead to public exposure of personal information of participants in our clinical trials, Auryxia patients and others;
Akebia-Therapeuties; Ine—{Form1t0-—K{Page-98— damage the integrity of our studies or delay their completion, disrupt our
development programs, our business operations and commercialization efforts; * compromise our ability to protect our trade
secrets and proprietary information; « damage our reputation and deter business partners from working with us; or « divert the
attention of our management and key information technology resources. Any failure to maintain proper functionality and
security of our internal computer and information systems could result in a loss of, or damage to, our data or marketing
applications or inappropriate disclosure of confidential or proprietary information, interrupt our operations, damage our
reputation, subject us to liability claims or regulatory penalties, under a variety of federal, state or other applicable privacy laws,
such as HIPAA, the GDPR, or state data protection laws including the CCPA, harm our competitive position and delay the
further development and commercialization of our products and product candidates, or impact our relationships with customers
and patients. Our employees, independent contractors, principal investigators, CROs, CMOs, consultants and vendors may
engage in misconduct or other improper activities, including non- compliance with regulatory standards and requirements and
insider trading. In addition, laws and regulations governing any international operations we have or may have in the future may
require us to develop and implement costly compliance programs. We are exposed to the risk that our employees, independent
contractors, principal investigators, CROs, CMOs, consultants and vendors may engage in fraudulent conduct or other illegal
activity. Misconduct by these parties could include intentional, reckless and / or negligent conduct or unauthorized activities that
violate applicable laws, including the following: * FDA and other healthcare authorities’ regulations, including those laws that
require the reporting of true, complete and accurate information to regulatory authorities, and those prohibiting the promotion of
unapproved drugs or approved drugs for an unapproved use; ¢ quality standards, including GxP; ¢ federal and state healthcare
fraud and abuse laws and regulations and their non- U. S. equivalents; ¢ anti- bribery and anti- corruption laws, such as the
FCPA and the UK Bribery Act or country- specific anti- bribery or anti- corruption laws, as well as various import and export
laws and regulations; ¢ laws that require the reporting of true and accurate financial information and data; and Akebia
Therapeutics, Inc. | Form 10- K | Page 99 - U. S. state and federal securltles 1aws and regulatlons and thelr non- U S
equivalents, including those related to insider trading. We he g vad ; v




FeAand-we-conducted our global clinical trials for vadadustat-Vafseo , and may in the future conduct additional trials, in
countries where corruption is prevalent, and violations of any of these laws by our personnel or by any of our vendors or agents,
such as our CROs or CMOs, could have a material adverse impact on our clinical trials and our business and could result in
criminal or civil fines and sanctions. We are subject to complex laws that govern our international business practices. These laws
include the FCPA, which prohibits U. S. companies and their intermediaries, such as CROs or CMOs, from making improper
payments to foreign government officials for the purpose of obtaining or keeping business or obtaining any kind of advantage
for the company. The FCPA also requires companies to keep accurate books and records and maintain adequate accounting
controls. A number of past and recent FCPA investigations by the Department of Justice and the SEC have focused on the life
sciences sector. Compliance with the FCPA is expensive and difficult, particularly in countries in which corruption is a
recognized problem. Some of the countries in which we have conducted clinical trials and in which we have CMOs have a
history of corruption, which increases our risks of FCPA violations. In addition, the FCPA presents unique challenges in the
pharmaceutical industry because in many countries’ hospitals are operated by the government, and doctors and other hospital
employees are considered foreign government officials. Certain payments made by pharmaceutical companies, or on their behalf
by CROs, to hospitals in connection with clinical trials and other work have been deemed to be improper payments to
government officials and have led to FCPA enforcement actions. Additionally, the UK Bribery Act applies to our global
activities and prohibits bribery of private individuals as well as public officials. The UK Bribery Act prohibits both the offering
and accepting of a bribe and imposes strict liability on companies for failing to prevent bribery, unless the company can show
that it had “ adequate procedures ” in place to prevent bribery. There are also local anti- bribery and anti- corruption laws in
countries where we have conducted clinical trials, and many of these also carry the risk of significant financial or criminal
penalties. We are also subject to trade control regulations and trade sanction laws that restrict the movement of certain goods,
currency, products, materials, services and technology to, and certain operations in, various countries or with certain persons.
