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Forward-Looking Statements

This presentation contains "forward-looking statements" within the meaning of the Private Securities Litigation Reform Act of 1995, including 
statements regarding the safety and therapeutic potential of the Company’s product candidates, the advancement of and plans and timelines related 
to the Company’s ongoing and planned clinical studies and the clinical investigation of its product candidates, the timing for the Company’s receipt 
and announcement of data from its clinical trials and preclinical studies, the Company’s clinical development and regulatory strategy, the Company’s 
progress and plans relating to, and the anticipated timing and outcome of, interactions with the FDA and other regulatory authorities, including its 
expectations relating to alignment with regulatory authorities on potential registrational pathways for FT819, the Company's expectations regarding  
progress and timelines, and potential payments under its collaboration, and the objectives, plans and goals of its collaboration with Ono 
Pharmaceutical,  Ltd. These and any other forward-looking statements in this presentation 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, the risk that results observed in 
studies of its product candidates, including  interim results and results from earlier studies, may not be predictive of final results or results observed 
in ongoing or future studies involving these product  candidates, the risk of a delay in the initiation of, or in the enrollment or evaluation of subjects in, 
any clinical studies, and the risk that the Company may  cease or delay manufacture, or preclinical or clinical development, of any of its product 
candidates for a variety of reasons (including regulatory  requirements, difficulties in manufacturing or supplying the Company's product candidates, 
prioritization of other of its product candidates for advancement,  and any adverse events or other negative results that may be observed during 
preclinical or clinical development). These statements are also subject to  other risks and uncertainties as further detailed in the Company's most 
recently filed periodic report, and subsequent periodic reports filed by the Company,  under the Securities Exchange Act of 1934, as amended, any of 
which could cause actual results to differ materially from those contained in or implied by  the forward-looking statements in this presentation. The 
Company is providing the information in this presentation as of the date hereof and does not  undertake any obligation to update any forward-looking 
statements contained in this presentation unless required by applicable law.



Systemic Sclerosis (SSc)
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Khanna et al. J Scleroderma Relat Disord. 2017 ; 2(1): 11–18 ; Denton, CP, Khanna D.. Lancet 2017; 390: 1685–99; Del Galdo et al. Ann Rheum Dis 84 (2025) 29−40



Systemic Sclerosis: Pathophysiology

Rosendahl  AH et al. Kaohsiung J Med Sci. 2022;38:187-195 



Induced Pluripotent Stem Cells: Accessible Cell Therapy

ENGINEERED FOR SAFETY & ACCESSIBILTY 
• Clonally derived 
• Uniform product candidates
• Reproducible & scalable manufacturing
• On demand, off-the-shelf
• Patient friendly workflow
• Less intense/no conditioning
• Outpatient administration/same day discharge



• 1XX CAR19: Novel CAR with CD28 costimulatory 
and modified CD3z signaling domains for optimal 
safety and activity1

• TRAC-targeted CAR: CAR inserted in the T-cell 
receptor alpha constant (TRAC) locus to reproduce 
endogenous TCR expression for regulated and 
optimal function

• TCR Null: Complete bi-allelic disruption of TRAC 
ablates TCR expression and eliminates the 
possibility of GvHD

• On-Demand Delivery: Routinely manufactured at 
large scale from an engineered MCB that uniquely 
ensures a uniform, off-the-shelf drug product for 
broad patient access

CD19 CAR T-cell designed to eliminate pathological auto-reactive 

B-cells with balanced efficacy and safety to establish immune

reset and clinical remission2

1. van der Stegen, S.J.C., et al. Nat. Biomed. Eng 6, 1284–1297 (2022).
2. V. Sandhu, et al. Annals of the Rheumatic Diseases, Volume 84, Supplement 1, 2025.

