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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:

	
	
	Trading
	
	

	Title of each class
	
	Symbol(s)
	
	Name of each exchange on which registered

	Common Stock, par value $0.0001 per share
	
	IRON
	
	The Nasdaq Global Market



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. ☐
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Item 2.02 Results of Operations and Financial Condition.

On January 12, 2026, Disc Medicine, Inc. (the “Company”) issued a press release announcing, among other things, that its preliminary unaudited cash, cash equivalents and marketable securities as of December 31, 2025 were approximately $791 million. A copy of the press release is attached as Exhibit 99.1 to this Current Report on Form 8-K.

The Company has not yet completed its year-end financial close process for the year ended December 31, 2025. This estimate of the Company’s cash, cash equivalents and marketable securities as of December 31, 2025 is preliminary and is subject to change upon completion of the Company’s financial statement closing procedures. The Company’s independent registered public accounting firm has not audited, reviewed or performed any procedures with respect to this preliminary result and, accordingly, does not express an opinion or any other form of assurance about it. Additional information and disclosure would be required for a more complete understanding of the Company’s financial position and results of operations as of December 31, 2025. The information presented herein should not be considered a substitute for the financial information the Company files with the Securities and Exchange Commission in its annual report on Form 10-K for the year ended December 31, 2025. The Company has no intention or obligation to update the preliminary estimate of its cash, cash equivalents and marketable securities set forth above.

The information contained in Item 2.02 of this Current Report on Form 8-K is intended to be furnished and shall not be deemed to be “filed” for the purposes of Section 18 of the Securities and 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 (the “Securities Act”), or the Exchange Act, except as expressly provided by specific reference in such filing.

Item 7.01 Regulation FD Disclosure.

On January 12, 2026, the Company also announced its recent achievements and key business objectives and milestones for 2026. A copy of the press release is attached as Exhibit 99.1 to this Current Report on Form 8-K and is incorporated herein by reference.

Commencing on January 12, 2026, the Company will participate in the 44th Annual J.P. Morgan Healthcare Conference (the “Conference”). A copy of the Company's presentation materials that it intends to use at the Conference, including at a previously announced investor presentation on January 14, 2026, is attached as Exhibit 99.2 to this Current Report on Form 8-K and is incorporated herein by reference.

The information contained in Item 7.01 of this Current Report on Form 8-K (including Exhibits 99.1 and 99.2 attached hereto) is intended to be furnished and shall not be deemed “filed” for purposes of Section 18 of 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 or the Exchange Act, except as expressly provided by specific reference in such filing. The Company undertakes no obligation to update, supplement or amend the materials attached hereto as Exhibit 99.1 or Exhibit 99.2.

Item 9.01 Financial Statements and Exhibits.

(d) Exhibits

	Exhibit No.
	
	Description

	99.1
	
	Disc Medicine, Inc. press release, dated January 12, 2026

	99.2
	
	Disc Medicine, Inc. presentation, dated January 2026
	
	
	

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

DISC MEDICINE, INC.

Date:	January 12, 2026	By:	/s/ John Quisel, J.D., Ph.D.
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Name: John Quisel, J.D., Ph.D

Title: Chief Executive Officer
[image: ]

Exhibit 99.1
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Disc Medicine Highlights Recent Achievements and Key Business Objectives and Milestones for 2026

· Bitopertin was awarded the Commissioner’s National Priority Review Voucher (CNPV) and NDA is currently under FDA review

· Updated data from the Phase 2 study of DISC-0974 in patients with myelofibrosis (MF) and anemia expected in H2 2026, followed by an End of Phase 2 Meeting

· Initial data from the ongoing Phase 2 study of DISC-3405 in polycythemia vera (PV) and Phase 1b study in sickle cell disease (SCD) expected in H2 2026

WATERTOWN, Mass. (January 12, 2026) – Disc Medicine, Inc. (NASDAQ:IRON), a clinical-stage biopharmaceutical company focused on the discovery, development, and commercialization of novel treatments for patients suffering from serious hematologic diseases, today outlined its recent pipeline progress and strategic priorities for 2026.