Our ability to transfer commercial and clinical product and other clinical trial supplies, and for our employees, independent
Heebta—’Phef&peuﬁes—Ine—kFefm—}G—IéHlage@Q—contractors principal investigators, CROs, CMOs, consultants and vendors
ability to travel, between certain countries is subject to maintaining required licenses and complying with these laws and
regulations. Employee misconduct could also involve the improper use of information obtained in the course of clinical trials,
which could result in regulatory sanctions and serious harm to our reputation. This could include violations of HIPAA, other U.
S. federal and state laws, and requirements of non- U. S. jurisdictions, including the GDPR. We are also exposed to risks in
connection with any insider trading violations by employees or others affiliated with us. The internal controls, policies and
procedures, and training and compliance programs we have implemented to deter prohibited practices may not be effective in
preventing our employees, contractors, consultants, agents or other representatives from violating or circumventing such internal
policies or violating applicable laws and regulations. The failure to comply with laws governing international business practices
may impact any future clinical trials, result in substantial civil or criminal penalties for us and any such individuals, including
imprisonment, suspension or debarment from government contracting, withdrawal of our products, if approved, from the market,
or being delisted from The Nasdaq Capital Market. In addition, we may incur significant costs in implementing sufficient
systems, controls and processes to ensure compliance with the aforementioned laws. The laws and regulations referenced above
may restrict or prohibit a wide range of pricing, discounting, marketing and promotion, sales commission, customer incentive
programs and other business arrangements that could adversely affect our business. Additionally, it is not always possible to
identify and deter misconduct by employees and third parties, and the precautions we take to detect and prevent this activity
may not be effective in controlling known or unknown risks or preventing losses or in protecting us from governmental
investigations or other actions or lawsuits stemming from a failure to be in compliance with such laws or regulations. If any such
actions are instituted against us, and we are not successful in defending ourselves or asserting our rights, or if any such action is
instituted against our employees, consultants, independent contractors, CROs, CMOs, vendors or principal investigators, those
actions could have a significant impact on our business, including the imposition of civil, criminal and administrative penalties,
damages, monetary fines, possible exclusion from participation in Medicare, Medicaid and other federal healthcare programs,
contractual damages, reputational harm, diminished profits and future earnings, curtailment of our operations, disclosure of our
confidential information and imprisonment, any of which could adversely affect our ability to operate our business and our
results of operations. Our financial statements include long- lived assets, including goodwill and-an-intangible-asset-as a result of
the Merger. The-intangibte-Other long- lived asset-assets has-beeome-tmpaired-, including property and equipment, right-
of- use assets or goodw1]l could become -fttrt-her—rmparred in the future under certarn eonditions—Akebia Therapeutics, f+-Inc .
erty ight- K | Page 100 ef—use-assets-orgoodwit
eﬁuid—beeeme—imp&ifed—fn—bhe—fu&&e—uﬂdeﬁeeﬁam—condrtrons Any potentral future impairment of property and equipment, our
right- of- use assets ;-or goodwill erintangible-asset-may significantly impact our results of operations and financial condition.
As of December 31, 2023-2024 , we had approximately $95-59 . +0 million in the aggregate of goodwill and-a-definitetived
-}nfaﬂg-rb-}e—asset—from the Merger, $ 3-2 . 6-2 million of property and equipment and $ 42-8 . 4-2 million right- of- use assets. In
accordance with ASC 350, Goodwill and Other, we are required annually for goodwill, or more frequently upon certain
indicators of impairment, to review our estimates and assumptions underlying the fair value of our goodwill and-ntangible-asset
. In addition, under ASC 360, Property, Plant and Equipment, we are required to review our property and equipment and right-
of- use assets whenever events or changes in circumstances indicate that the carrying amount of an asset or asset group may not
be recoverable. Events giving rise to impairment of long- lived assets are an inherent risk in the pharmaceutical industry and
often cannot be predicted. Conditions that could indicate impairment and necessitate such a review include, but are not limited
to, Auryxia’ s and Vafseo' s commercial performance, our inability to execute on our strategic initiatives, the deterioration of
our market capitalization such that it is significantly below our net book value, a significant adverse change in legal factors,
unexpected adverse business conditions, and an adverse action or assessment by a regulator. To the extent we conclude our




long- lived assets have become impaired, we may be required to incur material write- offs relating to such impairment and any
such write- offs could have a material impact on our future operating results and financial position. The estimates, judgments
