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Item 1.01

Entry into a Material Definitive Agreement.

Supply Agreement with WuXi STA for Vadadustat Drug Product
On February 10, 2021, Akebia Therapeutics, Inc. (the “Company”) entered into a Supply Agreement (“WuXi STA Supply Agreement”) with STA
Pharmaceutical Hong Kong Limited, a subsidiary of WuXi AppTec (“WuXi STA”). The WuXi STA Supply Agreement includes the terms and
conditions under which WuXi STA will manufacture and supply vadadustat drug product (“Product”) for commercial purposes. As previously disclosed,
the Company entered into a supply agreement with Patheon Inc. in March 2020 for the commercial manufacture of Product. Entry into the WuXi STA
Supply Agreement is consistent with the Company’s previously disclosed plans to enter into an additional supply arrangement for commercial
manufacture of Product. In addition, also as previously disclosed, the Company has entered into supply agreements with each of Esteve Quìmica, S.A.
and WuXi STA for the commercial manufacture of vadadustat drug substance.
Pursuant to the WuXi STA Supply Agreement, Akebia will provide rolling forecasts to WuXi STA on a quarterly basis (each, a “Forecast”). Each
Forecast will reflect the quantities of Product that the Company expects to order from WuXi STA over a certain number of months, represented as a
quantity of Product per calendar quarter. Pursuant to the WuXi STA Supply Agreement, the Company has agreed to purchase a certain percentage of
global demand for Product from WuXi STA. The parties have agreed to a volume-based pricing structure under the WuXi STA Supply Agreement. The
Product price will remain fixed for the first 12 months and thereafter shall be annually reviewed by the Company and WuXi STA. The Company will
also reimburse WuXi STA for certain reasonable expenses.
The WuXi STA Supply Agreement has an initial term of four years, beginning February 10, 2021 and ending February 10, 2025. The WuXi STA Supply
Agreement may be renewed or extended by mutual agreement of Akebia and WuXi STA with at least 18 months’ prior written notice. The WuXi STA
Supply Agreement allows Akebia to terminate the relationship on 180 calendar days’ prior written notice to WuXi STA for any reason. In addition, each
party has the ability to terminate the WuXi STA Supply Agreement upon the occurrence of certain conditions.
The WuXi STA Supply Agreement includes customary indemnification, intellectual property protection, confidentiality, remedies, and representations
and warranties terms, as well as certain quality requirements.
The foregoing description of the WuXi STA Supply Agreement does not purport to be complete and is qualified in its entirety by reference to the WuXi
STA Supply Agreement, a copy of which the Company expects to file as an exhibit to its Quarterly Report on Form 10-Q for the quarter ending
March 31, 2021.
Amendment No. 3 to Master Manufacturing Services and Supply Agreement with Siegfried for Auryxia Drug Substance
On February 11, 2021, Keryx Biopharmaceuticals, Inc., a wholly owned subsidiary of the Company (“Keryx”), and Siegfried Evionnaz SA (“Siegfried”)
entered into Amendment No. 3 to Master Manufacturing Services and Supply Agreement (the “Amendment”), which amends the Master Manufacturing
Services and Supply Agreement, dated December 20, 2017, between Keryx and Siegfried (as previously amended, the “Original Siegfried Agreement”
and as amended by the Amendment, the “Siegfried Agreement”). The Siegfried Agreement includes the terms and conditions under which Siegfried will
manufacture and supply finished Auryxia drug substance for commercial purposes. The terms and conditions of the Original Siegfried Agreement are
described in “Note 14–Commitments and Contingencies–Manufacturing Agreements” in the Company’s Quarterly Report on Form 10-Q for the
quarterly period ended September 30, 2020, filed with the U.S. Securities and Exchange Commission on November 5, 2020, which description is
incorporated herein by reference.
Siegfried currently manufactures Auryxia drug substance at two approved sites. Pursuant to the Amendment, the term of the Original Siegfried
Agreement was extended for one site such that the Siegfried Agreement will expire on December 31, 2022, subject to Keryx’s option to extend the term
for such site through December 31, 2023 by providing 12 months’ prior written notice to Siegfried (as so extended, the “Term”). The Amendment
provides for minimum annual quantity commitments and predetermined prices for the remainder of the Term as well as certain other changes.
The foregoing description does not purport to be complete and is qualified in its entirety by reference to the Siegfried Agreement, a copy of which was
filed as Exhibit 10.57 to the Company’s Annual Report on Form 10-K for the year ended December 31, 2019, and the amendments to the Siegfried
Agreement, including the Amendment, copies of which the Company expects to file as exhibits to the Company’s Annual Report on Form 10-K for the
fiscal year ended December 31, 2020.
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