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Item 7.01. Regulation FD Disclosure.

Cartesian Therapeutics, Inc. (the “Company”) from time to time presents and/or distributes to the investment community at various industry and other conferences slide presentations to provide updates and summaries of its business. A copy of its current corporate slide presentation is attached to this Current Report on Form 8-K as Exhibit 99.1.

Additionally, on January 9, 2026, the Company issued a press release highlighting recent progress and outlining its 2026 outlook. This press release is attached to this Current Report on Form 8-K as Exhibit 99.2.

The information in Item 7.01 of this Form 8-K, including Exhibits 99.1 and 99.2 attached hereto, 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. The Company undertakes no obligation to update, supplement or amend the materials attached hereto as Exhibits 99.1 or 99.2, except as required by law.

Item 9.01 Financial Statements and Exhibits.

(d) Exhibits
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	99.1
	
	Corporate slide presentation of Cartesian Therapeutics, Inc. dated January 2026.
	

	99.2
	
	Press release of Cartesian Therapeutics, Inc. issued on January 9, 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.

	
	CARTESIAN THERAPEUTICS, INC.

	Date: January 9, 2026
	By:
	/s/ Carsten Brunn, Ph.D.

	
	
	Carsten Brunn, Ph.D.

	
	
	President and Chief Executive Officer
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Cartesian Therapeutics Highlights Recent Progress and Outlines 2026 Outlook

Enrollment on track in Phase 3 AURORA trial of Descartes-08 in myasthenia gravis

IND application for Descartes-08 in myositis accepted by FDA; seamless adaptive clinical trial offering potential opportunity for a single pivotal trial expected to commence in 1H26

Phase 1/2 pediatric trial of Descartes-08 in juvenile dermatomyositis initiated

Cash resources expected to support planned operations, including completion of planned Phase 3 trial for Descartes-08 for myasthenia gravis, into mid-2027

FREDERICK, Md., Jan. 9, 2026 (GLOBE NEWSWIRE) -- Cartesian Therapeutics, Inc. (NASDAQ: RNAC) (the “Company”), a clinical-stage biotechnology company pioneering cell therapy for autoimmune diseases, today highlighted its recent progress and outlined its 2026 strategic priorities across its cell therapy pipeline targeting autoimmune diseases.

“Following a year marked by significant progress advancing our autoimmune-focused pipeline, we are entering 2026 with strong momentum as we focus on advancing Descartes-08 across multiple indications,” said Carsten Brunn, Ph.D., President and Chief Executive Officer of Cartesian. “This includes our ongoing Phase 3 AURORA trial for the treatment of myasthenia gravis (MG), an indication in which Descartes-08 demonstrated deep and sustained responses through long-term follow-up in our Phase 2b trial. Given the favorable safety profile observed in Descartes-08 supporting outpatient administration, we are confident that Descartes-08 could represent a meaningful addition to the MG treatment landscape.”

Dr. Brunn continued, “We are also excited to initiate our Phase 2 trial in myositis in the first half of 2026, with the potential opportunity for a single pivotal trial following an interim analysis once ten participants are enrolled and reach the primary endpoint. In addition, we continue to advance the development of next-generation agents that have the potential to improve potency and therapeutic targeting while we explore enhanced cell therapy delivery through in-vivo platforms which have demonstrated encouraging initial results.”

Descartes-08 Program Updates

· Enrollment remains on track in the Phase 3 AURORA trial of Descartes-08, Cartesian’s autologous anti-B cell maturation antigen (BCMA) chimeric antigen receptor T-cell therapy (CAR-T), in participants with MG. Recently named to Nature Medicine’s “Eleven clinical trials that will shape medicine in 2026” list, the randomized, double-blind, placebo-controlled Phase 3 AURORA trial is designed to assess Descartes-08 versus placebo (1:1 randomization) administered as six once-weekly outpatient infusions without preconditioning chemotherapy in approximately 100 participants with acetylcholine receptor autoantibody positive (AChR Ab+) MG. The primary endpoint will assess the proportion of Descartes-08 participants with an improvement in MG Activities of Daily Living (MG-ADL) score of three points or more at Month 4 compared to placebo.