and assumptions used in our impairment analyses, and the results of our analyses, are discussed in Note 2, Summary of
Significant Accounting Policies, to our consolidated financial statements in Part II, Item 8. Financial Statements and
Supplementary Data of th1s Form 1() K. lf these estimates Judgments and assumptions change in the future, inetudingif-the

y d onts;-additional impairment charges related to plant and
equ1pment rlght of- use assets For goodwﬂl ﬁfeuftnfaﬂgi-b-}e—asset—could be recorded in the future and additional
corresponding adjustments may need to be made to the estimated useful life of the developed product rights for Auryxia, which
could materially impact our financial position, certain of our material agreements, and our future operating results. If product
liability lawsuits are brought against us, we may incur substantial liabilities and may be required to limit commercialization of
Auryxia or Vafseo vadadustatifapproved-. We face an inherent risk of product liability as a result of the clinical and
commercial use of Auryxia and vadadustat-Vafseo and our product candidates . For example, we may be sued if Auryxia,
Vafseo or or-our vadadustat-product candidates allegedly causes injury or is found to be otherwise unsuitable during clinical
Akebta-Therapeuties; Tne{FormH0-—K{Page+00-trials, manufacturing, marketing or sale. Any such product liability claims
may include allegations of defects in manufacturing, defects in design, a failure to warn of dangers inherent in the product or
product candidate, negligence, strict liability and breach of warranties. Claims could also be asserted under state consumer
protection acts. If we cannot successfully defend ourselves against product liability claims, we may incur substantial liabilities
or be required to limit commercialization of Auryxia or v&dadust&t—rf—&ppfeved—Vafseo or affect the development of our
product candidates . Even a successful defense would require significant financial and management resources. Regardless of
the merits or eventual outcome, product liability claims may result in: » decreased demand for Auryxia or Vafseo vadadustat,+f
approved-; * injury to our reputation and significant negative media attention; * withdrawal of clinical trial participants;  delay
or termination of clinical trials; * our inability to continue to develop Auryxia , Vafseo or or-our vadadustat-product candidates
; * significant costs to defend the related litigation; * a diversion of management’ s time and our resources; * substantial monetary
awards to study subjects or patients; * product recalls or withdrawals, or labeling, marketing or promotional restrictions; © loss of
revenue; * the inability to commercialize Auryxia or Vafseo vadadustatifapproved—; and  a decline in our stock price. Failure
to obtain and retain sufficient product liability insurance at an acceptable cost to protect against potential product liability claims
could prevent or inhibit the commercialization of products we develop. We currently carry product liability insurance that we
believe is appropriate for our Company. Although we maintain product liability insurance, any claim that may be brought
against us could result in a court judgment or settlement in an amount that is not covered, in whole or in part, by our insurance or
that is in excess of the limits of our insurance coverage. Our insurance policies also have various exclusions, and we may be
subject to a product liability claim for which we have insufficient or no coverage. If we have to pay any amounts awarded by a
court or negotiated in a settlement that exceed our coverage limitations or that are not covered by our insurance, we may not
have, or be able to obtain, sufficient capital to pay such amounts. In addition, insurance Akebia Therapeutics, Inc. | Form 10-
K | Page 101 coverage is becoming increasingly expensive, and we may not be able to maintain insurance coverage at a
reasonable cost. We also may not be able to obtain additional insurance coverage that will be adequate to cover additional
product liability risks that may arise. Consequently, a product liability claim may result in losses that could be material to our
business. We will continue to incur increased costs as a result of operating as a public company, and our management will be
required to devote substantial time to compliance initiatives and corporate governance practices. As a public company, we
operate in a demanding regulatory environment, and we have and will continue to incur significant legal, accounting, auditing ,
directors and officers insurance and other expenses. The Sarbanes- Oxley Act of 2002, or the Sarbanes- Oxley Act, the Dodd-
Frank Wall Street Reform and Consumer Protection Act, the listing requirements of The Nasdaq Capital Market and other
applicable securities rules and regulations impose various requirements on public companies, including establishment and
maintenance of effective disclosure and financial controls and certain corporate governance practices. In particular, our
compliance with Section 404 of the Sarbanes- Oxley Act has required and will continue to require that we incur substantial
accounting- related expenses and expend significant management efforts. Our testing, or the testing by our independent
registered public accounting firm, may reveal deficiencies in our internal controls that we would be required to remediate in a
