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Item 2.02 Results of Operations and Financial Condition.

Preliminary Financial Results – Cash Balance as of December 31, 2022

Galera Therapeutics, Inc., or the Company, is currently finalizing its financial closing process for the year ended December 31, 2022. While
complete financial information and operating data are not yet available, the Company expects to report that it had cash and cash equivalents and short-
term investments of approximately $31.6 million as of December 31, 2022.

The Company’s audited financial results as of and for the year ended December 31, 2022 are not yet available. Upon completion of its financial
closing procedures, the Company’s audited financial results may differ materially from its preliminary estimates. The unaudited, preliminary
consolidated financial data presented above as of December 31, 2022 is not a comprehensive statement of the Company’s financial position, reflects the
Company’s preliminary estimates based on information available as of the date of this Current Report on Form 8-K, or the Form 8-K, and is subject to
change. Accordingly, you should not place undue reliance upon these preliminary estimates. The unaudited, preliminary financial data included in this
Form 8-K has been prepared by, and is the responsibility of, the Company’s management. The Company’s auditor has not audited, reviewed, compiled
or applied agreed-upon procedures with respect to such preliminary financial data. Accordingly, the Company’s auditor does not express an opinion or
any other form of assurance with respect thereto.

The information contained in Item 2.02 of this Form 8-K shall not be deemed “filed” for purposes of Section 18 of the Securities Exchange Act of
1934, as amended, or 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 provided by specific reference in such a filing.

 
Item 8.01. Other Events.

On February 15, 2023, the Company announced that the U.S. Food and Drug Administration, or the FDA, has accepted for priority review the
Company’s New Drug Application, or the NDA, for avasopasem manganese for radiotherapy-induced severe oral mucositis, or SOM, in patients with
head and neck cancer undergoing standard-of-care treatment. The FDA has assigned a Prescription Drug User Fee Act, or PDUFA, target action date of
August 9, 2023. At this time, the FDA is not planning to hold an advisory committee meeting to discuss the NDA. The Company believes that SOM
represents a total market opportunity of more than $1 billion in the United States.

The information contained in the first two paragraphs of Item 2.02 of this Form 8-K is incorporated by reference into this Item 8.01.

Forward-Looking Statements

This Form 8-K contains forward-looking statements within the meaning of the Private Securities Litigation Reform Act of 1995. All statements
contained in this Form 8-K that do not relate to matters of historical fact should be considered forward-looking statements, including without limitation
statements regarding the Company’s expected financial results as of and for the year ended December 31, 2022 and anticipated PDUFA target action
date. These forward-looking statements are based on management’s current expectations. These statements are neither promises nor guarantees, but
involve known and unknown risks, uncertainties and other important factors that may cause the Company’s actual results, performance or achievements
to be materially different from any future results, performance or achievements expressed or implied by the forward-looking statements, including, but
not limited to, general business, financial and accounting risks and the other important factors discussed under the caption “Risk Factors” in the
Company’s Annual Report on Form 10-K for the year ended December 31, 2021, and



Quarterly Report on Form 10-Q for the quarter ended September 30, 2022, filed with the U.S. Securities and Exchange Commission, or the SEC, and the
Company’s other filings with the SEC, which could cause actual results to differ materially from those indicated by the forward-looking statements
made in this Form 8-K. Any forward-looking statements speak only as of the date of this Form 8-K and are based on information available to the
Company as of the date of this Form 8-K, and the Company assumes no obligation to update any forward-looking statements, whether as a result of new
information, future events or otherwise.



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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