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Part 1.



 Acute Radiation Syndrome (ARS)

1) Medical countermeasures.gov. FDA APPROVALS, LICENSURES, & CLEARANCES FOR BARDA SUPPORTED PRODUCTS
2) A type of leukocytes

ARS medical countermeasures supported by BARDA
- Radiation/Nuclear related medicine1)



• Opportunity to sign a large-scale supply contract with the US
government

• Expansion of clinical development in immuno-oncology using revenue
made from the ARS pipeline

• As an approved drug for ARS, we expect the regulatory process for
other indications to accelerate



Pre-clinical study result: 
CD8+ T cell increases in the blood

Clinical trial result: 
absolute lymphocyte count increases

AL
C

Radiation Injury Treatment Network 2022,
Radiation Research Society 2022

SITC 2022, NIT-107

*T cells are a type of lymphocyte







 ARS development –

US governments

 Unique solution for lymphopenia

 Oncology drug development –

Global pharma companies

 Unique position as a T cell 

amplifier
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Current status

Completed
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30X

Skin cancer3)

1) SITC 2021, NIT-110
2) SITC 2021, NIT-110 
3) ASCO 2022, NIT-106



ESMO 2022, NIT-110
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SITC 2022, NIT-110



n=50
(Pac, MSS-CRC) ORR [% (n/total n)] DCR [% (n/total n)]

RECIST v1.1 iRECIST RECIST v1.1 iRECIST

NO
liver metastasis 

(n=13)

15.4% 
(2/13)

30.8% 
(4/13)

53.9% 
(7/13)

69.2% 
(9/13)

YES
liver metastasis 

(n=37)

0.0% 
(0/37)

2.7% 
(1/37)

21.6% 
(8/37)

24.3% 
(9/37)
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1) SITC 2022, NIT-110
2) KEYNOTE-016. Le DT et al., PD-1 Blockade in Tumors with Mismatch-Repair Deficiency (2015) N Engl J Med
3) O’Reilly et al., Durvalamab with or without Tremelimumab for patients with metastatic pancreatic ductal adenocarcinoma (2019) JAMA Oncol
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Liver metastasis - NO
(n = 13)

Liver metastasis - YES
(n = 37)

Individuals at risk
Liver metastasis - NO  13  13  13  12   9    7   6     6    6    4    4    2    2    2    2    1
Liver metastasis - YES   37  36  26  20  11  8    7     6    6    5    3    2    2    2    1    1

*
ALL patients (n = 50)

100% survival rate
over 60wks/15mon

SITC 2022, NIT-110

MSS-CRC (25) + PaC (25)

1-year 
Survival rate
approx.55%





SITC 2022, NIT-110

Keytruda+NT-I7 Combo

1 year 
survival rate

65~70%



FDA Label

ONYVYDE Combo

1 year 
survival rate
approx. 23%



SITC 2022, NIT-110

Keytruda + NT-I7 Combo

1 year 
survival rate

40~50%



FDA Label

LONSURF Mono-therapy

1 year 
survival rate
approx. 27%



FDA Label

STIVARGA Mono-therapy

1 year 
survival rate
approx. 25%





OSORR

 Language in marathon
Imagine that a trophy is given to a first person who passes the 5km checkpoint. 
The assumption would be that the first runner at the 5km checkpoint is likely to be 
the winner in the final. However, if you do not win the marathon (42.195 km), the 
trophy will be taken away.

 Language in immunotherapy
An Accelerated Approval is given when the ORR goal is reached. However, a satisfied 
OS value is required from a phase 3 clinical trial. If phase 3 fails to statistically 
demonstrate an increase in OS, the therapy must be withdrawn from the market.

0 42.195km5km 10km 20km15km

ILLUSTRATIVE



1. Amplification effect of immune-specific T cells

2. Amplification effect of non-specific immune T cells (1) – additional effect

3. Amplification effect of non-specific immune T cells (2) – additional effect



• Radiation treatment

• Chemical treatment

• Targeted treatment

• T cell activator

• Anti-VEGF

• Immune-checkpoint 

inhibitor

• T cell amplifier

The best combination therapy 

partner for OS improvement

ILLUSTRATIVE

- There are many approved drugs that increase ORR are on the current market

- Limited candidates are available to increase OS
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BMS and Nektar end cancer drug alliance after two 
more clinical trial failures. Mar 2022

