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Who We Are

DNA of Breakthrough

「 New Drugs ∙ CRO ∙ CMO ∙ Diagonistics ∙ HealthCare 」

Human  Life  Better



Our Goal is Advancing Innovation Therapy for Human Life Better

Source : Audit Report of HLB Gorup
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Helping People Life Better by Diversified Therapy

Long Acting Injectable Cancer Diagnostics 

Other TherapyOncology Drugs

•Rivoceranib │ Liver Cancer

• ITI-1000,1001 │ GBM

•OKN-007 │ GBM

•SynKIR-100 │ Solid Cancer(CAR-T)

•Pyorotinib │ Breast Cancer

•PNAClamp  │ Colorectal cancer

•PANAMutyper  │ Lung cancer

•OncoTector  │ Lung cancer

•PANA RealTyper  │ Cervical cancer

•PANA qPCR  │ Tuberculosis

•PANAMAX 48, 16  │ Virus

•Apixaban │ Anticoagulant

•Semaglutide │ Obesity

•Liraglutide │ Obesity

•RGN-259 │ Neurotrophic Keratopathy

•BleeFix® │ Hemostasis

•NT-1 (5HT2AR) │ Dystonia

•NT-3 (Gav3.1) │ Parkinson’s Disaease

Source : HLB Group 

Why is HLB



HLB Group Main Pipelines Landscape

Source : HLB Group

Why is HLB

HCC 1st

GC 3rd / 4th 

ACC 1st 

GC 2nd 

iCCA

Blood cancer(CAR-T)

CRC 3rd

RLY-4008
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NK RGN-259 Global
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HCC 1st Line Market Players 

Source: Clinical Trail Gov.

New Drug 
HCC Overview

Therapy
Rivoceranib 

+ Camrelizumab
Atezolizumab 

+ Bevacizumab
Tremelimumab
+ Durvalumab

Lenvatinib Sorafenib

Patients 543 501 782 954 602

Control Group Sorafenib Sorafenib Sorafenib
Sorafenib

(Inequality)
Placebo

OS
23.8 vs. 15.2

HR 0.62

19.2 vs 13.4

HR 0.66

16.4 vs 13.8

HR 0.78

13.6 vs 12.3

HR: 0.92

10.7 vs 7.9

HR: 0.69

PFS
5.6 vs. 3.7

HR 0.52

6.8  vs  4.3

HR 0.59

3.8 vs 4.1

HR 0.9

7.4  vs  3.7

HR: 0.66
5.5  vs  2.8

ORR 25.4% vs. 5.9% 27.3%  vs  11.9% 20.1% vs 5.1% 18.8%  vs  6.5% 2% vs 1%

DCR 78.3% vs. 53.9% 73.6% vs. 55.3% 43% vs 32%

Market Share Target 50% 52% 25%

Approval *CRL Issued 2020 2022 2018 2007



Best-in-Class Clinical Data 1 : OS, Efficacy by Types

* OS= Overall Survival, HCC= Hepatocellular Carcinoma, HBV= Hepatitis B Virus, HCV= Hepatitis C Virus

New Drug 
HCC Overview

10.7
13.6

16.4

19.2

23.8

Sorafenib Lenvatinib
Durvalumab 

+Tremelimumab

Atezolizumab  
+Bevacizumab

Rivoceranib
+Camrelizumab

OS (Overall Survival) Comparison
(Unit: months)

Efficacy By Types of HCC Incidence Factor

HBV

HCV

Non-Viral

HBV

HCV

Non-Viral

HBV

HCV

Non-Viral

0.25 0.5 0.75 1 1. 5

Favors Investigational Arm Favors Sorafenib

0.58 (0.40-0.83)

0.43 (0.25-0.73)

1.05 (0.68-1.63)

0.64 (0.48-0.86)

1.06 (0.76-1.49)

0.74 (0.57-0.95)

0.66 (0.50-0.87)

0.45 (0.18-1.16)

0.71 (0.37-1.36)

HR(95% CI)



Best-in-Class Clinical Data 2 : Overall Survival of ALBI 1, 2 Grade 

Source: Liver Cancer 2023, Supplementary appendix, Lancet 2023; published online July 24.
ALBI 1/2 Grade is an indicator of the ability of liver function to deteriorate, Grade 2 patients have lower liver function than Grade 1 patients.
**Hazard Ratio (HR) means that the closer to 1.0, the less effective it is. 
Source: Abou-Alfa GK, et al. NEJM Evid Published online 6 June 2022. doi: 10.1056/EVIDoa2100070.