· In November 2025, the Company announced its planned expansion into myositis given the strong mechanistic alignment with existing clinical data in MG and systemic lupus erythematosus (SLE). Today, Cartesian announced the U.S. Food and Drug Administration (FDA) accepted the investigational new drug (IND) application for its planned Phase 2 trial in myositis. The Company plans to initiate this Phase 2 seamless adaptive clinical trial, which offers a potential opportunity for a single pivotal trial in the first half of 2026. The randomized, double-

blind, placebo-controlled Phase 2 trial in myositis (TRITON) is designed to assess Descartes-08 versus placebo (1:1 randomization) administered as six once-weekly outpatient infusions without preconditioning chemotherapy in up to 50 participants with moderate to severe multi-refractory dermatomyositis and antisynthetase syndrome. The primary endpoint is expected to assess safety and efficacy of Descartes-08 compared to placebo added to standard of care in participants with myositis at Week 24. An interim analysis is expected after ten participants are enrolled and reach the primary endpoint, at which point sample size assumptions will be revised to what is necessary to support a potential seamless pivotal trial, pending FDA review based on the preliminary efficacy data available at such time.

· Beyond myositis in adult indications, Cartesian today announced the initiation of its Phase 1/2 (HELIOS) pediatric trial of Descartes-08 in children and young adults with autoimmune diseases, including juvenile dermatomyositis (JDM), a rare pediatric autoimmune disorder marked by pathognomonic skin rash and muscle inflammation affecting multiple organ systems. The FDA previously granted Rare Pediatric Disease Designation to Descartes-08 for the treatment of JDM, a rare pediatric autoimmune disorder.

· Today, the Company announced the publication of two peer-reviewed journal articles in Nature Medicine detailing the mechanism of action of Descartes-08 as well as reiterating data surrounding the Phase 2b trial of Descartes-08 in patients with MG.

Data illustrated within the mechanism of action article observed that transient targeting of BCMA with Descartes-08 achieved precision retuning of autoreactivity in MG. Descartes-08 eliminated pathogenic target (BCMA+) cells with high levels of immune function while also initiating a non-cellular immune reset and selectively modulating inflammatory proteins without depleting protective immune function.

Consistent with the previously announced 12-month data from the Phase 2b trial of Descartes-08 in patients with MG, the second publication outlines deep and durable responses observed through 12 months after a single course of therapy. Deepest and most compelling sustained responses were observed in patients without prior biologic therapies (n=7) with 57% of these participants achieving minimal symptom expression by Month 6 and maintaining it through Month 12. Beyond the previously disclosed data, the Company also reported that after beginning medication tapering at Month 6 follow-up, the median reduction in prednisone daily dose was 55% at Month 12. Per trial protocol, changes in other MG-specific medications were not permitted. With no immunosuppression required to receive Descartes-08 treatment, safety data remains consistent with no instances of cytokine release syndrome (CRS) or immune effector cell-associated neurotoxicity syndrome (ICANS) reported, further supporting outpatient administration of Descartes-08.

In-vivo CAR-T Cell Therapy

The Company continues to evaluate the potential of enhanced delivery platforms for its cell therapies with multiple agreements in place to explore optimizing in-vivo delivery of Descartes-08,

Descartes-15 and next generation agents currently in development. The recent appointment of Adrian Bot, M.D., Ph.D., to the Company’s Board of Directors supports this strategic expansion as Dr. Bot brings a unique perspective shaped by pioneering work in first-in-class CAR-T cell therapies, including the recent historic acquisition of Capstan’s novel in-vivo CAR-T technology by

AbbVie, as well as the development of next generation RNA-based precision medicines.

Cash Runway

The Company continues to expect current cash resources to support planned operations, including the completion of its ongoing Phase 3 AURORA trial for Descartes-08 in MG and initiation of its Phase 2 myositis trial, through mid-2027.

