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Item 8.01. Other Events.
Letter Agreement Relating to a Priority Review Voucher

As previously disclosed, Akebia Therapeutics, Inc. (“Akebia” or the “Company”) and Vifor (International) Ltd. (“Vifor Pharma”) are parties to an
Amended and Restated License Agreement, dated April 8, 2019, pursuant to which the Company granted Vifor Pharma an exclusive license to sell
vadadustat, the Company’s investigational oral hypoxia-inducible factor prolyl hydroxylase inhibitor currently in Phase 3 development for the treatment
of anemia due to chronic kidney disease (“CKD”), to Fresenius Kidney Care Group LLC and certain third party dialysis organizations in the United
States. The license is subject to vadadustat’s approval by the U.S. Food and Drug Administration (the “FDA”) and satisfaction of certain other
conditions.

On February 14, 2020, the Company entered into a letter agreement (the “Letter Agreement”) with Vifor Pharma relating to Vifor Pharma’s agreement
with a third party to purchase a Priority Review Voucher issued by the FDA (the “PRV™), subject to satisfaction of customary closing conditions (the
“PRV Purchase”). A PRV entitles the holder to priority review of a New Drug Application (“NDA™) or Biologics License Application for a new drug,
which reduces the target FDA review time to six months after official acceptance of the submission, and could lead to expedited approval. Pursuant to
the Letter Agreement, Akebia will pay Vifor Pharma $10 million within fifteen business days after the closing of the PRV Purchase. Vifor Pharma is
obligated to retain all rights to, and maintain the validity of, the PRV until Akebia and Vifor Pharma (a) enter into a definitive agreement setting forth
the financial and other terms by which Vifor Pharma will assign the PRV to Akebia for use with Akebia’s planned NDA for vadadustat for the treatment
of anemia due to CKD in both dialysis-dependent and non-dialysis dependent patients, or (b) make a mutual decision to sell the PRV and share the
proceeds based on certain terms.
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