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 4Q Highlights 

1. Signed an acquisition agreement with Volpara

Health, a New Zealand-based medical

software company to leap into a platform

company.

2. Accumulative sales exceeding $15m in the

third quarter of 2023 (YoY 98% ↑)

3. Raised approximately $154m through a paid-

in capital increase, securing the capital for

new business expansion.

4. Expecting domestic health insurance

reimbursement for Lunit INSIGHT CXR with

approval as an innovative medical

technology.

5. Clinical Phase 3 study results for immuno-

chemical combination therapy using Lunit

SCOPE IO in NSCLC patients, published in

JCO (Impact Factor=50.739) 

1. Major Activities

(1) M&A 

Acquisition agreement with Volpara

Health: First step towards entering the

U.S. market and transforming into a

platform company

[2023.12] On December 14th, Lunit (hereinafter

referred to as "the Company") signed an

agreement to acquire Volpara Health (hereinafter

referred to as "Volpara").

Volpara, founded in 2009 and listed on the

Australian Securities Exchange, is a company

that provides software and technology

solutions related to breast cancer. Volpara has

successfully commercialized the world's leading

breast density product and generating 97% of its

revenue from the U.S. market.In addition, they

also launched software product for breast imaging

density analysis, patient and regulatory

compliance reporting, and EHR-integrated risk

assessment. With this effort, 42% of major

breast cancer exmanination center in the U.S.

using at least one Volpara's products.

Through the acquisition of Volpara, we can begin

the transition to becoming a platform

company, as announced during our 10th-

anniversary event. With access to over 100

million breast imaging data accumulated by

Volpara, the Company aims to leap into a

platform company while refining algorithms to

achieve near-perfect accuracy.

Moreover, the Company has secured various

sales channels through this acquisition.

Leveraging Volpara's strong recognition in the

U.S., our products can smoothly enter the U.S.

market, and conversely, Volpara's products can

enter our channels outside the U.S., maximizing

profitability. In addition, the Company aims to

provide customers with a more diverse full-

package solution through synergy with Volpara

products.

(2) Sales Performance 

Accumulative sales exceeding $15m in the

third quarter of 2023: YoY 98%↑

[2023.09] The Company recorded a cumulative

revenue of $15.1m in the third quarter of 2023,

increasing 98% year-over-year.

87% of the total revenue comes from overseas

sales with AI solutions adopted by over 3,000

healthcare institutions worldwide. By

continually expanding its global business

footprint, the Company is playing a leading role in

the global medical AI field. Additionally, with the

anticipated application of national health

insurance reimbursement for Lunit INSIGHT

CXR starting in the first half of 2024, domestic

revenue is expected to experience significant

growth.

(3) Regulatory Approval 

FDA approval for Lunit INSIGHT DBT:

Targeting the U.S. Market

[2023.11] The Company has received pre-

market clearance(510(k) Clearance) from the

U.S. Food and Drug Administration(FDA) for its

three-dimensional Digital Breast

Tomosynthesis(DBT) AI image analysis

solution, Lunit INSIGHT DBT. With this approval,

the Company is ready to enter the widespread

U.S. market where DBT equipment is prevalent.

And the company is actively working to expand

its sales network, particularly focusing on

advanced countries with high demand for 3D

breast tomosynthesis.

With the FDA clearance for Lunit INSIGHT DBT,

the Company now has a total of three products

approved by the FDA, including 'Lunit INSIGHT

CXR Triage' and 'Lunit INSIGHT MMG'.

Furthermore, by successfully obtaining FDA

approval for its DBT AI solution, the Company has

demonstrated its outstanding technological

capabilities, marking a significant achievement as

the first company in South Korea to receive

FDA approval for a DBT AI solution.

(4) Contracts 

Singed Contract for Supply of AI solutions

to 5 major hospitals in Saudi Arabia:

Targeting key public and private

healthcare institutions in Saudi

[2023.11] The Company has signed a supply

contract for Lunit INSIGHT CXR with five major

medical institutions in Saudi Arabia.