About Descartes-08

Descartes-08, Cartesian’s lead cell therapy candidate, is an autologous chimeric antigen receptor T-cell therapy (CAR-T) product targeting B-cell maturation antigen (BCMA) in clinical development for generalized myasthenia gravis (MG) and myositis. In contrast to conventional DNA-based CAR T-cell therapies, Cartesian’s CAR-T administration is designed to not require

preconditioning chemotherapy, can be administered in the outpatient setting, and does not carry the risk of genomic integration associated with cancerous transformation. Descartes-08 has been granted Orphan Drug Designation and Regenerative Medicine Advanced Therapy Designation by the U.S. Food and Drug Administration for the treatment of MG, and Rare Pediatric Disease Designation for the treatment of juvenile dermatomyositis.

About Cartesian Therapeutics

Cartesian Therapeutics is a clinical-stage company pioneering cell therapy for the treatment of autoimmune diseases. The Company’s lead asset, Descartes-08, is a CAR-T in Phase 3 clinical development for patients with generalized myasthenia gravis with plans to initiate a Phase 2 trial in myositis. For more information, please visit www.cartesiantherapeutics.com or follow the Company on LinkedIn or X.

Forward Looking Statements

Any statements in this press release about the future expectations, plans and prospects of the Company, including without limitation, statements regarding the Company’s expected cash resources and cash runway, the ability of the Company’s product candidates to be administered in an outpatient setting or without the need for preconditioning lymphodepleting chemotherapy, the potential of Descartes-08, Descartes-15, or any of the Company’s other product candidates to treat myasthenia gravis, juvenile myasthenia gravis, myositis, systemic lupus erythematosus, juvenile systemic lupus erythematosus, juvenile dermatomyositis, or any other disease, the anticipated timing or the outcome of ongoing and planned clinical trials, studies and data readouts, including the ongoing Phase 3 AURORA trial of Descartes-08 in myasthenia gravis, the planned Phase 2 TRITON trial of Descartes-08 in myositis, the planned Phase 2 pediatric HELIOS trial of Descartes-08 in autoimmune diseases, including juvenile dermatomyositis, and the ongoing Phase 2 trial of Descartes-08 in systemic lupus erythematosus, the anticipated timing or the outcome of the FDA’s review of the Company’s regulatory filings, including the number of trials that may be necessary in order to obtain marketing approval, the potential for in-vivo delivery of the Company’s product candidates, the Company’s ability to conduct its clinical trials and preclinical studies, the timing or making of any regulatory filings, the anticipated timing or outcome of selection of developmental product candidates, the ability of the Company to enter into and maintain potential collaborations or partnerships, the novelty of treatment paradigms that the Company is able to develop, the potential of any therapies developed by the Company to fulfill unmet medical needs, and enrollment in the Company’s clinical trials and other statements containing the words “anticipate,” “believe,” “continue,” “could,” “estimate,” “expect,” “hypothesize,” “intend,” “may,” “plan,” “potential,” “predict,” “project,” “should,” “target,” “would,” and similar expressions, constitute forward-looking statements within the meaning of The Private Securities Litigation Reform Act of 1995. Actual results may differ materially from those indicated by such forward-looking statements as a result of various important factors, including, but not limited to, the following: the uncertainties inherent in the initiation, completion and cost of clinical trials including proof of concept trials, including uncertain outcomes, the availability and timing of data from ongoing and future clinical trials and the results of