“2025 was a transformative year for Disc, marked by strong execution across our portfolio and meaningful progress toward becoming a fully integrated clinical and commercial organization,” said John Quisel, J.D., Ph.D., President and Chief Executive Officer of Disc. “Most notably, bitopertin received CNPV designation and we submitted our NDA under the accelerated approval pathway, positioning the NDA for rapid review by the FDA. We also reported positive initial Phase 2 data from the RALLY-MF study of DISC-0974 in anemia of myelofibrosis, demonstrating robust and broad hematologic activity, and advanced our third program DISC-3405 into proof-of-concept studies for polycythemia vera and sickle cell disease.”

“As we look ahead to 2026, we are entering an exciting and pivotal period for Disc,” continued Dr. Quisel. “We are preparing to execute a successful US launch of bitopertin for EPP while continuing enrollment in the global APOLLO confirmatory study. Across our pipeline, we expect multiple Phase 2 updates for DISC-0974 and DISC-3405, including important regulatory interactions and expansion into new indications. Together, we believe these milestones position Disc for sustained growth as we work to deliver meaningful new therapies to patients with serious hematologic diseases.”

Summary of Key Achievements During 2025

· Bitopertin NDA submitted and accepted under the accelerated approval pathway with priority review

· Bitopertin awarded the Commissioner’s National Priority Voucher (CNPV), a pilot program designed to accelerate the NDA review period to 1-2 months

· Transition to commercial-ready organization through build out of marketing, market access, medical science liaison, and sales teams and related infrastructure

· Presentation of positive initial data from the Phase 2 RALLY-MF study of DISC-0974 for anemia of MF, demonstrating robust and broad hematologic efficacy across patient segments
[image: ]

· Issuance of a Composition of Matter patent for DISC-0974, providing patent exclusivity until 2041, not including potential extensions[image: ]

· Initiated Phase 2 study of DISC-3405 in PV and Phase 1b study of DISC-3405 in SCD

· Strengthened balance sheet through two equity offerings, bringing unaudited cash, cash equivalents, and marketable securities to $791 million as of December 31, 2025, which provides runway into 2029

Key Business Objectives and Milestones for 2026

Bitopertin: GlyT1 Inhibitor (Heme Synthesis)
· Anticipate FDA approval decision regarding NDA for bitopertin for the treatment of EPP under the CNPV program

· Successful launch and initial commercialization of bitopertin in the US, if approved

· Continue enrollment of the global, confirmatory APOLLO study with topline data expected by early 2027

DISC-0974: Anti-hemojuvelin Antibody (Hepcidin Suppression)

· Progress ongoing Phase 2 MF anemia trial with updated data expected H2 2026

· Conduct End of Phase 2 meeting with the FDA about DISC-0974 in MF anemia in H2 2026

· Initiate a Phase 2 study of DISC-0974 in patients with anemia and inflammatory bowel disease (IBD)

DISC-3405: Anti-TMPRSS6 Antibody (Hepcidin Induction)

· Progress ongoing Phase 2 PV trial with updated data expected H2 2026

· Progress ongoing Phase 1b SCD trial with updated data expected H2 2026

Bitopertin, DISC-0974, and DISC-3405 are investigational agents and are not approved for use as therapies in any jurisdiction worldwide. About Disc Medicine

Disc Medicine (NASDAQ:IRON) is a clinical stage biopharmaceutical company committed to discovering, developing, and commercializing novel treatments for patients who suffer from serious hematologic diseases. We are building a portfolio of innovative, potentially first-in-class therapeutic candidates that aim to address a wide spectrum of hematologic diseases by targeting fundamental biological pathways of red blood cell biology, specifically heme biosynthesis and iron homeostasis. For more information, please visit www.discmedicine.com.