timely manner. If we are not able to comply with the requirements of the Sarbanes- Oxley Act, we could be subject to sanctions
or investigations by the SEC, the Nasdaq Capital Market or other regulatory authorities, which would require additional
financial and management resources and could adversely affect the market price of our securities. Furthermore, if we cannot
provide reliable financial reports or prevent fraud, including as a result of remote working by our employees, our business and
results of operations would likely be materially and adversely affected. We cannot predict or estimate the amount of additional
costs we may incur to continue to operate as a public company, nor can we predict the timing of such costs. These rules and
regulations are often subject to varying interpretations, in many cases due to their lack of specificity and, as a result, their
application in practice may evolve over time as new guidance is provided by regulatory and governing bodies, which could
result in continuing uncertainty regarding compliance matters and higher costs necessitated by ongoing revisions to disclosure
and governance practices. Akebta-Therapeuties; Tne—Form1H0-—K{PRage+0+-Claims for indemnification by our directors and
officers may reduce our available funds to satisfy successful third- party claims against us and may reduce the amount of money
available to us. Our Ninth Amended and Restated Certificate of Incorporation, as amended, or Charter, and our Second
Amended and Restated Bylaws, or Bylaws, as amended to date, contain provisions that eliminate, to the maximum extent
permitted by the General Corporation Law of the State of Delaware, or DGCL, the personal liability of our directors and
executive officers for monetary damages for breach of their fiduciary duties as a director or officer. Our Charter and our Bylaws
also provide that we will indemnify our directors and executive officers and may indemnify our employees and other agents to
the fullest extent permitted by the DGCL. In addition, as permitted by Section 145 of the DGCL our Bylaws and our




indemnification agreements that we have entered into with our directors and executive officers provide that: « We will
indemnify our directors and officers, as defined in our Bylaws, for serving us in those capacities or for serving other related
business enterprises at our request, to the fullest extent permitted by Delaware law. Delaware law provides that a corporation
may indemnify such person if such person acted in good faith and in a manner such person reasonably believed to be in or not
opposed to the best interests of Akebia and, with respect to any criminal proceeding, had no reasonable cause to believe such
person’ s conduct was unlawful. ¢ We may, in our discretion, indemnify employees and agents in those circumstances where
indemnification is permitted by applicable law. « We are required to advance expenses, as incurred, to our directors and officers
in connection with defending a proceeding, except that such directors or officers shall undertake to repay such advances if it is
ultimately determined that such person is not entitled to indemnification. ¢ The rights conferred in our Bylaws are not exclusive,
and we are authorized to enter into indemnification agreements with our directors, officers, employees and agents and to obtain
insurance to indemnify such persons. Any claims for indemnification made by our directors or officers could impact our cash
resources and our ability to fund the business. Our ability to use net operating losses to offset future taxable income may be
subject to certain limitations. Under Section 382 of the Internal Revenue Code, or Section 382, a corporation that undergoes an *
ownership change ” is subject to limitations on its ability to utilize its pre- change net operating losses, or NOLs, to offset future
taxable income. On December 12, 2018, we completed the Merger, which we believe has resulted in an ownership change under
Section 382. In addition, the Tax Cuts and Jobs Act, including amendments made by the CARES Act, includes changes to U. S.
federal tax rates and the rules governing net operating loss carryforwards that may significantly impact our ability to utilize our
net operating Akebia Therapeutics, Inc. | Form 10- K | Page 102 losses to fully offset taxable income in the future. Future
changes in our stock ownership, many of which are outside of our control, could result in an additional ownership change under
Section 382. As a result, if we generate taxable income, our ability to use our pre- change NOL carryforwards to offset federal
taxable income may be subject to limitations, which could potentially result in increased future tax liability to us. At the state
level, state net operating losses generated in one state cannot be used to offset income generated in another state and there may
be periods during which the use of NOL carryforwards is suspended or otherwise limited, which could accelerate or
permanently increase state taxes owed. Furthermore, our ability to utilize our NOLSs is conditioned upon our attaining
profitability and generating U. S. taxable income. As described above under “ — Risks Related to our Financial Position, Need
for Additional Capital and Growth Strategy, ” we have incurred significant net losses since our inception and anticipate that we
will continue to incur losses for the foreseeable future; thus, we do not know whether or when we will generate the U. S.
