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Our company



Problem

30%
Annual growth of 
medical imaging1

1,2 China Market INSIGHT 健康界 (China)
3 NLST trial, NEJM 2012

4 Breast Cancer Screening Consortium

4% 
Annual growth of  

radiologists2

20-30%
False negatives in 

chest radiography & 
mammography3,4

95%
False positives in 

screening mammography



Vision

Perfecting Intelligence, Transforming Medicine



Our products



Lunit INSIGHT CXR
chest radiography

Lunit INSIGHT MMG
mammography

Product pipeline



Worklist PrioritizationDiagnostic Support



Training data

Paired with CT / biopsy

4+ million images



Training data

Chest X-ray Positive

Chest X-ray Negative



Training data

Chest X-ray Positive

Chest X-ray Negative

Chest x-ray Negative, but CT Positive



Lunit INSIGHT CXR



Lunit INSIGHT CXR

Nodule Calcification

Consolidation Fibrosis

Pneumothorax Pneumoperitoneum

Cardiomegaly Pleural Effusion

Mediastinal 
Widening

Atelectasis

Tuberculosis Screening

MFDS-approved

MFDS-submitted



Lunit INSIGHT CXR

1.0M+
training cases

0.8M+
positive cases

97-99% 
performance level 

(AUC) 



Clinical study - CXR nodule

September 2018



Clinical study - CXR nodule/consolidation/pneumothorax

March 2019



Lunit INSIGHT MMG



Lunit INSIGHT MMG

200K+
training cases

50K+
biopsy-proven cancer 

cases

97% 
performance level 

(AUC) 

MFDS-approved



Internal simulation based on clinical study for MFDS, 2019 (unpublished)

Internal simulation – MMG breast cancer

Breast Specialists General Radiologists

unit: % Sensitivity Specificity Sensitivity Specificity

Single reading: 1 reader 80.0 72.3 70.5 71.6

Double reading: 3 readers 81.9 75.4 72.5 74.7

Single reading (1 reader) + AI 86.3 73.8 83.2 75.5



Regulation approval cases



CADe(x) SaMD in MFDS (Korean FDA)

Product Class Lunit INSIGHT

CADe Class 2 Lunit INSIGHT CXR 
- Nodule (2018.08)

Detect radiologic finding(s)

CADx Class 3 Lunit INSIGHT MMG (2019.07) Detect and characterize 
suspicious lesions for 
breast cancer



Clinical evaluation

Internal performance validation
- Multi-national/center cases
- Standalone performance

- Classification : AUROC / sensitivity / specificity
- Localization : JAFROC / LROC

Clinical study
- Every product
- Retrospective clinical study
- Reader study (w/ CAD vs. w/o CAD)

- AUROC + Localization



Integration & Data security

Lunit Gateway

PACS

Imaging Modality
Lunit INSIGHT

Local premises

1

2

3

45

6

De-identification



- Analysis algorithm is locked for each SW version

Change control

For MFDS (Korean FDA), if only training data is added to the same architecture, 
vendors can manage their own minor changes.

Feed forward (inference)

Back propagation

Algorithm training

Algorithm release



Further direction

- Global regulatory approvals (e.g. CE, FDA)

- Extend capabilities of indications
- Lunit INSIGHT CXR

- Nodule  + Consolidation / Pneumothorax + 7 more radiologic findings

- Diversification of intended use
- CADe/x , CADt (Triage), Worklist prioritization, etc.

- Other modalities
- CT, DBT (Digital Breast Tomosynthesis)



Q&A



Thank you jilee@lunit.io

http://lunit.io