such trials, whether preliminary results from a particular clinical trial will be predictive of the final results of that trial and whether results of early clinical trials will be indicative of the results of later clinical trials, the ability to predict results of studies performed on human beings based on results of studies performed on non-human subjects, the unproven approach of the Company’s technology, potential delays in enrollment of patients, undesirable side effects of the Company’s product candidates, political uncertainty, the Company’s reliance on third parties to conduct its clinical trials, the Company’s inability to maintain its existing or future collaborations, licenses or contractual relationships, its inability to protect its proprietary technology and intellectual property, potential delays in regulatory approvals, the availability of funding sufficient for its foreseeable and unforeseeable operating expenses and capital expenditure requirements, the Company’s recurring losses from operations and negative cash flows, substantial fluctuation in the price of the Company’s common stock, risks related to geopolitical conflicts, pandemics, and macroeconomic impacts, and other important factors discussed in the “Risk Factors” section of the Company’s most recent Annual Report on Form 10-K and subsequently filed Quarterly Reports on Form 10-Q, and in other filings that the Company makes with the Securities and Exchange Commission. In addition, any forward-looking statements included in this press release represent the Company’s views only as of the date of its publication and should not be relied upon as representing its views as of any subsequent date. The Company specifically disclaims any intention to update any forward-looking statements included in this press release, except as required by law.

Investor Contact
Megan LeDuc
Associate Director of Investor Relations
megan.leduc@cartesiantx.com

Media Contact
David Rosen
Argot Partners
david.rosen@argotpartners.com
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Executive summary

Cartesian’s lead asset, Descartes-08, delivers deep and durable responses in MG through 12 months following a
single course of therapy—administered outpatient without lymphodepletion—positioning it to transform the current
treatment landscape.

‘The AURORA Phase 3 trial positions Descartes-08 to capture a $1B+ market opportunity in MG', differentiated from
chronic biologic therapies—backed by leadership with a strong commercial track record.

Strong efficacy signal observed in patients treated with Descartes-08 in Phase 2 SLE trial, supporting broad
applicability across autoimmune diseases and enabling expansion into multiple indications beyond MG.

Currently planned expansion into myositis positions Descartes-08 to address significant unmet medical need in
a sizeable patient population.

US-based in-house manufacturing supports commercial readiness for MG launch with potential biologic-like
margins and full supply chain control — ongoing process optimization creates opportunity for further margin expansion.
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AURORA: Randomized double-blind, placebo-controlled Phase 3
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Safety profile supports outpatient administration with no AEs
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Phase 2a trial update: Descartes-08 retreatment continues

to elicit deep and durable responses
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Current gMG market lacks disease modifying treatments creating the

potential to access a $1B+ market opportunity for Descartes-08 in the US

Estimated US
Patient Population:

106,000"

AChR#:
~85%2

S Potential

able Market:

» ~$1B+3

DESCARTES-08 OBSERVATIONS

Significant reduction in MG-ADL
of 7.1 at Month 124 with a single course of therapy

57% of patients achieved imal symptom
expression at Month 6 and maintained it through
Month 124

Safety profile supports biologi
administration

like outpatient

Significant unmet need remains given current
treatment options, creating a potential $1B opportunity
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optimally designed for autoimmune diseases

Key Characteristics for a Differentiated Therapy Designed for Patient Adoption in MG

k., |4

G

Z

Durability of Response
Descartes-08 delivers deep and durable responses through 12 months after a single course of therapy

Single Course of Therapy
Unlike current biologic therapies requiring chronic dosing and immunosuppression, Descartes-08
delivers deep and durable responses after a single course of therapy through a precision immune reset

Outpatient Administration
mRNA cell therapy enables reliable and safe outpatient dosing without lymphodepletion, avoiding the
risks of CRS and ICANS

Redosing Optionality
The favorable safety profile of mRNA cell therapy enables repeat dosing if needed, providing flexibiity
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Descartes-08 in
SLE
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Exploring clinical activity of Descartes-08 in SLE through

open-label Phase 2 trial

INCLUSION CRITERIA PRIMARY ENDPOINT
+ Up 10.30 adults with moderata to severe mult-refractory SLE + Assess safely tolerabiity and manufacturing feasibilty of
and no CNS invalvement Descartes-08 in patints with SLE
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- Standard measures of cinical actiy:
+ SLE Actiy Index (SLEDAV2K)
+ Physician Giobal Assessment (PGA)
+ Lupus Low Disease Actity Siate (LLDAS)
+ Defiition of Remission in SLE (DORIS)
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100% LLDAS response rate in patients reaching Month 3

follow-up in Phase 2 open-label SLE trial

Initial Observations
« LLDAS response observed in 100% of patients who received
Descartes-08 and reached Month 3 follow-up (n=3)*

