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IASO206 Injection: China IIT Study Design

Dose level 1 | 1E8 TU
3–6 subjects

Dose level 3 | 9E8 TU
3–6 subjects

Dose level 2 | 3E8 TU
3–6 subjects

Primary Endpoint
Safety • AEs, DLT

Key Secondary Endpoints
Efficacy • ORR, TTR, MRD negativity rate, 

DOR, PFS, OS, PK/PD

First-in-human dose-escalation IIT
• Design: single-center, open-label, 3+3 dose-escalation
• Key Inclusion Criteria : 18 to 75 years old; R/R multiple myeloma after ≥2 prior lines; BCMA-targeted therapy–naïve ；

ECOG PS ≤2
• Single administration; total 9–18 subjects

China IIT data
support Phase Ib

AEs, adverse events; BCMA, B-cell maturation antigen; DLT, dose-limiting toxicity; DOR, duration of response; ECOG PS, Eastern Cooperative Oncology Group performance status; IIT, investigator-initiated trial; MRD, minimal residual 
disease; ORR, overall response rate; OS, overall survival; PFS, progression-free survival; PK/PD, pharmacokinetics/pharmacodynamics; R/R, relapsed/refractory; TTR, time to response; TU, transducing units.

• Objective: To assess first-in-human safety/tolerability, PK/PD and preliminary efficacy across 
three planned dose levels to support Phase Ib dose selection.



IASO206 Injection: Phase Ib Plan

Dose level 1 | Low dose
3–6 subjects

Dose level 2 | High dose
3–6 subjects

Dose-confirmation phase
• Key Inclusion Criteria : 18 to 75 years old; R/R multiple myeloma after ≥3 

prior lines; naïve to BCMA-targeted therapy and TCEs； ECOG PS ≤2
• Open-label “3+3” dose-confirmation design
• 3–6 subjects per Dose level; total 6–9 subjects

Dose-expansion phase
• Select one dose cohort for expansion based on dose-confirmation findings
• Planned enrollment: 15–20 subjects
• Further evaluate the proposed RP2D in R/R multiple myeloma after ≥3 prior 

lines : safety, efficacy, PK/PD and other endpoints to support Phase II

Integrated review
to confirm RP2D

• Objective: To confirm and further evaluate the two proposed dose levels, low and high, previously explored 
in the China IIT study

Primary Endpoint
Safety • AEs, DLT

Key Secondary Endpoints
Efficacy • ORR, TTR, MRD negativity rate, 

DOR, PFS, OS, PK/PD

AEs, adverse events; BCMA, B-cell maturation antigen; DLT, dose-limiting toxicity; DOR, duration of response; ECOG PS, Eastern Cooperative Oncology Group performance status; IIT, investigator-initiated trial; MRD, minimal residual 
disease; ORR, overall response rate; OS, overall survival; PFS, progression-free survival; PK/PD, pharmacokinetics/pharmacodynamics; R/R, relapsed/refractory; TTR, time to response; TU, transducing units.

Phase 1b Timeline
(10 Sites)

Dec 2026

US IND
Approval

Apr 2027

FPI
First Patient In

Sep 2027

Dose-confirmation
End (RP2D)

Dec 2027

LPI
Last Patient In

Mar 2028

Data cut-off
& completion



IASO206 Late-Line Clinical Development Strategy

Option 1: Two-Cohort Balanced Study 

Key Inclusion Criteria：
• Age ≥18 years with MM
• Prior ≥3 LoT
• Triple-exposed (PI, IMiD, anti-CD38 mAb)
• ECOG PS 0–1

Primary Endpoint
• ORR by IRC

Key Secondary Endpoints
• DOR, CR/sCR, TTR, PFS, OS, MRD negativity rate, AEs, PK/PD

AEs, adverse events; CR/sCR, complete response/stringent complete response; DOR, duration of response; ECOG PS, Eastern Cooperative Oncology Group Performance Status; IMiD, immunomodulatory drug; 
LoT, line of therapy; MRD, minimal residual disease; ORR, overall response rate; OS, overall survival; PFS, progression-free survival; PI, proteosome inhibitor.

