
July 4, 2022

ESMO GI 2022
Data Read-out





Poster Presentation at

1. NIT-110 CPI-naïve R/R MSS-CRC (Ph.2a) Poster 152

2. NIT-110 CPI-naïve R/R PC (Ph.2a) Poster 139

https://drive.google.com/file/d/1dsAH92er_qV_ZTHUoE7Mq4EkwIZ9Ws-w/view?usp=sharing
https://drive.google.com/file/d/1itPsmWd3WGi56qhQPi3qiY6xW9oeLAF3/view?usp=sharing


- CPI-naïve R/R solid tumors for two arms (MSS-CRC, PC)

- Pembrolizumab IV (Q3W; 200mg) + NT-I7 IM (Q6W; 1,200 ㎍/kg)

Mid-22 (E)
for FPD

25 pts 

25 pts 

Primary Objectives

• ORR (Objective Response Rate)



- As of April 29, 29 subjects enrolled, 27 were evaluable 

- 79.3% of subjects with ≥ 1 liver metastasis

- No Grade 4-5 AEs were observed



- Observed favorable CD8-to-Treg ratio

- Subjects with PR showed the highest TIL infiltration

** p<0.01, *** p<0.001, **** p<0.0001

• Partial
Response (PR)

• Stable
Disease (SD)

• Progressive
Disease (PD)

PR

PR

CD8-to-Treg ratio Tumor Infiltrating Lymphocyte (TIL)



- Efficacy was demonstrated in both groups ≤ 1 and ≥ 2 liver lesions, and iORR of 25% was 

observed in subjects with ≤ 1 liver lesions

- Median DoR was increased to 6.7 months compared to 4.6 months (ASCO data)

Efficacy summary, iRECISTEfficacy summary, RECIST v1.1



- Median follow-up for MSS-CRC is 5.29 months

- The study medication showed durable anticancer activity and a manageable safety profile

Duration of treatment and response



Poster Presentation at

1. NIT-110 CPI-naïve R/R MSS-CRC (Ph.2a) Poster 152

2. NIT-110 CPI-naïve R/R PC (Ph.2a) Poster 139



- As of April 29, 32 subjects enrolled, 26 were evaluable

- 78.1% of subjects had liver metastasis

- One AE in Grade 4 and no AE in Grade 5 were observed



- Observed favorable CD8-to-Treg ratio

- TIL infiltration was highest in the subjects with PR and SD who showed a high T cell 

infiltration in a liver biopsy

* p<0.05, ** p<0.01, *** p<0.001, **** p<0.0001

CD8-to-Treg ratio

• Partial Response (PR)
• Stable Disease (SD)
• Progressive Disease (PD)

1 PR
1 SD

Tumor Infiltrating Lymphocyte (TIL)



- Subjects with ≤1 liver lesion had significantly higher iDCR (63.6% vs 13.3%) and higher iORR

(18.2% vs 0%), compared to subjects with ≥2 liver lesion

- Median DoR increased to 7.2 months from 6.1 months (ASCO data)

Efficacy summary, iRECISTEfficacy summary, RECIST v1.1



- Observed mPFS of 6 weeks in all subjects 

- 18 weeks in subjects with ≤1 liver lesions, 6 weeks in subjects with ≥2 liver lesions

18 weeks
with ≤1 liver lesion



Animal model

Consequences of
T cell Amplification Blood Tumor

Prolonged 
survival:  
OS & PFS

N/A

N/A

N/A

TBD

Two Track RA stg. 
by indication

Opportunities for Licensing Agreement 





< Efficacy>

Data published

Considerations:
• CPI naïve or treated
• PD-L1 expression
• Mutations
• TCR, etc

1. ALC: 2018 AACR, 2019 AACR, 2019 SITC, 2020 ASCO, 2020 SITC, 2021 ASCO, 2021 SNO, 2021 SITC, 2022 AACR, Clinical & Translational Immunology; 
e1168(2020), Clin Cancer Res. 2022 Mar 15;28(6):1229-1239

2. Tscm: 2021 SITC, 2022 ASCO

3. TIL: 2021 ASCO, 2021 SITC, 2022 ESMO GI, Clinical & Translational Immunology; e1168 (2020)

4. Tpex: 2022 AACR

- After PoC is demonstrated from 1b/2a studies, a pivotal study design will be prepared

N/A: not applicable



* Data read-out plans are subject to change

Estimated    
Data 

Read-Outs

Conferences such as ESMO, SITC, ASH (TBD)

NIT-110: NSCLC, Pembrolizumab combo

NIT-110: Selected cohorts, Pembrolizumab combo

NIT-112: LBCL, CAR-T combo

Interim 
Analysis
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