taxable income necessary to utilize our NOLs. Our Charter designates the Court of Chancery of the State of Delaware as the sole
and exclusive forum for certain types of actions and proceedings that may be initiated by our stockholders, which could limit our
stockholders’ ability to obtain a favorable judicial forum for disputes with us or our directors, officers or employees. Our Charter
provides that, subject to limited exceptions, the Court of Chancery of the State of Delaware will be the sole and exclusive forum
for (i) any derivative action or proceeding brought on our behalf, (ii) any action asserting a claim of breach of a fiduciary duty
owed by any of our directors, officers or other employees to us or our stockholders, (iii) any action asserting a claim against us
arising pursuant to any provision of the DGCL our Charter or our Bylaws, or (iv) any other action asserting a claim against us,
our directors, officers or other employees that is governed by the internal affairs doctrine. Under our Charter, this exclusive
forum provision will not apply to claims that are vested in the exclusive jurisdiction of a court or forum other than the Court of
Chancery of the State of Delaware, or for which the Court of Chancery of the State of Delaware does not have subject matter
jurisdiction. For instance, the provision would not apply to actions arising under federal securities laws, including suits brought

to enforce any liability or duty created by the Seeufmes—E*eh&ﬂgeﬁeﬁeHQ%%—affmﬁded—er—ﬂ&&Exchange Act, or the rules
and regulations thereunder. Any person or entity purchasing or otherwise acquiring any Heeb-ta—’Phempettt-tes—I-ﬁe—f—Feﬂﬁ—l—G——H

Page+02-interest in shares of our capital stock shall be deemed to have notice of and to have consented to the provisions of our
Charter described above. This choice of forum provision may limit a stockholder’ s ability to bring a claim in a judicial forum
that it finds favorable for disputes with us or our directors, officers or other employees, which may discourage such lawsuits
against us and our directors, officers and employees. Alternatively, if a court were to find these provisions of our Charter
inapplicable to, or unenforceable with respect to, one or more of the specified types of actions or proceedings, we may incur
additional costs associated with re@olvmg such matters in other jurisdictions, Wthh could adversely affect our business and
ﬁnanc1al condition. : : ; Ao ane-d




ﬂ&ateﬂa-l—advefs&effeet—eﬁ-eu%bttsrness—lh%k% Related to our Common Stock Our %tock price ha% been and may Cont1nue to be
volatile, which could result in substantial losses for holders or future purchasers of our common stock and lawsuits against us
and our officers and directors and could result in substantial costs and divert management' s attention . Our stock price has
been and will likely continue to be volatile. The stock market in general and the market for similarly situated biopharmaceutical
companies specifically have experienced extreme volatility that has often been unrelated to the operating performance of
particular companies, such as rising inflation and increasing interest rates. Since our initial public offering in March 2014, the
price of our common stock as reported on The Nasdaq Stock Market has ranged from a low of $ 0. 24 on October 24, 2022 to a
high of $ 31. 00 on June 20, 2014. The daily closing market price for our common stock varied between a high price of $ 42 . 84
24 on Augast+March 27 , 2023-2024 and a low price of $ 0. 5486 on AprH-5-June 25 , 2623-2024 in the twelve- month period
ending on December 31, 2023-2024 . During that time, the price of our common stock ranged from an intra- day low of $ 0. 49
80 per share to an intra- day high of $ 4-2 . 8448 per share. The market price of shares of our common stock could be subject to
wide fluctuations in response to many risk factors listed in this section, including, among others, developments related to and
results of our research or clinical trials, developments related to our regulatory submissions and meetings with regulatory
authorities, inpartieutar-as-itrelates-to-vadadustat,commercialization of Auryxia, Vafseo vadadustatinEurope-andifandas
approved-in-the-U-—S—and-etherferetgnrmarkets-, and any other product candidates, announcements by us or our competitors of
significant transactions or strategic collaborations, negative publicity around Auryxra or vadadustat-Vafseo , regulatory or legal
developments in the U. S. and other countries, developments or disputes concerning our intellectual property, the recruitment or
departure of key personnel ineluding-as-aresult-ofourreduetionsinworkforee-, actual or anticipated changes in estimates as to
financial results, changes in the structure of healthcare payment systems, market conditions in the biopharmaceutical sector,
potential delisting from The Nasdaq Stock Market and other factors beyond our control. As a result of this volatility, our
@tockholder% may not be able to %ell their common itock at or above the prlce at which they purcha%ed it. In addition, eempantes
; ; y ofsecurities class aetion
actlons and, %hareholder denvatlve lawsuits and other h&g&&on—See—P&rt—I—Rem—Zv—l:ega-l—legal Proeeedings-proceedings are
