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Item 8.01 Other Events.

At-the-Market Offering

On October 16, 2025, Iterum Therapeutics plc (the “Company”) filed with the Securities and Exchange Commission a prospectus supplement (the
“Prospectus Supplement”) under the Company’s effective registration statement on Form S-3 (the “Registration Statement”) (File No. 333-284774),
relating to the offer and sale of the Company’s ordinary shares, nominal value $0.01 per share, from time to time for additional aggregate gross proceeds
of up to $20,000,000 million, not to exceed 21,756,057 ordinary shares (the “Shares”), under its existing at the market offering agreement, dated
October 7, 2022 (the “Sales Agreement”), with H.C. Wainwright & Co., LLC, as sales agent.

As of the date of the Prospectus Supplement, the Company previously issued and sold ordinary shares for an aggregate gross sale proceeds of
approximately $36.2 million pursuant to the Sales Agreement and a prior prospectus, dated October 17, 2022, as amended and supplemented by the
Company’s prospectus supplements dated October 11, 2024, October 28, 2024, October 30, 2024, and a prior prospectus supplement, dated
December 10, 2024, in each case, under the Company’s registration statement on Form S-3 (File No. 333-267795).

A&L Goodbody LLP, Irish counsel to the Company, has issued a legal opinion relating to the Shares. A copy of such legal opinion, including the consent
included therein, is attached as Exhibit 5.1 hereto.

The offering of the Shares has been registered pursuant to the Registration Statement, and offerings of the Shares will be made only by means of the
Prospectus Supplement and the accompanying base prospectus. This Current Report on Form 8-K shall not constitute an offer to sell or a solicitation of
an offer to buy the Shares described herein, nor shall there be any sale of these securities in any state or jurisdiction in which such offer, solicitation or
sale would be unlawful prior to registration or qualification under the securities law of such state or jurisdiction.

Business Update

The Company commercially launched ORLYNVAH™ into the community market in the U.S. in August 2025 and expects modest sales in 2025 during
the early stages of its commercialization efforts.

Cautionary Note Regarding 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.
These forward-looking statements include, without limitation, statements regarding the Company’s expectations for ORLYNVAH™ sales in 2025. In
some cases, forward-looking statements can be identified by words such as “may,” “believes,” “intends,” “seeks,” “anticipates,” “plans,” “estimates,”
“expects,” “should,” “assumes,” “continues,” “could,” “would,” “will,” “future,” “potential” or the negative of these or similar terms and phrases.
Forward-looking statements involve known and unknown risks, uncertainties and other 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. Forward-looking statements include all matters that are not historical facts. Actual future results may be materially different from
what is expected due to factors largely outside the Company’s control, including the Company’s successful commercialization of ORLYNVAH™ in the
U.S. with its commercial partner, EVERSANA, including the Company’s ability to maintain and continue to build a sales force for the
commercialization of ORLYNVAH™ in the U.S. and the Company’s ability to raise funds to continue to support its operations and other factors
discussed under the caption “Risk Factors” in its Quarterly Report on Form 10-Q for the quarterly period ended June 30, 2025 filed with the SEC on
August 5, 2025, and other documents filed with the SEC from time to time. Forward-looking statements represent the Company’s beliefs and
assumptions only as of the date of this Current Report. Except as required by law, the Company assumes no obligation to update these forward-looking
statements publicly, or to update the reasons actual results could differ materially from those anticipated in the forward-looking statements, even if new
information becomes available in the future.

 
Item 9.01 Financial Statements and Exhibits.

(d) Exhibits:
 
Exhibit   Description

  5.1    Opinion of A&L Goodbody LLP

23.1    Consent of A&L Goodbody LLP (included in Exhibit 5.1)

104    Cover Page Interactive Data File (embedded within the Inline XBRL document)

https://content.equisolve.net/iterumtx/sec/0001193125-25-241556/for_pdf/d933718dex51.htm
https://content.equisolve.net/iterumtx/sec/0001193125-25-241556/for_pdf/d933718dex51.htm


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.
 