CD19 CAR
State-of-the-art CAR motif

and expression control1

TCR null
Complete TCR disruption prevents 

GvHD in allogeneic settings

FT819: Anti-CD19 CAR T-Cell Product Candidate

Derived from a defined clonal MCB incorporating unique 
functional elements to balance safety & efficacy 



FT819-102 Phase 1 Single Arm Basket Study Design 

Baskets 
ANCA associated vasculitis, systemic lupus erythematosus, systemic sclerosis, idiopathic inflammatory myopathies 
Viable cells: Dose Level (DL) 1: 3.6 x 108; DL2: 9 x 108

Key SSc inclusion criteria
• Met ACR/EULAR 2013 SSc criteria
• Tried and failed or intolerant to ≥ 2 immunosuppressive therapies for ≥ 3 months

Enrollment activities
• 21 sites (16 US, 5 ex-US)
• 30 patients dosed*

• 5 Systemic Sclerosis patients dosed*

• 3/5 as outpatients or discharged in ≤24-hour 

Study Day:

Conditioning chemotherapy

FT819 infusion

Conditioning Treatment Cycle / DLT Assessment PTFU LTFU

Regimen A

Regimen B

Cyclophosphamide

or

Bendamustine

No lymphoconditioning

-5   -4    -3               1    2    4         8       15       22       29  

FT819

Safety & Activity Assessments

Safety & Activity 

Assessments

(up to 2 years)

Safety

Assessments

(up to 15 years)

D -5: Stop all 

immuno-

suppressive 

medication 

Continue 

MMF/MPA 

or AZA 

or MTX

NCT06308978
* Data as of June 12, 2026; 1 SSc patient was treated with FT819 after data cut date.  



FT819-102: Baseline Characteristics of Patients with Systemic Sclerosis 

A1 A2 A3 A4 B1

CCT/background Benda Benda Cy Benda MMF

Dose level 2 2 2 2 1

Age, yr 31 51 32 28 32

Sex F F F F F

Disease duration, yr 6.1 3.0 9.6 8.7 1.5

Last follow up, months 6M 3M 3M 0M 3M

Prior therapies 8 3 3 4 5

ILD Y N Y Y N

CCT=conditioning chemotherapy, Benda=bendamustine, Cy=cyclophosphamide, MMF=mycophenolate mofetil, yr=year, ILD=interstitial lung disease; SSc=systemic sclerosis 

Data as of June 12, 2026. A4 was treated with FT819 after data cut date.  

Many clinical trials exclude SSc patients with > 5 years disease duration



FT819-102: Preliminary Safety Data in Patients with SSc

Safety Parameter Incidence n(%)
(n=4)

CRS 0

ICANS 0

GvHD 0

Hypogammaglobulinemia 0

DLT 0

Grade ≥3 adverse event (any) 2  (50%)

Migraine 1 (25%)

ITP* 1 (25%)

Data as of June 12 2026

All patients tolerated FT819 without DLT

No CRS, ICANS, GvHD, or deaths were reported on study

*ITP includes preferred terms immune thrombocytopenia and thrombocytopenic purpura, which occurred in the same patient. CRS=Cytokine 

Release syndrome; ICANS=Immune Effector Cell-Associated Neurotoxicity Syndrome; GvHD=Graft versus Host Disease, DLT=dose limiting toxicity



FT819-102: Early Responses in Treatment Resistant SSc

Assessment Results

mRSS = Improvement

CGA = Improvement

PtGA = Improvement

FVC%, predicted = Improvement

HAQ-DI = Improvement

rCRISS ≥25%/50%/75%/100% 

*

*Treated with steroids and IVIG for ITP flares between M3 and M6, started MMF just prior to 6M visit for 

treatment of overlap disease – suspected IIM flare

All participants demonstrated an 

rCRISS25 or higher at 3M

BL=baseline; CGA=Clinician Global Assessment; FVC=forced vital capacity; HAQ-DI=Health Assessment Questionnaire-Disability Index; M=month; mRSS=modified 

Rodnan Skin Score; PtGA=Patient Global Assessment; rCRISS=Revised Composite Responder Index in Systemic Sclerosis

rCRISS Responses at 3 Months

*



FT819 Drives B Cell Depletion in Peripheral Blood and Lymphoid Tissue
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Conclusions

➢ Preliminary data from 4 patients with moderate-to-severe treatment resistant 
SSc showed: 

• Acceptable safety and tolerability profile

• Successful dosing in outpatient setting or with same day discharge

• Clinically meaningful improvement as measured by rCRISS 25/50/75/100 as 
early as 3 months post-FT819 

➢ These findings support further development of FT819 in SSc and other 
autoimmune diseases using a drug product that is available on-demand and 
outpatient-ready
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