Disc Cautionary Statement Regarding Forward-Looking Statements

This press release contains “forward-looking statements” within the meaning of the Private Securities Litigation Reform Act of 1995, including, but not limited to, express or implied statements regarding: Disc's expectations with respect to the next stages of its development programs for bitopertin, DISC-0974 and DISC-3405, including projected timelines for the initiation and completion of its clinical trials, anticipated timing of release of data, and other
[image: ]

clinical activities; the registrational pathway for bitopertin, including the potential for accelerated approval, benefits of the CNPV, expected review period and the timing of approval, if granted; Disc’s expectations with respect to the potential launch and commercialization of bitopertin, if approved; anticipated discussions with regulatory agencies; Disc’s preliminary unaudited cash, cash equivalents and marketable securities as of December 31, 2025; and the strength of its financial position and its anticipated cash runway. The use of words such as, but not limited to, “believe,” “expect,” “estimate,” “project,” “intend,” “future,” “potential,” “continue,” “may,” “might,” “plan,” “will,” “should,” “seek,” “anticipate,” or “could” or the negative of these terms and other similar words or expressions that are intended to identify forward-looking statements. Forward-looking statements are neither historical facts nor assurances of future performance. Instead, they are based on Disc’s current beliefs, expectations and assumptions regarding the future of Disc’s business, future plans and strategies, clinical results and other future conditions. New risks and uncertainties may emerge from time to time, and it is not possible to predict all risks and uncertainties. No representations or warranties (expressed or implied) are made about the accuracy of any such forward-looking statements.[image: ]

Disc may not actually achieve the plans, intentions or expectations disclosed in these forward-looking statements, and investors should not place undue reliance on these forward-looking statements. Actual results or events could differ materially from the plans, intentions and expectations disclosed in the forward-looking statements as a result of a number of material risks and uncertainties including but not limited to: the adequacy of Disc’s capital to support its future operations and its ability to successfully initiate and complete clinical trials; the nature, strategy and focus of Disc; the difficulty in predicting the time and cost of development of Disc’s product candidates; Disc’s plans to research, develop and commercialize its current and future product candidates; the timing of initiation of Disc’s planned preclinical studies and clinical trials; the timing of the availability of data from Disc’s clinical trials; Disc’s ability to identify additional product candidates with significant commercial potential and to expand its pipeline in hematological diseases; the timing and anticipated results of Disc’s preclinical studies and clinical trials and the risk that the results of Disc’s preclinical studies and clinical trials may not be predictive of future results in connection with future studies or clinical trials and may not support further development and marketing approval; final audit adjustments and other developments that may arise that would cause Disc’s expectations with respect to the estimate of cash, cash equivalents and marketable securities as of December 31, 2025 to differ, perhaps materially, from the financial results that will be reflected in Disc’s audited consolidated financial statements for the fiscal year ended December 31, 2025; and the other risks and uncertainties described in Disc’s filings with the Securities and Exchange Commission, including in the “Risk Factors” section of Disc’s Annual Report on Form 10-K for the year ended December 31, 2024, and in subsequent Quarterly Reports on Form 10-Q. Any forward-looking statement speaks only as of the date on which it was made. None of Disc, nor its affiliates, advisors or representatives, undertake any obligation to publicly update or revise any forward-looking statement, whether as result of new information, future events or otherwise, except as required by law.
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Media Contact[image: ]

Peg Rusconi

Deerfield Group
peg.rusconi@deerfieldgroup.com

Investor Relations Contact

Christina Tartaglia

Precision AQ
Christina.tartaglia@precisionaq.com
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Disclaimer and FLS

