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Background: CAR T Therapy in Myasthenia Gravis Study Design _ L
Locations Currently Recruiting
» Myasthenia gravis (MG) Is primarily driven by pathogenic autoantibodies produced by autoreactive « RESET-MG (NCT06359041) is a Phase 1/2 trial evaluating the safety and efficacy . _

the US and Europe. For a current list of US

* Current therapies focus on specific symptoms and do not adequately control the underlying RESET-MG locations. and further information
autoimmune process, drug-free remission is infrequent; up to 15% of patients are considered to have Key Inclusion Criteria®314 e L ,Oca.'(? s, anc irner ntormation,
visit this trial’s ClinicalTrials.gov page at

disease refractory to treatment?=° . .
_ y _ _ _ _ . . . . . www.clinicaltrials.gov/study/NCT06359041
- B cell depletion therapies have shown efficacy in MG, but responses may be incomplete and relapses * Age 218 and =70 diagnosed with MG with generalized muscle weakness, defined
remain common, likely due to incomplete depletion and re-emergence of autoreactive B cells.’8 as MGFA class I, I, IVa, or IVb s fion § fant be found at
« Chimeric antigen receptor (CAR) T cells may have the potential to achieve durable remission through » Active disease despite standard treatment vCV\(/)\:vmrae;Oer: r?]rqpt? i;elnczrc;an © a4
a one-time deep, but transient, depletion of B cells in MG (Figure 1)° . Presence of AChR antibodies for the AChR antibody-positive cohort ' '
- AChR antibody-negative cohort: presence of MuSK or LRP4 antibodies OR
CD19-CAR T cells | seronegative
_ Autoantibodies
53 Summary
EE A » Rese-cel is an investigational, fully human,
St - Significant lung or cardiac impairment autologous 4-1BB CD19-CAR T therapy,
Infusion 1 mo. 12+ mo. e Treatment with B Ce||_dep|eting agent within prior ~6 months designed to potentially reset the iImmune
Figure 1. Proposed effect of CD19-CAR T therapy.1° Deep depletion of B cells in MG patients may lead to cessation of disease by removing a central driver . Previous CAR T cell therapy and/or HSCT system via deep B cell depletion followed by

of inflammation (autoreactive B cells) and allowing the immune system to return to a tolerant state, resulting in deep and durable remissions off therapy.® . . .. :
( ) g y 9 P Py repopulation with naive B cells to achieve

durable clinical responsesii-13

» Active Infection requiring medication at screening

« Current symptoms of severe, progressive, or uncontrolled renal, hepatic, . RESET-MG (NCT06359041) is an ondoin
Resecabtagene Autoleucel (FGSG-CEL also referred to as CABA'ZO]-) hematological, gastrointestinal, psychiatric, neurological, or cerebral disease ( ) JOMN9

Phase 1/2 trial evaluating the safety and
efficacy of rese-cel in patients with MG#

* Rese-cel is an investigational, fully human, autologous 4-1BB _ _ _ _
* The first patient with MG has been infused