Screening

Cohort A
BCMA-naïve

Cohort B
BCMA-exposed

IASO206
Response 

Assessment
Long-term 
Follow-up

Study Design：
• Two cohorts;
• Cohort A: BCMA-naïve, Cohort B: Prior BCMA-exposed
• Sample size: 60-90 pts in cohort A, 60 pts in cohort B



Screening
Response 

Assessment
IASO206 

Long-term 
Follow-up

IASO206 Late-Line Clinical Development Strategy

Option 2: Single-Arm Trial

Key Inclusion Criteria：
• Age ≥18 years with MM
• Prior ≥4 LoT 
• Triple-exposed (PI, IMiD, anti-CD38 mAb)
• Prior BCMA-targeted therapy (CAR-T, T-cell engager, or ADC)
• ECOG PS 0–1

Primary Endpoint
• ORR by IRC

Key Secondary Endpoints
• DOR, CR/sCR rate, PFS, OS, MRD negativity rate, AEs, PK/PD

AEs, adverse events; CR/sCR, complete response/stringent complete response; DOR, duration of response; ECOG PS, Eastern Cooperative Oncology Group Performance Status; IMiD, immunomodulatory drug; 
LoT, line of therapy; MRD, minimal residual disease; ORR, overall response rate; OS, overall survival; PFS, progression-free survival; PI, proteosome inhibitor.

Study Design：
• Open label
• Sample Size: 60



IASO206 Late-Line Clinical Development Strategy

Option 3: Randomized Confirmatory Trial

Key Inclusion Criteria：
• Age ≥18 years with MM
• Prior ≥3 LoT
• Triple-exposed (PI, IMiD, anti-CD38 mAb)
• BCMA-naïve
• ECOG PS 0–1

Primary Endpoint
• MRD negativity CR Rate
• PFS assessed by IRC

Key Secondary Endpoints
• DOR, CR/sCR rate, PFS, OS, MRD negativity rate, AEs, PK/PD

AEs, adverse events; CR/sCR, complete response/stringent complete response; DOR, duration of response; ECOG PS, Eastern Cooperative Oncology Group Performance Status; IMiD, immunomodulatory drug; 
LoT, line of therapy; MRD, minimal residual disease; ORR, overall response rate; OS, overall survival; PFS, progression-free survival; PI, proteosome inhibitor.

Screening

IASO206

Active Control, 
e.g., teclistamab

Response 
Assessment

Long-term 
Follow-upRandomization

Study Design：
• Open label, randomized study;
• 1:1 ratio
• Sample size: 120



IASO206 early line Clinical Development Strategy
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Standard of Care
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Study design:
• 1:1 randomization
• n=approximately 450~500, 100+ sites globally 

Endpoint:
• Co-primary: MRDa negativity CR rate at 9m and 

PFS
• Key secondary ： ORR, DOR, OS, CR rate, 

Safety

Key Inclusion Criteria:
• Age ≥ 18 years
• Prior 1-3 LoT
• Triple-exposed (PI, IMiD, anti-CD38 mAb)
• ECOG PS 0 to 1

Key Exclusion Criteria:
• Prior B-cell maturation antigen (BCMA)-targeted therapy
• Prior T-cell engager therapy
• Prior CAR therapy or other genetically modified T-cell therapy

a.MRD was assessed by next-generation sequencing (NGS) using the clonoSEQ® assay (Adaptive Biotechnologies), with analytical sensitivity thresholds of 10  and 10 .⁻⁵ ⁻⁶
CR, complete response; DOR, duration of response; ECOG PS, Eastern Cooperative Oncology Group Performance Status; IMiD, immunomodulatory drug; LoT, line of therapy; MRD, minimal residual disease; 
ORR, overall response rate; OS, overall survival; PI, proteosome inhibitor.



 NDMM Patients (Transplant-ineligible)  

CR, complete response; ECOG PS, Eastern Cooperative Oncology Group Performance Status; ORR, overall response rate; 
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Induction ：
Isa-VRd/ DVRd/ VRd

Induction ：
Isa-VRd/ DVRd/ VRd

Consolidation
Isa-VRd/ DVRd/ VRd

Maintenance
Rd 

IASO 206 
infusion

Observation

6 cycles

6 cycles 2 cycles

Primary Endpoints: 
• PFS
• MRD-/CR at 9m after randomization 

Secondary Endpoints:
• ORR, CRR, OS
• Overall MRD- rate, Sustained MRD- CR 
• Time to subsequent therapy, PFS2, Safety 

Eligibility: 

• NDMM patients
• Not considered for high-dose chemotherapy with 

ASCT due to ​​ineligibility​​ or ​​deferral​​
• Measurable disease
• ECOG 0-1

Study Design:
• 1:1
• Sample size: ~700  



 NDMM Patients (Transplant-eligible)  
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Induction ：
Isa-VRd/ DVRd/ VRd

Induction ：
Isa-VRd/ DVRd/ VRd

IASO206 
Infusion

Consolidation
Isa-VRd/ DVRd/ VRd

Maintenance
R

6 cycles

4 cycles 2 cycles

ASCT

Maintenance
R (Up to 2 years)

Primary Endpoints: 
• PFS
• MRD-/CR at 12m after randomization 

Secondary Endpoints:
• ORR, CR, OS
• Overall MRD- rate, MRD- CR 
• Time to subsequent therapy, PFS2, Safety 