      ITERUM THERAPEUTICS PLC

Date: October 16, 2025     By:   /s/ Corey N. Fishman
    Name:   Corey N. Fishman
    Title:   Chief Executive Officer



Exhibit 5.1
 

  A&L Goodbody LLP

  

Dublin
Belfast

London
New York

San Francisco

  25 North Wall Quay
  Dublin 1
  D01 H104
  T: +353 1 649 2000
  DX: 29 Dublin | www.algoodbody.com

 
Date   16 October 2025
Our ref   01416740
Your ref   

Iterum Therapeutics plc
25 North Wall Quay
Dublin 1
D01 H104
Ireland

Re: Iterum Therapeutics plc (the Company)

Dear Sirs

We are acting as Irish counsel to the Company, a public limited company incorporated under the laws of Ireland (registered number 563531), in
connection with (i) the registration statement (Registration Statement) on Form S-3 (File No. 333-284774) originally filed by the Company with the
United States Securities and Exchange Commission (the SEC) under the Securities Act of 1933, as amended, on 7 February 2025, with respect to the
issuance and sale by the Company, from time to time, of, among other things, an indeterminate number of company securities, at an initial aggregate
offering price not to exceed $150,000,000 pursuant to the terms of the Registration Statement, and any amendments or supplements thereto, and the
prospectus contained therein, and (ii) the prospectus supplement, dated 16 October 2025 (the Prospectus Supplement), forming part of the Registration
Statement, relating to the issuance and sale from time to time by the Company of ordinary shares in the capital of the Company, nominal value $0.01 per
share (Ordinary Shares), with an aggregate offering price of up to $20,000,000 (the Shares).

The Shares are to be issued and sold by the Company pursuant to an At The Market Offering Agreement, dated 7 October 2022, between the Company
and H.C. Wainwright & Co (the Sale Agreement). The Sale Agreement was filed with the SEC on 7 October 2022 as Exhibit 1.2 to the Registration
Statement.

In connection with this Opinion, we have reviewed and relied upon copies of:
 
  •   the Registration Statement and the prospectus contained therein;
 
  •   the Prospectus Supplement;
 
  •   the Sale Agreement; and
 
  •   copies of such corporate records of the Company as we have deemed necessary as a basis for the opinions hereinafter expressed.

In rendering this Opinion, we have examined, and have assumed the truth and accuracy of the contents of, all such corporate records, documents and
certificates of officers of the Company and of public officials as to factual matters and have conducted such searches on 16 October 2025 in public
registries in Ireland as we have deemed necessary or appropriate for the purposes of this Opinion but have made no independent investigation regarding
such factual matters. In our examination we have assumed the (continued) truth and accuracy of the information contained in such documents, the
genuineness of all signatures (electronic or otherwise), that any signatures (electronic or otherwise) are the signatures of the persons who they purport to
be, the authenticity of all documents submitted to us as originals, the conformity to original documents of all documents submitted to us as certified or
photostatic copies and the authenticity of the originals of such documents.
  
Consultants: Professor JCW Wylie • MA Greene • AV Fanagan • PM Law • SW Haughey



 
We have further assumed:
 

1 that, at the time of the issuance of the Shares, a sufficient number of Ordinary Shares will be authorised and available for issuance by the
Company’s board of directors (the Board) pursuant to the Company’s memorandum and articles of association (the M&A), that the consideration
for the issuance of such Shares will not be less than the nominal value of such Ordinary Shares, and that the Board, or any appropriate committee
appointed thereby, will have the valid authority to issue such Ordinary Shares on a non-pre-emptive basis;

 

2 that, at the time of the issuance of the Shares, pursuant to the M&A, that the Board, or any appropriate committee appointed thereby, will have the
valid authority to issue such Shares and that such Shares will have been duly executed, authenticated (if applicable), issued and delivered against
payment therefor in accordance with the terms of the Sale Agreement and in the manner contemplated by the applicable prospectus and that such
Shares will be the legally valid and binding obligations of the Company, enforceable against the Company in accordance with their terms;

 

3 that the filing of the Prospectus Supplement with the SEC has been authorised by all necessary actions under all applicable laws other than Irish
law;

 

4 that the M&A as amended and restated by shareholder resolution on 3 May 2023 and as are available as Exhibit 3.1 to the Company’s Form 8-K,
as filed with the SEC on 4 May 2023, are correct and up to date;

 

5 that the issuance of the Shares will be in compliance with the Irish Companies Act 2014, the Irish Takeover Panel Act, 1997, Takeover Rules,
2022, and all applicable Irish company, takeover, securities, market abuse, insider dealing laws and other rules and regulations;

 

6 that there are no agreements or arrangements in existence which in any way amend or vary the terms of the Sale Agreement relating to the
offering, issuance and payment for the Shares;

 