« Disease remission reported as DORIS response seen in 2
out of 3 participants at Month 3*

SLEDAI-2K

+ Indicates favorable safety profile supporting outpatient
administration without the need for lymphodepletion

100% LLDAS response rate for patients reaching Month 3

follow-up with significant reduction in disease activity

LLDAS Response

0s -
DORIS Response.
0 At paien s o reschc mortn 3 mapoit et
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Safety profile in SLE consistent with myasthenia gravis

ICTTRCTTTI . (ntusion-related fever and flu-like

:::’"m 1‘(’;’;; : ggm symptoms were the most common AE,
e 1.25%) 1 (25%) and all resolved within 24 hours
tysioa 105%) 165%) + No new safety signals identified
Nausea 2(50%)
Nasal congestion 1(25%) + No Grade 23 or serious adverse events
Lightheadedness. 1(25%) reported to date
Arthralgia 1(25%)
« No hypogammaglobulinemia or
1000 *ﬁ 250
: — % — &
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Observed statistically significant
(p<0.01) decrease in
proinflammatory cytokines
associated with SLE pathogenesis
(IL7, IL10, CCL20, ST1A1)
associated with disease severity in
myositis, systemic sclerosis,
Sjogren's syndrome and other
autoimmune diseases

Significant decrease in
plasmacytoid dendritic cells
(pDCs) observed 3 months after
Descartes-08 in both MG and SLE
patients supports the expansion
into myositis, an autoimmune
indication with known pDC
involvement
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Descartes-08

Expansion into Myositis
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n into myositis provides new opportunity in an area

with significant unmet need and compelling market

8 0 0 0 0 + Residual Unmet Needs in Myositis**®
)

Treatment options have limited efficacy in
Patients in u.s.t broader organ involvement and refractory patients

Characterized by debilitating
muscle weakness and skin rashes?

T 6y | e

Limbs Respiratory  Rashes Swallowing

Better tolerated therapies desired given
concern over infusion-related reactions

Highly heterogenous disease leads to
suboptimal speed and accuracy of diagnosis

6 0 / Refractory, moderate-to-severe myositis patients likely to

- remain underserved despite new drug developments
of Patients Eligible for a )

3L+ Treatment® i . caa
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Strong mechanistic alignment with existing clinical data in MG and
SLE underscores a potential multi-billion-dollar opportunity in myositis
for Descartes-08

Estimated US
Patient Population

80,000'

3L+ Treatment
~60Y Teatec
60%? Descartes-08 e

opportunity y 40

represented by 60%
of patients remaining
underserved
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Myositis seamless clinical trial design provides potential

opportunity for single pivotal trial to commence in 1H26

INCLUSION CRITERIA

+ Adults with moderate o severe mltrefracory
‘Germatomyosits and antisynthetase syndrome.
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- 10 partcipants prior o nterim analysis
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111 Follow-Up
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PRIMARY OBJECTIVE

+ Assess safety and eficacy of Descartes-08 compared to
placebo added to standard of care n patents wih myosits

Primary
Endpoint
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Wek2s
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Phase 1/2 trial of Descartes-08 in children and young adults

with autoimmune diseases ini

DC-08's observed safety profile
combined with significant unmet
need in pediatric autoimmune
disease supports clinical
development plan

* No lymphodepleting
chemotherapy

* Nointegrating vectors

« Fully outpatient treatment with
hr post-infusion monitoring

* No observed CRS or ICANS
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Basket Trial Timeline

Rare Pediatric Disease Designation for DC-08 in
juvenile dermatomyositis granted in September 2024

Trial initiation announced on January 9, 2026

Juvenile
Dermatomyositi

Dose escalation (n=3)
Week 1: DL 1
Week 2: DL 2
Week 3: DL 3
Weeks 4-6: DL 3 (if no DLTs)