Following the supply contract for Lunit

INSIGHT MMG with Al-Habib Medical Group,

the largest private medical institution in Saudi

Arabia, in July 2023, the Company has

successfully entered the Saudi public and

private healthcare markets with Lunit INSIGHT

CXR. The AI solution will be installed in a total of

five institutions, including 'National Guard

Hospital,' 'King Abdullah Medical City,' 'Al

Takasussi Hospital,' 'Al Musa Specialist Hospital,'

and 'Security Forces Hospital.' This supply

contract further strengthens the Company's

presence in the Middle East healthcare market.

Supply of Lunit INSIGHT CXR to a military

hospital in the Philippines: First entry into

overseas military hospitals and health

centers

[2023.11] The Company has supplied Lunit

INSIGHT CXR to the Victoriano Luna Medical

Center military hospital and General Tinio

Health Center in Manila, Philippines. This marks

the first case of introducing our AI solution to

overseas military hospitals and health centers,

and the Company expects it to assist in detecting

ten chest diseases and screening for tuberculosis

among overseas military personnel and local

residents. The Company contributes to improving

global health infrastructure by expanding the

supply chain of AI solutions to military hospitals

and health centers both domestically and

internationally.

(5) Patents

"Method and Apparatus for Providing

Information Associated with the

Immunophenotype of Pathology Slide

Images": Meaningful patent granted for

Lunit SCOPE

[2023.09] The Company has acquired a patent for

the "Method and Apparatus for Providing

Information Associated with the

Immunophenotype of Pathology Slide Images."

This technology involves a method for providing

immunophenotype information for pathology

slide images using a computing device. It includes

obtaining information associated with the

immunophenotype for each of multiple unit areas

included in one or more regions of interest in

pathology slide images, and generating and

outputting an image representing this

information.

This patent, the first to be granted among

those directly related to Lunit SCOPE, gives

the Company exclusive rights to the

technology for imaging biomarkers related to

cancer treatment. The Company plans to

leverage this patent to secure a dominant

position in the Korean market and actively

pursues business opportunities. Additionally,

this patent has been filed not only in Korea but

also in the United States, Europe, and Japan. The

Company will make diverse efforts to quickly

secure patent rights in other countries.

(6) B2G

Participation in Saudi Arabia's 'Healthcare

Sandbox': Expanding installation of Lunit

AI solutions to 150 virtual hospitals

nationwide in Saudi Arabia.

[2023.10] As part of the Saudi Arabian

government's "Vision 2030," the Company has

joined the "Healthcare Sandbox," a project for

digital innovation in the healthcare sector. The

Company has become the first Korean company

to officially participate in this project.

The 'Healthcare Sandbox' is a project initiated by

the Saudi Ministry of Health (MoH) to innovate

national healthcare services. Participating

companies receive comprehensive support from

the MoH of Saudi to actively contribute to the

modernization of the national healthcare system

and the establishment of a digital ecosystem.

Through this participation, the Company signed

an MOU to expand the supply of AI solutions

to "SEHA Virtual Hospital" and 150 virtual

hospitals across Saudi Arabia.

First participation in Cancer X's official

project: Immediate availability of AI

solutions in healthcare institutions across

the United States.

[2023.11] The Company is pleased to announce

that we have become the first Korean company

to participate in the CancerX initiative, a

public-private partnership aimed at advancing the

Cancer Moonshot project led by the Biden

administration in the United States.

CancerX has unveiled a 'Solution Catalog,' serving

as a guide for digital solutions in cancer diagnosis

and treatment. Among the 14 companies

participating in this project, Lunit is introduced as

the first case, particularly in the area of cancer

diagnosis. The catalog provides active guidance in

three sections: cancer diagnosis, treatment and

care, and treatment management. With Lunit

INSIGHT being highlighted as the first case in

cancer diagnosis, our global standing in this

field has been further emphasized.

With this announcement, healthcare institutions

across the United States are now able to

access immediately cancer-related products

and solutions from all 14 companies featured in

the Solution Catalog. By participating in this

project, the Company aims to contribute to the

early diagnosis of cancer in patients, ultimately

reducing healthcare costs for both individuals and

government.

