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CARsgen Background



Developing globally revolutionary cell therapies to make cancer curable



Copyrights reserved by CARsgenConfidential

CARsgen: A Leader in CAR T-cell Therapies

Competitive CAR T-cell Product Pipeline

⚫ Global first-in-class CLDN18.2 CAR T (CT041) targeting solid tumors

⚫ Fully-human BCMA CAR T (zevor-cel) with competitive efficacy and 

favorable safety profiles

⚫ Both CT041 and zevor-cel have been granted RMAT by US FDA and 

PRIME by EMA

Integrated R&D and Manufacturing Capabilities

⚫ Over 300 patents granted or under application

⚫ Humanized / fully-human antibody platforms 

⚫ THANK-uCAR®, a differentiated allogeneic CAR T technology

⚫ CycloCAR®, a next-generation CAR T technology for solid tumors 

⚫ LADAR®, a versatile technology platform for precise targeting

⚫ End-to-end manufacturing capabilities including production of viral vectors 
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CARsgen is Developing Optimal CAR T Products Now and for 

the Future

CARsgen Strategic SolutionsKey CAR T Cell Attributes

Å Humanized/fully-human antibodies covering ~20 targets 

Å Fine-tuned scFv for optimal binding and effect

Rational target

(CLDN18.2, GPC3, etc.)

Å Better address on-target off-tumor toxicities

Å More targets available through precise targeting 
LADAR®

Å T cells armoring to enhance expansion and infiltration

Å Potential of lymphodepletion free
CycloCAR®

Å Differentiated allogeneic technology to enhance T cell 

expansion and efficacy
THANK-uCAR®

Å GMP facilities in China and US

Å End-to-end manufacturing with competitive COGs

End-to-end 

manufacturing

Precise Targeting1

Efficacy in Solid Tumors



BCMA CAR T (zevor-cel)
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LUMMICAR STUDY 2: Overview
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Key Eligibility 

Lymphodepletion

Study Objectives

Phase 1b

Phase 2

Phase 1b

Flu: Fludarabine (25 mg/m2 for 3 days) 

Cy: cyclophosphamide (500 mg/m2 for 2 days)

Phase 2

Flu: Fludarabine (30 mg/m2 for 3 days)

Cy: Cyclophosphamide (500 mg/m2 for 2 days)

Determine the efficacy of zevor-cel

Evaluate the safety of zevor-cel

Multiple Myeloma:

Phase 1b: at least 3 prior lines of therapy including anti-CD38
Phase 2: at least 4 prior lines of therapy including anti-CD38

Screen/ 

Apheresis
Lymphodepletion 

(Flu/Cy, D-5 ~ D-3)

Infusion 

(D0)

Main observation 

(D1 to M6)

Long-term 

follow-upzevor-cel

manufacturing

Follow-up 

(M7 to M36)

Bridging therapy 

(as needed)
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LUMMICAR STUDY 2 Phase 2: Demographic and Disease 

Characteristics

1. Presence of t(4;14), t(14;16), del17p

2. Triple-drug exposed: PIs, IMiD, anti-CD38 agent; triple refractory: refractory to these three categories.

Baseline characteristics N=17

Median age (range),years 59 (45-74)

Female, (%) 5 (29.4%)

Extramedullary disease Ó 1 

plasmacytoma, (%)

5 (29.4%)

Bone marrow plasma cells, median 

(range %)

27.5 (0-95%) 

BCMA expression in plasma cells, 

median (range %)

64.3 (6.0- 96.5)

Median years since diagnosis (range) 7 (4 ï 17)

High-risk cytogenetics,1 % 9 (52.9%)                                                                                                                    

R-ISS staging at baseline, %

I 2 (11.7%)

II 12 (70.6%)

III 3 (17.6%)

Prior treatment history N= 17

Prior lines of therapy, median 

(range)

6 (4-17)

Triple-drug exposed,2 n (%) 17 (100%)

Treatment N=17

Bridging therapies

Response to Bridging

8/17 

MR 1

SD 2

PD 1

Not available 4

Leukapheresis to LD, median 

(range, days)

38 (29-100)

Outpatient infusion

Days of hospitalization (range)

3 (17.6%)

0-2

Zevor-cel dose A single infusion of 1.8 

x108 cells

Median Follow-up Days (range) 113 (9,373)

Data cutoff date: August 31, 2022
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Å 100% responses at Week 4 ( (VGPR, CR or sCR) 

and ongoing

Å 100% leukapheresis patients were treated

Å Responses deepened with longer follow-up

Å 100% MRD negative in all
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LUMMICAR STUDY 2 Phase 2: Preliminary Data Suggest a 

Best-in-class Safety Profile in the US  

12
Data cutoff date: August 31, 2022

Best-in-class safety profile 

LUMMICAR STUDY 2

Phase 2

Region North America

Sample size 17 treated,11 evaluated

Patient

population

5/17(29.4%) EMD

9/17(52.9%) high risk

No. of prior therapies, 

median (range) 6 (4-17)