In wake of BEMPEG blowup, Sanofi rethinks $2.5B bet 
on IL-2 after midphase efficacy falls short. Oct 2022

2014

2018-
2022

2022

Keytruda and Opdivo approved

Nektar (IL-2) L/O to BMS

Opdualag approved (anti-Lag-3)

Synthorx (IL-2) L/O to Sanofi

2023
NT-I7 (T cell amplifier)
- Initiated development of ARS treatment
- Target to enter clinical trials as immunotherapy

• anti-PD(L)1
• anti-LAG-3 

• IL-2

T cell
Activator

T cell
Suppressor
blockade

https://medcitynews.com/2022/04/bms-and-nektar-end-cancer-drug-alliance-after-two-more-clinical-trial-failures/
https://www.fiercebiotech.com/biotech/wake-bempeg-blowup-sanofi-rethinks-25b-bet-il-2-after-midphase-efficacy-falls-short






1b
Complete 

2a
Ongoing

2a
expansion

- Double blind randomized
- 10 (SOC + placebo) vs 10 (SOC + NT-I7)
- FDA meeting planned in 2023
- Final Decision with FDA: AA or BTD

- Unmethylated GBM only
- 31 pts
- SOC + NT-I7 only
- Evaluation of PFS and OS

Registration trial

1. Accelerated Approval (AA)
- SOC + NT-I7
- PFS 

or 
2. Ph.3
- SOC vs SOC + NT-I7
- OS

- Dose escalation study
- RP2D confirmed
- OS increase confirmed
- ODD granted (FDA)





1b
Complete

2a
Complete

2a
Expansion

Registration trial

- Keytruda + NT-I7
- Dose escalation study
- RP2D confirmed

- 6 types of solid tumors, total 135pts
- MSS-CRC 25pts, PaC 25 pts
 OS increase confirmed
 ORR increase confirmed
 Liver metastasis association confirmed

1. Accelerated Approval (AA)
- Keytruda + NT-I7
- ORR/DCR/DOR
- Biomarker 

or
2. Ph.3
- SOC vs Keytruda + NT-I7
- OS

- Cohort expansion: addition of MSS-CRC 25pts and PaC 25 pts
 50 patients for each indication, total 100 patients for 2 indications

- Liver metastasis + Addition of other biomarker assay results
- ORR assessment planned, evaluation of 1-year survival rate
- FDA meeting planned in 2023
- Final decision with FDA: AA or BTD





Late-stage licensing



1. All rights

NIT Partner

All rights

Upfront fee
Dev. Milestone fee
Sales Milestone fee
Royalty for revenue

Manufacturing  
(CMO  In-house manufacturing facility)

Product supply

Generation of revenue/profit



2. All rights for immunotherapy indications

NIT Partner

All rights for 
oncology

Upfront fee
Dev. Milestone fee
Sales Milestone fee
Royalty for revenueNon-oncology

New drug development

Product supply

Manufacturing  
(CMO  In-house manufacturing facility)

Generation of revenue/profit



3. Partnerships with specific combination product

NIT Partner

Rights for specific 
indications

Upfront fee
Dev. Milestone fee
Sales Milestone fee
Royalty for revenue

Product supply

*Right of First Refusal 

Generation of revenue/profit

Manufacturing  
(CMO  In-house manufacturing facility)

Rest of the fields

Additional L/O
or 

New drug development



4. Rights for specific indications

NIT Partner

Rights for some 
indication

Upfront fee
Dev. Milestone fee
Sales Milestone fee
Royalty for revenue

*Right of First Refusal

Product supply

Generation of revenue/profit

Rest of the fields

Additional L/O
or 

New drug development Manufacturing  
(CMO  In-house manufacturing facility)



ImmunotherapyARS



1H 2023 2H 2023

Data 
Read-outs

 NIT-110: Solid tumor, CPI combo Ph.2a 

interim

 CPI combo

 NIT-110: Solid tumor, CPI combo Ph.2a final

 NIT-106: Skin cancer, CPI combo Ph.2

 NIT-109: Gastric cancer, CPI combo Ph.1

 NIT-119: 1L NSCLC, CPI combo Ph.2

 CCRT combo

 NIT-107: GBM, CCRT combo Ph.1/2

 CAR-T combo

 NIT-112: LBCL, CAR-T combo Ph.1b final

* Plans are subject to change
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