Selected as final contractor for

Singapore's 'National Medical AI Platform

Construction': Establishing a foundation

for ASEAN expansion

[2023.12] The Company is pleased to announce

that we have been selected as the final

contractor for the bidding of the 'AimSG(AI

Medical Imaging Platform for Singapore)'

construction project presented by Synapse, a

Singaporean state-owned medical technology

institution.

Synapse is a government agency that integrates

and manages the IT systems of Singapore's public

hospitals. In order to manage medical data at

Singapore's public hospitals, the use of Synapse's

system is mandatory. Therefore, Lunit INSIGHT

CXR will be actively utilized in the chest X-ray

image analysis within the national medical AI

platform service, AimSG, by Synapse.

This project allows us to supply AI solutions to

major public hospitals in Singapore utilizing

Synapse. Additionally, the Company aims to

expand business scope to the entire ASEAN

region, using Singapore as a stepping stone. The

Company has already announced B2G projects

with Saudi Arabia, Australia, and Singapore, and

we are currently in discussions for B2G projects

with more than 10 countries.

Official commencement of phase 2 of the

BSNSW Project: Demonstrating technical

accuracy and reliability

[2023.12] The Company has successfully

completed the verification Phase 1 of the

BSNSW(BreastScreen NSW) project in New

South Wales, Australia, and has officially

commenced Phase 2. In the previous Phase 1,

Lunit INSIGHT MMG analyzed around 650,000

breast screening images, demonstrating the

technical accuracy and reliability of AI solution. In

Phase 2, before actual installation, the

Company will conduct six months of solution

optimization and validation using

approximately 200,000 examination data.The

final Phase 3 will involve medical professionals

utilizing Lunit INSIGHT MMG for real screenings.

In November 2022, the Company was selected

as the supplier of AI solutions for the BSNSW

project, which is a government-led cancer

screening project supporting free breast

cancer screenings every two years for women

aged 40 and above in New South Wales,

Australia. Participating in a nationally led cancer

screening project through the BSNSW project not

only provides an opportunity for revenue

expansion but also proves company's outstanding

technological capabilities and robust brand value

by surpassing global competitors in the bidding

process.

(7) Reimbursement

Approval of Lunit INSIGHT CXR as an

Innovative Medical Technology: the first

step forward for health insurance

reimbursement in Korea

[2023.11] Lunit INSIGHT CXR has been designated

as an innovative medical technology through the

Ministry of Health and Welfare's 'Integrated

Examination and Evaluation of Innovative Medical

Devices' notice. Consequently, It can be deployed

in clinical medical sites from March 2024 to

February 2027.

The Company are now eligible to enter the

selective benefit or non-benefit reimbursement

market for the next three years. Additionally,

within this period, the Company plans to get a re-

evaluation through the new medical technology
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evaluation through the new medical technology

evaluation process and proceed with the formal

inclusion in health insurance reimbursement. By

Lunit INSIGHT CXR got approval as innovative

medical technology and entered with non-benefit

reimbursement, the Company expects expanding

penetration in domestic medical institution.

Furthermore, CXR-AID, FujiFilm's AI solution for

chest X-ray analysis, powered by Lunit INSIGHT

CXR has already been included in the health

insurance reimbursement in Japan. Due to this

inclusion in the health insurance reimbursement,

the Company experienced dramatically increase in

sales last year. With this experience currently, we

are conducting prospective studies to get

reimbursement in Europe.

2. Research 

(1) Academic Society

ESMO 2023 - Presentation of 9 abstracts

(Lunit SCOPE): Research results on

predicting treatment response in

advanced BTC and HNSCC patients

[2023.10] The Company attended ESMO 2023

and presented nine abstracts containing research

results deploying our AI biomarker product, Lunit

SCOPE.

