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Item 7.01 Regulation FD Disclosure.

On March 14, 2023, Apellis Pharmaceuticals, Inc. (the “Company”) received notification from the U.S. Food and Drug Administration (the “FDA”) that
the FDA is extending the Prescription Drug User Fee Act (“PDUFA”) goal date for the supplemental New Drug Application (the “sNDA”) for the
EMPAVELI Injector. The FDA stated in writing that “the labeling is still under review at this time and [the FDA] will miss the goal date of March 15,
2023.” The timing of the new PDUFA goal date is still being determined.

The EMPAVELI Injector is an on-body device designed to enhance self-administration of EMPAVELI® (pegcetacoplan), which is approved for adults
with paroxysmal nocturnal hemoglobinuria (“PNH”).

The information in this Item 7.01 shall not be deemed “filed” for purposes of Section 18 of the Securities Exchange Act of 1934, as amended (the
“Exchange Act”) or otherwise subject to the liabilities of that section, nor shall it be deemed incorporated by reference in any filing under the Securities
Act of 1933, as amended, or the Exchange Act, except as expressly set forth by specific reference in such a filing.

 



SIGNATURES

Pursuant to the requirements of the Securities Exchange Act of 1934, the registrant has duly caused this report to be signed on its behalf by the
undersigned hereunto duly authorized.
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