This presentation contains “forward-looking statements” within the meaning of the Private Securities Litigation Reform Act of 1995, including, but not limited to, express
or implied statements regarding Disc’s expectations with respect to its preclinical studies, clinical trials and research and development programs, in particular with
respect to bitopertin, DISC-0974 and DISC-3405, and any developments or results in connection therewith; projected timelines for the initiation and completion of its
clinical trials, anticipated timing of release of data, and other clinical activities; the registrational pathway for bitopertin, including the potential for accelerated approval,
benefits of the CNPV, expected review period and timing of approval, if granted; anticipated discussions with regulatory agencies; Disc’s expectations with respect to
the potential launch and commercialization of bitopertin, if approved; the market and potential opportunities for bitopertin, DISC-0974 and DISC-3405; the potential of
Disc's development programs in new indications; Disc's preliminary unaudited cash, cash equivalents and marketable securities as of December 31, 2025; and the
time period over which Disc’s capital resources will be sufficient to fund its anticipated operations. The use of words such as, but not limited to, “believe,” “expect,”
“estimate,” “project,” “intend,” “future,” “potential,” “continue,” “may,” “might,” “plan,” “will,” “should,” “seek,” “anticipate,” or “could” or the negative of these terms and
other similar words or expressions that are intended to identify forward-looking statements. Forward-looking statements are neither historical facts nor assurances of
future performance. Instead, they are based on Disc’s current beliefs, expectations and assumptions regarding the future of Disc’s business, future plans and
strategies, clinical results and other future conditions. New risks and uncertainties may emerge from time to time, and it is not possible to predict all risks and
uncertainties. No representations or warranties (expressed or implied) are made about the accuracy of any such forward-looking statements.

Disc may not actually achieve the plans, intentions or expectations disclosed in these forward-looking statements, and investors should not place undue reliance on
these forward-looking statements. Actual results or events could differ materially from the plans, intentions and expectations disclosed in the forward-looking
statements as a result of a number of material risks and uncertainties including but not limited to: the adequacy of Disc’s capital to support its future operations and its
ability to successfully initiate and complete clinical trials; the nature, strategy and focus of Disc; the difficulty in predicting the time and cost of development of Disc's
product candidates; Disc’s plans to research, develop and commercialize its current and future product candidates; the timing of initiation of Disc’s planned preclinical
studies and clinical trials; the timing of the availability of data from Disc’s clinical trials; Disc’s ability to identify additional product candidates with significant commercial
potential and to expand its pipeline in hematological diseases; the timing and anticipated results of Disc’s preclinical studies and clinical trials and the risk that the
results of Disc’s preclinical studies and clinical trials may not be predictive of future results in connection with future studies or clinical trials and may not support further
development and marketing approval; the content and timing of decisions made by the FDA and other regulatory authorities; final audit adjustments and other
developments that may arise that would cause Disc’s expectations with respect to the estimate of cash, cash equivalents and marketable securities as of December
31, 2025 to differ, perhaps materially, from the financial results that will be reflected in Disc’s audited consolidated financial statements for the fiscal year ended
December 31, 2025; and the other risks and uncertainties described in Disc's filings with the Securities and Exchange Commission, including in the “Risk Factors”
section of Disc’s Annual Report on Form 10-K for the year ended December 31, 2024, and in subsequent Quarterly Reports on Form 10-Q. Any forward-looking
statement speaks only as of the date on which it was made. None of Disc, nor its affiliates, advisors or representatives, undertake any obligation to publicly update or.
revise any forward-looking statement, whether as result of new information, future events or otherwise, except as required by law.
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Moan Hob 1 315 gL fo 212 woeks, fo TD Low = 1 316 woeks, and for D High = T 12 woeks
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Initial RALLY-MF Phase 2 Data

nTD and TD Low patients had meaningful responses on hemoglobin and FACIT-Fatigue with greatest
improvements seen in those achieving a major hematologic response
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Initial RALLY-MF Phase 2 Data

DISC-0974 has demonstrated efficacy regardless of concomitant JAK inhibitor use, setting up for
utilization across all anemic MF patients
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Anti-HJV Franchise: Next Steps and Future Development

Anemia of Myelofibrosis

+ Additional RALLY-MF data expected H2 2026
+ End of Phase 2 Meeting with FDA expected H2 2026
* Phase 3 Pivotal trial initiation expected H1 2027