Firstly, The study analyzed cancer tissue images

using AI solution in 337 patients with advanced

Biliary Tract Cancer(BTC). Lunit SCOPE classified

them into three categories based on the

distribution of Tumor-Infiltrating

Lymphocytes(TILs): Inflamed, Immune-excluded,

and Immune-desert. It confirmed that the

Inflamed group showed better results in

overall survival, Progression-Free

Survival(PFS), and Objective Response

Rate(ORR) when treated with anti-PD-1

therapy compared to the Immune-excluded

group.This demonstrates that Lunit SCOPE can

effectively predict the response to anti-PD-1

therapy in patients with advanced BTC.

Secondly, in the study of advanced/metastatic

Head and Neck Squamous Cell

Carcinoma(HNSCC), the use of Lunit SCOPE to

measure TIL density revealed that patients with

high TIL density showed improvements in ORR

and median PFS compared to those without

high TIL density. This validates that Lunit

SCOPE can efficiently predict the response to

immunotherapy in patients with HNSCC.

SITC 2023 - Presentation of 6

abstracts(Lunit SCOPE): Research results

on predicting the efficacy of

immunotherapy in NSCLC with EGFR

mutation

[2023.11] The Company participated in SITC

2023 and presented six abstracts focusing on

predicting the efficacy of various cancer

treatments using Lunit SCOPE. The research

emphasized the potential of AI biomarker to

predict the effectiveness of immunotherapy

across different cancer types, and it leads to

expanded collaborations with various

pharmaceuticals.

In a study enrolling 76 patients with EGFR-

mutated Non-Small Cell Lung Cancer(NSCLC), the

research team evaluated Tumor-Infiltrating

Lymphocytes(TILs) before and after TKI targeted

anticancer therapy using Lunit SCOPE. Based on

the distribution status of TILs, the patients were

classified into three immune phenotypes:

Inflamed, Immune-excluded, and Immune-desert.

The results showed that patients classified as

Inflamed had a higher Overall Response

Rate(40.0% vs. 7.5%) and a longer

Progression-Free Survival period(4.1months vs.

1.4months) compared to those classified as

Immune-excluded. This evidence implies that

immunotherapy can become a meaningful

option to the EGFR-mutated patients with

resistance after TKI treatment.

RSNA 2023 - Presentation of 8 abstracts

(Lunit INSIGHT): Research result on

preventing missed signs of chest

abnormalities using dual AI algorithms

[2023.11] The Company attended RSNA 2023

and presented eight abstracts related to the

analysis of chest and breast imaging by AI

solutions.

The research focused on establishing a safety net

with dual AI algorithms for interpreting chest

x-ray images, maximizing the efficiency of

interpreting normal chest images, which

constitute the majority in clinical settings, and

preventing the omission of signs of

abnormalities. The study introduced the NF

model, an algorithm autonomously analyzing

normal and abnormal findings, which was

followed by additional analysis using Lunit

INSIGHT CXR.

Analyzing 8,029 Chest X-ray images with the NF

model, the study achieved an average sensitivity

of 97.8% in accurately diagnosing the presence of

abnormalities when applying a threshold value

that rendered half of the 3,531 normal chest x-

rays as normal. Subsequent analysis with Lunit

INSIGHT CXR identified an additional four

important abnormal cases among the 24 cases

missed by the NF model. The research

demonstrated that the NF model supports

rapid interpretation of a large volume of

normal chest images while effectively

preventing the omission of signs of

abnormalities when combined with Lunit

INSIGHT CXR.

(2) Paper

 Study Details 

Journal of Clinical Oncology (IF=50.739):

Publication of results from clinical phase

3 study on immunotherapy-

chemotherapy combination in non-small

cell lung cancer patients

[2023.10] The results of exploratory biomarker

study using Lunit SCOPE IO in a clinical phase 3

trial on immunotherapy-chemotherapy

combination for non-small cell lung

cancer(NSCLC) patients with EGFR and ALK

mutations have been published in the

prestigious international journal, the Journal of

Clinical Oncology(JCO), with an impact factor

of 50.739 in the field of oncology. The Company

published AI biomarker-related research in JCO

this year, following last year.