Eligibility: 
• NDMM patients
• ASCT ​​eligible ​​
• Measurable disease
• ECOG PS 0-1

Study Design:
• 1:1
• Sample size: ~800  

CR, complete response; ECOG PS, Eastern Cooperative Oncology Group Performance Status; MRD, minimal residual disease; ORR, overall response rate; OS, overall survival; PFS2, progression-free survival 2;
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IASO206 Infusion

Maintenance
R until PD

4~6 cycles

Maintenance
R (1m after Eque-cel infusion)

ASCT w/o consolidationInduction therapy

Primary Endpoints: 
• PFS
• MRD-/CR at 9m after randomization 

Secondary Endpoints:
• ORR, CR, OS
• Overall MRD- rate, MRD- CR 
• Time to subsequent therapy, PFS2, Safety 

Eligibility: 
• Received 4~6 cycles of induction therapy;
• Double-exposed;
• With or without prior anti-CD38 mAb;
• Have received a single ASCT 80~120 days prior to ICF;
• Achieved PR or VGPR as the best response;
• No PD after initiating induction therapy;

NDMM Patients (suboptimal response post ASCT) 

Study Design:
• 1:1
• Sample size: ~700  

CR, complete response; ECOG PS, Eastern Cooperative Oncology Group Performance Status; MRD, minimal residual disease; ORR, overall response rate; OS, overall survival; PFS2, progression-free survival 2;



Study Duration

2026 2027 2028 2029 2030 2031 2032

IIT

Phase 1b

Late-Line ≥5L

Late-Line ≥4L

2-4L

TE NDMM

TIE NDMM

TE NDMM



THANK YOU



Efficacy of teclistamab in patients with RRMM after BCMA-targeting therapies

Figure 1. Response to teclistamab in patients with R/RMM who had 
prior BCMA-targeted therapy (ADC or CAR-T therapy). 

Parameter Results

Median time to first response 1.2 (0.2-4.9)

Median time to best response 2.9 (1.1-12.3)

DOR 14.8 (95% CI, 8.0−22.6)

  Prior CAR-T 14.4 (95% CI, 2.6-NE)

  Prior ADC 14.8 (95% CI, 6.2-22.6)

PFS 4.5 (95% CI, 1.3-11.6)

OS 15.5 (95% CI, 8.3-27.9

12m event-free rate 61.2% (95% CI, 37.1-78.4)

MRD 8 evaluable pts;
7 achieved MRD- at 10-5

Median follow-up: 28.0 months (range, 0.7-31.1)

• Pts with prior CAR-T: 29

• Pts with Prior ADC: 15

• Pts with both: 4

Median duration of teclistamab treatment: 6.0 months (0.2-29.8)

https://doi.org/10.1182/blood.2023023616







Elran



Elran



20



ABBV products in MM

合作产品 合作方 靶点 / 机制 开发状态 合作模式

ABBV-383 / 
TNB-383B TeneoOne / Teneobio BCMA × CD3 双抗 Phase 3 先合作，后 AbbVie 

收购 TeneoOne

SIM0500 先声再明 / Simcere 
Zaiming

GPRC5D × BCMA × CD3 三
特异性抗体

Phase 1 AbbVie 获得 option-
to-license 权利

ABBV-2001
/ ISB 2001

Ichnos Glenmark 
Innovation / IGI

CD38 × BCMA × CD3 三特异
性抗体

Phase 1 AbbVie 获得全球独
家授权

Venetoclax Roche / Genentech BCL-2 抑制剂
MM 未获批，曾开
展 Phase 3

共同开发 / 商业化背
景

Surzetoclax 
(ABBV-453)

BCL-2 inhibitor 1



ABBV-383 

NCT Phases Start Date Study Design

NCT05650632 1 2023-03-21



ABBV products in MM

Study Link

KarMMa-9 https://clinicaltrials.gov/study/NCT06045806



KarMMa-9



KarMMa-9



MajecTec-1 Study Design



MajecTec-1 Study Design



TE NDMM



TIE NDMM



RRMM after 1-3 prior lines of therapy



EHA–EMN Evidence-Based Guidelines

Source: https://doi.org/10.1038/s41571-025-01041-x



EHA–EMN Evidence-Based Guidelines

Source: https://doi.org/10.1038/s41571-025-01041-x



Source : Study Details | NCT06413498 | A Study Comparing Anitocabtagene Autoleucel to Standard of Care Therapy in Participants With Relapsed/ Refractory Multiple Myeloma | ClinicalTrials.go
v

https://clinicaltrials.gov/study/NCT06413498?term=anitocabtagene-autoleucel&rank=4
https://clinicaltrials.gov/study/NCT06413498?term=anitocabtagene-autoleucel&rank=4
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