7 where the Sale Agreement has been executed on behalf of the Company using a software platform that enables an advanced electronic signature or
a qualified electronic signature to be applied to that agreement, that each such signature was applied under the authority and control of the relevant
signatory;

 

8 the accuracy and completeness of all information appearing on public records;
 

9 that none of the resolutions and authorities of the Board, any committee of the Board and/or shareholders of the Company upon which we have
relied have been or will be varied, amended or revoked in any respect or have expired and that the Shares will be issued in accordance with such
resolutions and authorities;

 

10 that no authorisations, approvals, licences, exemptions or consents of governmental or regulatory authorities with respect to the agreements or
arrangements referred to in the Registration Statement and the Prospectus Supplement or with respect to any issue, offer or sale of the Shares are
or will be required to be obtained, that the Shares will conform with the descriptions and restrictions contained in the Registration Statement and
the Prospectus Supplement, subject to such changes as may be required in order to comply with any requirement of Irish law, that the selling
restrictions contained therein have been and will be at all times observed;
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11 that the terms of the Shares will have been established so as not to, and that the execution and delivery by the Company of, and the performance of

its obligations under, the Shares, will not violate, conflict with or constitute a default under (i) the constitution of the Company, (ii) any agreement
or instrument to which the Company or its properties are subject, (iii) any law, rule or regulation to which the Company or its properties is subject,
(iv) any judicial or regulatory order or decree of any governmental authority or (v) any consent, approval, license, authorisation or validation of, or
filing, recording or registration with, any governmental authority;

 

12 that any issue of Shares will be paid up in consideration of the receipt by the Company prior to, or simultaneously with, the issue of such Shares of
cash at least equal to the nominal value of such Shares;

 

13 that the Registration Statement, including the prospectus contained therein, and the Prospectus Supplement do not constitute (and is not
intended/required to constitute) a prospectus within the meaning of Part 23 of the Irish Companies Act 2014 and to the extent that any offer of
Shares is being made to investors in any member state of the European Union, the Company is satisfied that the obligation to propose and publish
a prospectus pursuant to Irish prospectus law, or in particular pursuant to the European Union (Prospectus) Regulations 2019, does not arise;

 

14 the absence of fraud on the part of the Company and its respective officers, employees, agents and advisers, and that the Company will issue the
Shares in good faith, for its legitimate and bona fide business purposes; and

 

15 that: (i) the Company will be fully solvent at the time of and immediately following the issue of any Shares; (ii) no resolution or petition for the
appointment of a liquidator or examiner will be passed or presented prior to the issue of any Shares; (iii) no receiver will have been appointed in
relation to any of the assets or undertaking of the Company prior to the issue of any Shares; and (iv) no composition in satisfaction of debts,
scheme of arrangement, or compromise or arrangement with creditors or members (or any class of creditors or members) will be proposed,
sanctioned or approved in relation to the Company prior to the issue of any Shares.

Subject to the foregoing and to the within additional qualifications and assumptions, and based upon searches carried out in the Irish Companies
Registration Office and the Central Office of the High Court on 16 October 2025, we are of the opinion that:
 
  •   the Company is a company duly incorporated under the laws of Ireland and validly existing under the laws of Ireland; and
 
  •   the Shares, when issued in accordance with all the necessary corporate action of the Company, and in accordance with the terms and conditions of

the Sale Agreement will be duly authorised, validly issued, fully paid and will not be subject to calls for any additional payments (non-assessable).

In rendering this Opinion, we have confined ourselves to matters of Irish law. We express no opinion on any laws other than the laws of Ireland (and the
interpretation thereof) in force as at the date hereof. This Opinion speaks only as of its date. We are not under any obligation to update this Opinion from
time to time, nor to notify you of any change of law, facts or circumstances referred to or relied upon in the giving of this Opinion.

This Opinion is given solely for the benefit of the addressee of this Opinion and may not be relied upon by any other person without our prior written
consent, provided, however, that it may be relied upon by persons entitled to rely on it pursuant to applicable provisions of US federal securities laws.

This Opinion is also strictly confined to the matters expressly stated herein and is not to be read as extending by implication or otherwise to any other
matter.
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We hereby consent to the filing of this Opinion with the SEC as an exhibit to the Company’s Current Report on Form 8-K filed with the SEC and to the
use of our name therein and in the related Prospectus Supplement under the caption “Legal Matters”.

The Opinion is governed by and construed in accordance with the laws of Ireland.

Yours faithfully

/s/ A&L Goodbody LLP
A&L Goodbody LLP
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