Claudin18.2 CAR T (CT041)
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CT041: Humanized Claudin18.2-directed CAR T cells

Potent antitumor activities of CT041 in NOD/SCID 

mouse models bearing gastric cancer xenografts3

15

Å Claudin18.2 (CLDN18.2) is a 

pan-cancer target
Å Expressed in a diverse variety 

of epithelial tumor types1

Å Medium to high expression in 
~60% GC/GEJ patients2

Å Patient-derived (autologous) CAR T cell product

Å Chimeric antigen receptor design4:

Å Humanized CLDN18.2 scFv

Å
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CT041 — CLDN18.2 CAR T Study Design

Screening 

Preconditioning

CT041 CLDN18.2 CAR T cells 

manufacture

CAR T 

infusionLeukapheresis

BaselineInformed consent Day 0

Follow-up every 4~6 weeks
Follow-up every 2-3 months 

during months 6-18

Hospitalization

18 months
FNC

Month 6

Claudin18.2 IHC

Bridging therapy

CG4006 (NCT03874897) CT041-ST-01 (NCT04581473)
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CT041: Efficacy Breakthrough for CAR T-Cell Therapy in Solid 

Tumors
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CT041 CG4006 Clinical Trial

Changsong Qi et al. 2021 ESMO, 1372O
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CT041: Study Design 
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1 G4 GI 

bleeding*

Dose level 1

Dose level 3

Dose level 2

0 DLT

2.50×108 cells

N=22

Dose-Escalation Dose-Expansion

RP2D

2.50×108 cells

N=3+3

5.00×108 cells

N=3

4.00×108 cells

N=3+3

CT041 

infusion

Å 18-76 years of age

Å Previously treated 

advanced digestive 

system cancers 

confirmed by 

pathology

Å CLDN18.2 expression: 

Ó+, Ó10%

Å ECOG: 0 or 1

Apheresis

Preconditioning 

therapy#

Bridging 

chemotherapy

Reinfusion (Depend on Subjectôs condition)

Progressive 

disease or

intolerable 

toxicity

Survival 

follow up

Manufacturing 

CT041 (2-3 weeks)

A multicenter, open-label, phase I ongoing study

#Fludarabine 25 mg/m2/day(Dï4~Dï3) + Cyclophosphamide 250 mg/m2/day (Dï4~Dï2) + Nab-paclitaxel 100 mg or gemcitabine 1000 mg (Dï3)

*One patient suffered gastrointestinal hemorrhage on D51 after reinfusion, which was considered to be caused by obvious tumor regression. After discussion among the investigators, DMC 

and partners, it was decided to lower the dose to 2.5×108 cells.

Primary Objectives: Safety and 

tolerability
Secondary Objectives: Efficacy, 
Pharmacokinetics

Exploratory Objectives: Covariate 
analysis for efficacy, biodistribution of 

CT041
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CT041 Efficacy: GC/GEJ Patients with ≥ 2 Prior Lines

GC/GEJ patients who failed at least 2 prior lines of therapy 

(especially above 40% patients ever exposed to anti-PD-(L)1 
antibody) at a dose of 2.5×108 CAR T cells achieved:
Å ORR of 61.1%

Å DCR of 83.3%

Å mPFS* of 5.6 m

Å mDOR of 6.4 m
Å mOS* of 9.5 m with a median follow up duration* of 7.6 m (95%CI 

5.6, 8.6)

GC patients with ≥2 lines at 2.5×108 cells (N=18)

Best Overall Response

CR 0

PR 11 (61.1%)

SD 4 1.1%)

SD
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CT041: Case Sharing: Long-term Tumor Response 

Pre-infusion Post-infusion W4 W12 W24 W40
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CT041: CAR T-cell Expansion and Serum Biomarkers
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Å The CAR copies peaked around 7 days, persisted was about one month, CAR copies peak decreased post 

2nd - 3rd dose. 

Å Responders had relative higher CAR expansions.

Å The prolonged PFS positively correlated with increased AUClast .

Å Patients with Grade 2 CRS had higher IL-6 and ferritin peak value than those with Grade 1.
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CT041: Conclusions

27

CT041 at dose levels of 2.5ï5.0×108 CAR T cells was well tolerated in patients with CLDN18.2-positive digestive system 

cancers and delivers a high response rate and sustained remission in previously treated GC/GEJ patients.

Safety Summary

Å
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A Suite of Technology Platforms for the Next-Generation of 

Innovative CAR T-cell Products

4 Strategic Pillars

to address major challenges of CAR T-cell therapies

Efficacy against 

Solid Tumors

CycloCAR® 

co-expression of 

IL-7 + CCL21
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Making Cancer Curable