New Drug 
HCC Overview
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Overall survival (months) Overall survival (months)

Atezolizumab + Bevacizumab

ALBI G1 HR: 0.62 (0.47-0.83)

ALBI G2 HR: 0.62 (0.40-1.00)

ALBI G1 HR: 0.50 (0.35-0.72)

     ALBI G2 HR: 0.92 (0.66-1.29)**

ALBI G1 HR: 0.79 (0.62-1.01)

ALBI G2 HR: 0.83 (0.65-1.05)

ALBI 1 

Grade

ALBI 2 

Grade

-- Cam + Rivo
-- Sorafenib

-- Cam + Rivo
-- Sorafenib

-- Ate + Beva
-- Sorafenib

-- Ate + Beva
-- Sorafenib

-- Tre + Dur
-- Sorafenib

-- Tre + Dur
-- Sorafenib



USD
2.40B

Market Value 

Global Liver Cancer Patients Data

Source: WHO, American Cancer Society, World Cancer Research Fund International, Digestive Cancers Europe, Clinical & Molecular Hepatology 

USA

42,284
(4.7%)

Europe

87,630
(9.8%)

Korea

14,788
(1.6%)

Japen

45,663
(5.0%)

USD
9.30BLiver Cancer Market

CAGR  18.6%

2022 2030



Appendix
 Global Academic Data

 CRL Trends

 Development History



Global
Academic Data

• “Rivoceranib/Camrelizumab combination therapy has the 

longest patient survival rate in liver cancer and presents 

new options for first-line treatments.” by Ghassan K. Abou-

Alfa

(US Memorial Sloan Kettering Cancer Center)

• “It has demonstrated high efficacy and safety of first-line 

liver cancer treatment and has high potential to change 

advanced liver cancer treatment.”

by Stephen Chan (The Chinese University of Hong Kong)

• “The results with high risk-to-treatment benefits support 

that it may be a new 1st line treatment option in patients 

with non-interstitial liver cancer who have not received 

prior systemic therapy.” by Shukui Qin (Nanjing University 

in China)

Lancet Journal (Published: 2023.07.24) 



Global
Academic Data

Bayer & Southwestern Texas University (Published: 2023.09.12) 

• Eisai, a competitor, presented a paper on OS/PFS HR at ESMO 2023.

• Comparative efficacy analysis of 4 current and anticipated drugs including Rivoceranib/Camrelizumab.

HLB’s Treatment is confirmed as Best in Class for OS/PFS HR among key players in HCC 1st line market.



CRL Trends

CRL Trends Past 5 Years

24%
Average CRL Rates for NDA Submission 

89%
Approval rate among all CRL issues Related to 

CMC Issues 

(Only 24% approved for Clinical Deficiencies)

100~224 Days
Estimated Period to Resubmission for HLB

(Nonclinical or Manufacturing)

74%
Approval Rates After CRLs

Source: WELLS FARGO Research, FDA CRL Deep Dive, June 6, 2024, Source: WELLS FARGO Research, FDA CRL Deep Dive, June 6, 2024



CRL Trends

Merck & Daiichi Sankyo CRL Issue Case

Source: WELLS FARGO Research, FDA CRL Deep Dive, June 6, 2024

CRL
On 6 26, 2024, Merck and Daiichi Sankyo 

Received a CRL for the BLA Submission of 

Patritumab Deruxtecan

CRL
Received a CRL Letter Due to ‘Facility 

Issues’ ; Preparing for Resubmission 

Based on FDA Feedback

(Same case with HLB)



HCC 1st Treatment(Rivo+Cam) Development History

• Rivo+Cam, HCC 1st (CARES-310) 
Clinical Trials Phase 3 initiated

2019
.06 

2022
.08

• Pre-NDA Submission  
• CARES-310 Results Released (ESMO)

2023
.05

• Submitted NDA to FDA for 
‘Rivo+Cam’ as HCC 1st 

2023
.07

2023
.10

• NDA Filing Approval 
• CARES-310 result 

published in The Lancet

• Global Commercialization 
Licensing Agreement for 
Camrelizumab 

• Mid-Cycle review Meeting

2023
.10

• Late-Cycle Review

2023
.10

• FDA Issued 1st CRL 
to Elevar Therapeutics

2024
.07

• Type A Meeting with FDA
• Received PAL, No additional 

deficiencies noted

2025
.03

• FDA Issued 2nd CRL 
to Elevar Therapeutics

Preparing for Resubmission 

2025
.03

Development
History



Thank you
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