CD19-CAR T therapy (Figure 2); it is being studied in the

RESET clinical trial program across several B cell-mediated Screening Day 1 Day 29 Follow-up through ‘é‘”th r?se_-_cel. No serious adverse e\(;e(;\ts_ of
B cells in myasthenia gravis autoimmune Conditions, including systemic Iupus Q O A~ O A~ 4 hOsﬁ_ Imltmg tﬁXICltleS. V\]:er? repo(;tje_ . urllng
erythematosus (SLE), idiopathic inflammatory myopathy E the first 4 weeks :cl)ogt 'ndus'_cl)lnk')Ad |t|o(;1§1 NrI]G
(myositis), and systemic sclerosis (SSc)it-13 AChR antibody- patients are tehnrlcc))ée and will be dosed In the
. . . . . ” coming months
« Translational data of the first 10 patients infused with rese-cel postve 4 Y J is also being i . din Ph
S—cb19 showed rapid B cell depletion in blood followed by . Primary Sfﬂc;';dar?e"dpﬂli"tf ’ R/ese-cs_ IS also being investigate hl'n Phase
J _ _ _ : itioni B ot - isease evaluations
= re-emergence as early as week 8 following infusiont3 i e Il endpoint (MG-ADL, QMG, MGC) 1/2 stu_ es in SLE, myqsms, REMPRIGUS
o Fully human . | T ; Incidetice and s e vulgaris, SSc, and multiple sclerosis?3
C:;r:ezﬁ anti-CD19 * Rese-cel demonstrated clinical responses off - = | e . PK/PD analysis ’ ’
recegtor gt immunomodulators and steroids in all 10 patients. Responses “C“n";;:t‘if;dﬂ" K ) | MGautoantibodylevels |
RuRn) i i inCIUded:13* cohortn 26 : ;
Transmembrane domain; i« | = . N th SLE fients:t et | | | SAs of April 29, 2025.
4-1BB costimulatory domain . eTtISSIOﬂ N re.e. _pa I.en S_’ complete r_enastresponse i E | References: 1. Yi JS, et al. Muscle Nerve. 2018;57(2):172-184. 2.
Rese-cel In 1t lupus nephritis patient; major response in 1 ! — _ _ Bi Z, et al. Ther Adv Chronic Dis. 2022;13:20406223221122538. 3.
CD3Z (signaling domain) dermat()myositis pa’[ienti Per protocol, more than 12 Pa:’igi’ﬁ cr;?:re Follow-up period encompasses 15 Suzuki S, et al. Clin Exp Neuroimmunol. 2023;14(1):5-12. 4.
B « Safet fil ti f ble risk-b fitin th patients could be enrolled to inpatient monitoring years in total, aligned to regulatory Mercelis R, et al. Acta Neurol Belg. 2023;123(2):375-384. 5. Raja
Image adapted from June CH and Sadelain M. 2018 _ ale y pro I € conunues to SuggeSt avoranle rIS B ene It In t € generate additional data post infusion _ guidance for CAR T therapies » S, et al. Neurology. 2021,96(15 Supplement):2602. 6. Suh J, et al.
first 10 patients dosed; 90% of patients experienced either no ~ - Yale J Biol Med. 2013;86(2):255-260. 7. Fichtner ML, et al. Acta
cytokine release syndrome (CRS) or Grade 1 CRS (fever) and ;'g;éoflatz% %Ofl‘\“/lfﬁlllm- IfozzilloN(léilf’I“j & ';UC;?)ZFZ gggg)‘fgguggg
0 . . - _ i . 9. Muller F, et al. ng ed. , ) — .
90% O_f patients expgr!enced no iImmune eﬁ?;tor cell Figure 3. RESET-MG study design.13.14 10. Taubmann J, et al. OPO141. Abstract presented at: EULAR;
Figure 2. Rese-cel (CABA-201) Is an autologous associated neurotoxicity syndrome (ICANS) AChR, acetylcholine receptor; CAR, chimeric antigen receptor; CY, cyclophosphamide; FLU, fludarabine; HSCT, May 31, 2023; Milan, Italy. 11. Dai Z, et al. J Cell Physiol.
T cell product that is genetically engineered haematopoietic stem cell transplantation; LRP4, low-density lipoprotein receptor-related protein 4; MG, myasthenia 2021;236(8):5832-5847. 12. Peng BJ, et al. Mol Ther Methods Clin
to target B cells via the expression of a CD19- o o o gravis; MG-ADL, MG — Activities of Daily Living: MGC, Myasthenia Gravis Composite; MGFA, Myasthenia Gravis Dev. 2024;32(2):101267. 13. Cabaletta Bio — Data on File. 14.
specific CAR containing 4-1BB-CD3C intracellular ~ *As of January 8, 2025. tDefinition of Remission in SLE (DORIS) criteria. Foundation of America; MuSK, muscle-specific tyrosine kinase; PD, pharmacodynamic; PK, pharmacokinetic; QMG, NCT06359041. Available online at:
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