often brought against companies for any of the risks described in thlq F orm 10-K followmg a declme -feﬁ or tnfermaﬁeﬁ
eoneerning-volatility in the market price of their sccuritics etass-a : re-fo
difeetofs—a-nd-e-fﬁeefs—ef—eurs—&nd—léery%s— We traddition-we-could be the target of et-heﬁuch htlganon or other legal
proceedings in the future. Class aetiorractions and-, sharcholder derivative lawsuits and other legal proceedings , whether
successful or not, could result in substantial costs, damage or settlement awards and a—divefsreﬂ—e-ﬁsuch costs and any related

7 : Monetary Akebla
Therapeutlcs Inc. l Form lO K| Page 103 common itoek and our ablllty to access the capital markets could be negatively
impacted. We must satisfy Nasdaq’ s continued listing requirements,including,among other things,a minimum closing bid price
of $ 1.00 per share and timely filing of all periodic financial reports,or risk delisting,which would have a material adverse effect
on our business.If we fail to maintain compliance with Nasdaq' s continued listing requirements,it could affect our ability to raise
capital on acceptable terms,or at all.In the event we are delisted from Nasdaq,the only established trading market for our
common stock would be eliminated,and we would be forced to list our shares on the OTC Markets or another quotation The
issuance of additional shares of our common stock or the sale of shares of our common stock by any of our directors, officers or
significant stockholders will dilute our stockholders’ ownership interest in Akebia and may cause the market price of our
common stock to decline. Most of our outstanding common stock can be traded without restriction at any time. As such, sales of
a substantial number of shares of our common stock in the public market could occur at any time. These sales, or the perception
in the market that the holders of a large number of shares intend to sell such shares, could reduce the market price of our
common stock. As of December 31, 2623-2024 and based on the amounts reported in the most recent filings— filing made by
BlackRock under Section 13 (d)—&nd—l—?-—(—g) of the Exchange Act, BlackRock Muﬁeer—A—Satteiher—Satter—beneﬁmally owned
approximately -6 . 3-2 % of our outstanding shares of common stock v G ; 7
approximately4-. 6-% By selling a large number of eur-eutstanding-shares of common stock, and—BlackRock could cause the
price of our common stock to decline. In addition, as of December 31 2024 CSL Vifor beneﬁcmlly owned 7, 571, 429

apprexmately—%e-ﬁetueeutstaﬂdmg—@hares of common stock -

been regmtered pursuant to the Securltreq Act and were issued and sold in rellance upon the exemption from registration
contained in Section 4 (a) (2) of the Securities Act and Rule 506 promulgated thereunder, but if they are registered in the future,
those shares would become freely tradable and, if a large portion of such shares are sold, could cause the price of our common
stock to decline. Further fradditier-, we entered into a warrant agreement with Kreos Capital VII Aggregator SCSp, an
affiliate of Kreos, or the Warrant Holder, pursuant to which (i) we issued a warrant to the Warrant Holder to purchase 3, 076,
923 shares of our common stock, at an exercise price per share of $ 1. 30 (subject to standard adjustments for stock splits, stock
dividends, rights offerings and pro rata distributions), or the Exercise Price, and (i1) #-we drawdown-the-Tranche-Cloan-atthat
#me-we-wil-ssae-issued a warrant to the Warrant Holder to purchase 1, 153, 846 shares of our common stock, at an exercise
price per share equal to the Exercise Price. Each warrant is exercisable for elght years from the date of issuance. If any or all of
the warrants are exercised, our stockholders could realize dilution, and the value of their shares could decrease. We have a
significant number of shares that are subject to outstanding options ane-, restricted stock units and other securities convertible
into our common stock , and in the future we may issue additional options, restricted stock units, or other dertvative-securities
convertible into our common stock. The exercise or vesting of any such options, restricted stock units, or other derivative
securities, and the subsequent sale of the underlying common stock, could cause a further decline in our stock price. These sales



also might make it difficult for us to sell equity securities in the future at a time and at a price that we deem appropriate. Such
sales of our common stock could result in higher than average trading volume and may cause the market price for our common
stock to decline. In addition, we currently have on file with the SEC a shelf registration statement on Form S- 3, which
allows us to offer and sell up to $ 250. 0 million in registered securities, such as common stock, preferred stock, debt
securities, warrants and units, from time to time pursuant to one or more offerings at prices and terms to be determined
at the time of sale, including a sales agreement prospectus that covers the offering, issuance and sale by us of up to a
maximum aggregate offering price of up to $ 75. 0 million of our common stock that may be issued and sold from time to