While EGFR and ALK mutations in lung cancer

were known to limit the efficacy of

immunotherapy, there remains a demand for

immunotherapy due to issues of resistance and

recurrence with targeted therapies that show

relatively high drug response rates. This study, a

clinical phase 3 trial validating the clinical

efficacy of immunotherapy-chemotherapy

combination in NSCLC patients with EGFR and

ALK mutation, is highly significant for meeting

the unmet demand that large pharmaceutical

companies have struggled with in the past.

The research team randomly assigned 228

patients, including 215 patients with EGFR

mutation and 13 patients with ALK mutation, from

16 Korean medical institutions in a 2:1 ratio.

Subsequently, (1)the first group received a

combination of atezolizumab, bevacizumab,

paclitaxel, and carboplatin, while (2)the second

group received a combination of pemetrexed,

carboplatin, and cisplatin. The first group

demonstrated significantly longer median

progression-free survival(PFS) and objective

response rates(ORR) compared to the second

group.

Further evaluation of the patients' immune

phenotypes based on the distribution of

tumor-infiltrating lymphocytes(TILs) using

Lunit SCOPE IO revealed that the group with a

TIL expression rate of 20% or higher showed

more significant differences in median PFS and

ORR between the first and second groups.

These results indicate that Lunit SCOPE

accurately assesses the level of immune

activity based on the distribution of TILs,

providing valuable information for selecting

patients who may significantly benefit from

immunotherapy in conjunction with

conventional anticancer treatments.

NPJ Precision Oncology (IF=10.123):

Publication of study on predicting

colorectal cancer recurrence and

treatment response

[2023.11] The study on predicting colorectal

cancer recurrence and treatment response

using AI biomarker, Lunit SCOPE IO, has been

published in 'NPJ Precision Oncology,' a sister

journal of the world-renowned scientific journal

'Nature'.

Lunit SCOPE IO assessed a density of both

iTIL(Tumor-Infiltrating Lymphocytes within the

tumor) and sTIL(stromal Tumor-Infiltrating

Lymphocytes) in slide images of 289 colorectal

cancer patients treated at Bundang Seoul National

University Hospital. The results showed

significantly lower sTIL density in patients with

cancer recurrence, and patients with a lower sTIL

density were likely to have a higher recurrence

rate. This indicates that measuring sTIL density

using Lunit SCOPE IO is an effective tool for

predicting colorectal cancer recurrence.

European Radiology (IF=7.0): Publication

of comparative study results on AI-

Specialist Mammography Interpretation

[2023.11] In a situation where two radiologists are

recommended for interpreting mammography

image in Europe, the study on Lunit INSIGHT

MMG indicating its potential to assist or

replace first-reading breast radiologists has

been published in 'European Radiology'.

Lunit INSIGHT MMG interpreted cases using two

AI models: the first AI model applied the average

sensitivity of primary radiologist as a threshold,

and the second AI model applied the average

specificity of primary radiologist as a threshold.

Cases exceeding the threshold were classified as

recall targets for additional examinations to

detect potential cancer cases. The first AI model

exhibited slightly lower specificity and positive

predictive value compared to radiologists but

demonstrated a higher recall rate, indicating that

AI can identify almost all breast abnormalities

and identify more potential cancer cases. The

second AI model showed similar accuracy results

to radiologists. Both AI models discovered

approximately 3-4 times more interval cancers

occurring between mammography screening

intervals and detected breast cancer as well as

other cancer types.

Scientific Reports (IF=4.6): Publication of

research results on improved diagnosis of

pulmonary tuberculosis

[2023.12] The results of study on pulmonary

tuberculosis diagnosis using Lunit INSIGHT

CXR have been published in 'Scientific

Reports,' a sister journal of the global scientific

journal 'Nature'.

This study analyzed data from 8,374 patients

aged 18 and above who visited the emergency

room at Severance Hospital from January 2018 to

December 2021. The results of diagnosing

pulmonary tuberculosis using Lunit INSIGHT CXR

showed a significantly higher sensitivity of 70.6%

compared to conventional diagnostic methods

(sputum smear test: 41.2%, PCR sputum test:

22.6%). Through this study, Lunit INSIGHT CXR

not only demonstrated increased sensitivity in

the diagnosis of pulmonary tuberculosis but

also mitigated the time and discomfort that

occurred from conventional sputum tests.