&helios

TRIAL

Expansion (n=10)

Weeks 1-6: MTD
once-weekly
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Wholly-owned
in-house, US-based
manufacturing

FUTURE GROWTH

Clinical and commercial manufacturing
scale capabilities support maturing
pipeline and future growth

QUICK TO ADAPT

Continuous process optimization creates
opportunity for progressive margin expansion

WHOLLY-OWNED

Ownership of quality control
and production timelines

COST EFFICIENT

Supports commercial readiness for MG
launch with potential for biologic-like
margins
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FINANCIAL POSITION:
Current Cash and
Cash Equivalents
Expected to

Support Pipeline
Through Key
Milestones

$145.1M

In cash, cash equivalents
and resricted cash (unaudited)

26.0M

Basic shares outstanding

<75 FULL TIME
EMPLOYEES

Based in Gaithersburg, MD
and Frederick, MD

34.1M

Fully diluted shares outstanding"
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Our team | Management

Carsten Brunn, PhD Blaine Davis Milos Miljkovi¢, MD
'PRESIDENT AND CEO. (CHIEF FINANCIAL OFFICER CHIEF MEDICAL OFFICER

Emily English, PhD Matthew Bartholomae
CHIEF OPERATIONS OFFICER GENERAL COUNSEL, SECRETARY
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ey takeaways

Cartesian’s lead asset, Descartes-08, delivers deep and durable responses in MG through 12 months following a
single course of therapy—administered outpatient without lymphodepletion—positioning it to transform the current
treatment landscape.

‘The AURORA Phase 3 trial positions Descartes-08 to capture a $1B+ market opportunity in MG', differentiated from
chronic biologic therapies—backed by leadership with a strong commercial track record.

Strong efficacy signal observed in patients treated with Descartes-08 in Phase 2 SLE trial, supporting broad
applicability across autoimmune diseases and enabling expansion into multiple indications beyond MG.

Currently planned expansion into myositis positions Descartes-08 to address significant unmet medical need in
a sizeable patient population.

US-based in-house manufacturing supports commercial readiness for MG launch with potential biologic-like
margins and full supply chain control — ongoing process optimization creates opportunity for further margin expansion.
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Descartes-08 is designed for dual action, precisely targeting two key

BCMA+ cell populations involved in a spectrum of autoimmune diseases

Descartes-08 s designed to target BCMA, a surface antigen expressed
on plasma cells/plasmablasts and plasmacytoid dendritic cells

PLASMA CELLS (PCs) AND PLASMABLASTS
* PCs, plasmablasts and prolferating B cells targeted by Descartes-08
represent a tiny fraction of B cells
* These cels are entirely responsible for secreting pathogenic autoantibodies

* During autoimmunity, autoantibodies attack host tissue and drive inflammation

o, Ataoof dease spciic host tsues
+ pDCs, which Descartes-08 s designed to target, are a rare subset of aniigen-presenting cels
+ These cells secrete high levels of cytokines (i, type | inerferons) that cause swvons  we el
inflammaton and tissue damage during many human autoimmune diseases GRS G At
= pDCs are increased in patients with autoimmunity (e.g., SLE) and interfere with ‘?vv = ' st
optmal treatment

Several autoimmune disease segments involve pathogenic contributions from both ==c9
PCs/plasmablasts and pDCs, including theumatology, nephrology. neurology, and others. '“ f
Selecively deleting PCs/plasmablasts and pDCs, if successful, may create a differentiated cell

therapy platiorm Cytoine diven flammation and s damage
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Descartes-08 focuses the T-cell repertoire and selectively alters

the autoreactome, showing clear biological activity

Descartes-08 focuses the T-cell repertoire in a Descartes-08 selectively alters the self-reactive branch of the
manner that correlates with clinical effect antibody repertoire (i.e., autoreactome")
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Baseline characteristics: Patients in open-label

Phase 2 SLE trial
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