time under a sales agreement with Jefferies LL.C. Sales of substantial amounts of shares of our common stock or other
securities by our employees or our other stockholders or by us under any-our shelf registration statement, pursuant to at- the-
market offerings or otherwise, could dilute our stockholders, lower the market price of our common stock and impair our ability
to raise capital through the sale of equity securities. Akebia Therapeutics, Inc. | Form 10- K | Page 104 Our executive
officers, directors and principal stockholders maintain the ability to significantly influence all matters submitted to stockholders
for approval. As of December 31, 2823-2024 , our executive officers, directors and principal stockholders, in the aggregate,
beneficially owned shares representing a significant percentage of our capital stock. As a result, if these stockholders were to
choose to act together, they would be able to significantly influence all matters submitted to our stockholders for approval, as
well as our management and affairs. For example, these persons could 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. Provisions in our organizational
documents and Delaware law may have anti- takeover effects that could discourage an acquisition of us by others, even if an
acquisition would be beneficial to our stockholders, and may prevent attempts by our stockholders to replace or remove our
current management. Provisions in our Charter and our Bylaws contain provisions that may have the effect of discouraging,
delaying or preventing a change in control of us or changes in our management. These provisions could also limit the price that
investors might be willing to pay in the future for shares of our common stock, thereby depressing the market price of our
common stock. In addition, because our Board of Directors is responsible for appointing certain members of our management
team, these provisions may frustrate or prevent any attempts by our stockholders to replace or remove our current management
by making it more difficult for stockholders to replace members of our Board of Directors. Among other things, these
provisions: ¢ authorize “ blank check  preferred stock, which could be issued by our Board of Directors without stockholder
approval and may contain voting, liquidation, dividend and other rights superior to our common stock; ¢ create a classified
Board of Directors whose members serve staggered three- year terms; ¢ specify that special meetings of our stockholders can be
called only by our Board of Directors pursuant to a resolution adopted by a majority of the total number of directors; Akebia

prohibit stockholder action by written consent; ¢ establish an advance notice
procedure for stockholder approvals to be brought before an annual meeting of our stockholders, including proposed
nominations of persons for election to our Board of Directors; ¢ provide that our directors may be removed only for cause; ®
provide that vacancies on our Board of Directors may be filled only by a majority of directors then in office, even though less
than a quorum; * require a supermajority vote of 75 % of the holders of our capital stock entitled to vote or the majority vote of
our Board of Directors to amend our Bylaws; and * require a supermajority vote of 85 % of the holders of our capital stock
entitled to vote to amend the classification of our Board of Directors and to amend certain other provisions of our Charter. These
provisions, alone or together, could delay or prevent hostile takeovers, changes in control or changes in our management. In
addition, Section 203 of the DGCL prohibits a publicly- held Delaware corporation from engaging in a business combination
with an interested stockholder, generally a person which together with its affiliates owns, or within the last three years has
owned, 15 % of our voting stock, for a period of three years after the date of the transaction in which the person became an
interested stockholder, unless the business combination is approved in a prescribed manner. Because we do not anticipate
paying any cash dividends on our capital in the foreseeable future, capital appreciation, if any, will be our stockholders’ sole
source of gain. We have never declared or paid cash dividends on our capital stock and we currently intend to retain all of our
future earnings, if any, to finance the development and growth of our business. Any payment of cash dividends in the future
would be at the discretion of our Board of Directors and would depend on, among other things, our earnings, financial condition,
capital requirements, level of indebtedness, statutory and contractual restrictions applying to the payment of dividends and other
considerations that the Board of Directors deems relevant. In addition, the terms of the BlackRock Credit Agreement preclude us
from paying cash dividends without prior written consent of the lender and future debt agreements may preclude us from paying
cash dividends. As a result, capital appreciation, if any, of our common stock will be our stockholders’ sole source of gain for
the foreseeable future.