(3) Study

MD Anderson Cancer Center Research:

Analysis of Keytruda treatment effect

[2023.10] The Company has signed a

collaborative agreement with MD Anderson

Cancer Center, a global leader in cancer

treatment, to analyze the treatment effects of

Merck's immunotherapy 'Keytruda' across

various cancer types. Through this collaboration,

we both aim to enhance patient data analysis

using Lunit SCOPE IO with Merck's clinical data,

evaluating the efficacy of pembrolizumab (generic

name for Keytruda) in treating various types of

cancer.

3. Event

Lunit joins Davos Forum as an 'Associate

Partner': Expecting Global Networks

Expansion as the First 'Associate Partner'

among Korean Start-up Company

[2023.11] The Company has become an

'Associate Partner,' representing a member

company in the World Economic Forum(WEF).

Following selected as a 'Technology Pioneer' by

WEF in 2020, and later as a member of the

'Unicorn Community' in 2022, the Company

continues to establish a global network while

solidifying our position as a medical AI company

each year. This recent membership as an

Associate Partner further emphasizes the

Company's pivotal role in deploying AI for

healthcare on a global scale.

Closing of the Paid-In Capital Increase:

Securing approximately $154m for new

business expansion and product

development

[2023.11] The Company has successfully

completed the paid-in capital increase, resolved

by the board of directors held on August 23. With

this capital increase, the Company secured

approximately $154m, which will be used to

broaden the business spectrum and stimulate

expansion through innovative channels.

The underwriter was NH Investment & Securities,

and the Company has achieved an

oversubscription rate of 105% for the paid-in

capital increase.The funds raised through this

capital increase will be used for the development

of a whole-body MRI AI solution($54m),

investments in subsidiary companies($38m),

establishing a corporate venture capital(CVC)

($31m), acquisition costs for new drug

candidates($15m), and global talent

recruitment and retention costs($15m).

Lunit joins KOSDAQ 150: Anticipating

inflow of passive fund capital

[2023.12] In December 2023, the Company has

been newly included KOSDAQ 150 as part of the

portfolio reconstruction. The KOSDAQ 150 is an

index representing the KOSDAQ market, selecting

and calculating the index based on factors such as

market representativeness, liquidity, and

marketability. Following an inclusion in the

MSCI Global Small Cap Index in May 2023, the

Company anticipates a significant influx of

capital from passive funds through this

inclusion in the KOSDAQ 150. The Company will

continue to enhance shareholder value.

Ⓒ 2023. Lunit Inc. All rights reserved.

Secondary processing and commercial use of this

material are prohibited.

Please be sure to cite the source when redistributing. 

This material does not constitute an offer to sell or a

solicitation of an offer to buy any securities, and no part

of it may be relied upon as the basis for any contract,

commitment or investment decision.

Disclaimer

The information contained in this newsletter includes

data on specialized medical devices and is provided for

the use of healthcare providers and investors in Korea

and abroad. The product-related information provided

herein is based on the approval of the Ministry of Food

and Drug Safety (hereinafter referred to as "MFDS") and

is intended to provide domestic and foreign healthcare

providers and investors with information on the latest

trends related to Lunit Inc. (hereinafter referred to as

"the Company") and its products. The information

provided herein should be used for reference purposes

only, as approval requirements may vary by country.

Under no circumstances should this material be

construed as a substitute for medical advice or a

substitute for the practice of a healthcare provider, and

please note that patient care should be based on the

scope of a healthcare provider's license, professional

experience, and expertise. The Company does not

recommend the use of medical devices in any way not

authorized by the Ministry of Food and Drug Safety. In

addition, if this newsletter is used for purposes other

than those notified above, there may be problems under

the Medical Device Act and other related laws, so please

be careful to use the materials within the scope of the

specified purpose.

Lunit Inc. 

ir@lunit.io 
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