Other Anemias of Inflammation

« Signal-seeking Phase 2 study in anemia of IBD with DISC-0974 expected to initiate early 2026
* Exploratory work in additional anemia indications
« Continued IND-enabling activities for the long-acting anti-HJV (DISC-0998)
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Anti-TMPRSS6 mAb Induces Hepcidin

Designed to limit iron levels with potential to address a wide range of hematologic disorders

Limits Modulates
Iron RBC
Availability Production

Increases

Hepcidin

Enables Endogenous Promotes Iron Restriction Erythrocytosis (PV)
Production of Hepcidin Decreases Gl Absorption Ineffective Erythropoiesis

Iron Overload





image48.png
DISC-3405: Polycythemia Vera Opportunity

Multi-billion-dollar market with significant unmet need for an effective, safe, and convenient treatment
to maintain HCT <45%

Polycythemia Vera DISC-3405 Po
~150,000 US Patients

Attractive Market Current Treatment Options

~75k treated patients; significant room for market development;

operational synergies with MF treaters Phlebotomy

Clear Unmet Need

Treatments offer suboptimal HCT control, leading to increased
risk of thrombotic events and other potential symptoms

Hydroxyurea

Validated Mechanism

Targeting hepcidin has been shown to control HCT while Ruxolitinib

reducing/eliminating phlebotomy and improving symptoms

Favorable Presentation

Interferon

Target profile of monthly subcutaneous dosing with favorable
safety / tolerability and no injection site reactions to-date
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DISC-3405 Healthy Volunteer Data

In healthy volunteers, DISC-3405 significantly increases hepcidin and decreases in iron, leading to
reductions in hemoglobin and hematocrit that are expected to be beneficial in PV patients
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Data expected in H2 2026 for the ongoing Phase 2 PV study and Phase 1b SCD study of DISC-3405
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Agenda

1. Introduction

2. Overview: Bitopertin for EPP

3. Bitopertin Launch Strategy

4. Pipeline Programs

5. 2026/2027 Corporate Outlook

. Q&A
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Projected Upcoming Milestones and Events
Multiple data catalysts anticipated through 2026-2027

[ Progam | indication | 2025 | ___H202%6 | 2H20%6 | 2027

Bitopertin Erythropoietic v CNPV Received « Potential FDA approval + APOLLO topline —late  + Ex-US regulatory
Heme Synthesis Porphyrias / NDA Accepted and launch 2026 / early 2027 submissions
Modulation (EPP & XLP)
v Initial RALLY-MF * Topline RALLY-MF + Phase 3 initiation
Anemia of Phase 2 Data Phase 2 data
DISC-0974 Myelofibrosis (MF) + End of Phase 2
Hepcidin Meeting
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Polycythemia Vera Initiation Phase 2 Data ase 2 Data
(PV) * End of Phase 2
DISC-3405 Meeting and Phase 3
Hepcidin Induction initiation

Sickle Cell Disease v Phase 1b Study Initial Phase 1b Data + Topline Phase 1b data
(SCD) Initiation + Phase 2 initiation
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Disc Medicine: Built for Sustainable Growth

Three programs addressing blockbuster markets with significant potential for expansion

Bitopertin DISC-0974 DISC-3405
Launch-ready POC Established POC Study Initiated
NDA currently under FDA review Additional MF data and Phase 3 Data for PV and SCD
plans expected by EOY expected by EOY
> EPP: Debilitating disease with > Potential to be the primary > Strong therapeutic hypothesis
high unmet need and defined therapy to address anemia in PV with large addressable
patient population across all MF patient types market
> Strong product profile and > Significant opportunity in > Additional indications like SCD
commercial infrastructure for anemias of inflammation, have potential to be additive
efficient, targeted launch beginning with IBD blockbuster opportunities
$2B+ EPP US Addressable Market X150 IWIF Al US Adkiesssil ‘ $7B+ PV US Addressable Market

Market
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