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Check the appropriate box below if the Form 8-K filing is intended to simultaneously satisfy the filing obligation of the registrant under any of the
following provisions:
 

 ☐ Written communications pursuant to Rule 425 under the Securities Act (17 CFR 230.425)
 

 ☐ Soliciting material pursuant to Rule 14a-12 under the Exchange Act (17 CFR 240.14a-12)
 

 ☐ Pre-commencement communications pursuant to Rule 14d-2(b) under the Exchange Act (17 CFR 240.14d-2(b))
 

 ☐ Pre-commencement communications pursuant to Rule 13e-4(c) under the Exchange Act (17 CFR 240.13e-4(c))

Securities registered pursuant to Section 12(b) of the Act:
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Indicate by check mark whether the registrant is an emerging growth company as defined in Rule 405 of the Securities Act of 1933 (§ 230.405 of this
chapter) or Rule 12b-2 of the Securities Exchange Act of 1934 (§ 240.12b-2 of this chapter).

Emerging growth company ☐

If an emerging growth company, indicate by check mark if the registrant has elected not to use the extended transition period for complying with any
new or revised financial accounting standards provided pursuant to Section 13(a) of the Exchange Act. ☐
   



Item 7.01. Regulation FD Disclosure.

On December 11, 2024, scPharmaceuticals Inc. (the “Company”) disclosed it has recently observed variability during shelf-life testing in one lot of the
SCP-111 Combination Product. While the impact, if any, on the timing of the Company’s targeted January 2025 sNDA submission is not certain at this
time, it may result in the submission occurring later in 2025.

The information contained in Item 7.01 of this Current Report on Form 8-K 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 provided by specific reference in such a
filing.

Forward-Looking Statements

This Current Report on Form 8-K contains “forward-looking statements” within the meaning of the Private Securities Litigation Reform Act of 1995.
All statements contained in this Current Report on Form 8-K that do not relate to matters of historical fact should be considered forward-looking
statements, including, but not limited to, statements regarding the SCP-111 Combination Product; the potential submission of the sNDA for the SCP-111
Combination Product and the timing thereof. Any forward-looking statements in this Current Report on Form 8-K are based on management’s current
expectations of future events and are subject to a number of risks and uncertainties that could cause actual results to differ materially and adversely from
those set forth in or implied by such forward-looking statements. These risks and uncertainties include but are not limited to, our dependence on the
commercial success of FUROSCIX and, if approved, our other product candidates; risks related to the receipt of regulatory approval for our product
candidates; risks related to our ability to manufacture, or the ability of third parties to deliver, sufficient product for commercialization of FUROSCIX or
any of our product candidates, if approved; and clinical and preclinical development involves a lengthy and expensive process with an uncertain
outcome, and any difficulties or delays in the commencement or completion, or the termination or the potential for the results from any clinical trials to
support submission of sNDAs or comparable regulatory applications. For a discussion of these and other risks and uncertainties, and other important
factors, any of which could cause our actual results to differ from those contained in the forward-looking statements, see the sections entitled “Risk
Factors” in the Company’s Annual Report on Form 10-K for the year ended December 31, 2023, on file with the Securities and Exchange Commission,
available at the Securities and Exchange Commission’s website at www.sec.gov, as well as discussions of potential risks, uncertainties and other
important factors in the Company’s subsequent filings with the Securities and Exchange Commission. All information in this Current Report on Form 8-
K is as of the date of the release, and the Company undertakes no duty to update this information unless required by law.

 



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.
 

  SCPHARMACEUTICALS INC.

Date: December 11, 2024   By:  /s/ John H. Tucker
  Name:  John H. Tucker
  Title:  President and Chief Executive Officer


