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The medical device using AI in Japan
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Approval statement of medical 
device utilizing AI in FY2024

Medical device program /software developed by FUJIFILM 
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History of medical system development in FUJIFILM
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Incorporation of Fujifilm Healthcare Corporation into the Group

2012
Entry into the portable ultrasound diagnostic device market 

2017

New AI technology 

blanding“REiLI”

2021

2019

Entry into the endoscopic instruments market 

2015

2016

Established Fuji Photo Film Corp.

1936 Commercialize X-ray film

1934 

Newly built endoscope 

smart manufacturer

Entry into the health screening 

business in emerging countries

2018

Entry into the clinical reagent market 

Expansion of the medical IT business 

1971 Develop endoscope buz

1983 The release of the digital X-ray imaging diagnostic system

1999 Release of the medical imaging information system (PACS)

1984 Release of the blood diagnostics system

Entry into the veterinary diagnostic service market

2023 Full-scale entry into the digital pathology business 

http://localhost:8188/openstudy?DataSource=SYNAPSE&StudyInstanceUID=1.2.392.200036.9116.2.5.1.16.1613452049.1377235680.685306&SnapshotId=6AEA0176FB5740148E8D881D18CDFC35
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History of AI Technology Development in FUJFILM
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Fujifilm AI technology “REiLI”

Development history of
Medical IT systems and 

AI technologies healthcare field in 
FUJIFLM

新Viewer

AI開発ツール
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Workflow Integration

STEP

1
STEP

2
organ segmentation
(Segmentation)

Computer-Aided 
Diagnosis
(Computer-Aided Diagnosis)

Assists in understanding 
anatomical structures

Assists in the detection and 
measurement of lesions

STEP

0

Supports improved visibility 
and low exposure

Image Quality
(Image Quality

Improvement)

Development of technologies for organ 
extraction and further detailed 
structure recognition

vital organs internal structure awarenessRecognition in other modalities sense (e.g. sensor) quantification multimodality

Developing more advanced AI 
technologies for detecting abnormal 
findings, quantifying disease states, 
and using multimodal information

Improvement of technicians' imaging 
workflow and development of AI-based 
de-noising and image quality 
enhancement technologies

auto scout higher 
resolution 
(e.g. of a file)

Artifact Removal

STEP

3
Reporting
(Reporting)

Assists with reporting

findings statement 
generation

Seamless integration with viewers,
Able to utilize technology from Steps 0 
to 2.

Next-generation AI reading 
support platform

Reading workflows are studied and incorporated into the software

Structuration Utilization



Cavitation GGO

Solid Part Solid

Small nodule Chest wall

FUJIFILM Medical AI Technology1. Lung nodule detection

肺結節検出機能
販売名：肺結節検出プログラム FS-AI688型、承認番号：30200BZX00150000



S6/S10

Left lower lobe

Lung segments recognition

Lung Nodule Characterization Analysis

Irregular ＋

Lobulated ＋

Cavitation－Solid

Bronchial Tubular 
Sign－

Finding candidate creation

FUJIFILM Medical AI Technology

肺結節性状分析機能
販売名：画像診断ワークステーション用プログラム FS-V686型、認証番号：231ABBZX00028000

Finding sentence creation 



Bone numbering

Automatically numbering the 
bones assists in report 
creation.

VR display

The location of 
fractures can be 
confirmed with VR 
display.

Integration of Viewer and 3D workstation

販売名：肋骨骨折検出プログラム FS-AI691型
承認番号：30300BZX00244000

By automatically detecting rib fractures from CT images, it supports the prevention of missed rib fractures

「骨番号付番」、「VR表示」は下記医療機器と右記医療機器併用。
SYNAPSE SAI viewer 用画像表示プログラム
販売名：画像診断ワークステーション用プログラムFS-V686型
認証番号：231ABBZX00028000号

SYNAPSE SAI viewer 用画像処理プログラム
販売名 ：画像処理プログラムFS-AI683型
認証番号：231ABBZX00029000号

2. Bone Fracture Detection Program
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：
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開 示 範 囲
作 成 / 日 付
取扱い指定
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Released domestically in November 2020. Currently being sold in over 60 countries worldwide.

3. Endoscope diagnosis system for Lower Gastrointestinal Tract

Detection Characterization
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Detection Box Visual Assist Circle

Outline suspected lesion areas 
with a square

Notification sound

Notify with 
sound upon 
detection

Illuminate the nearest boundary 
line when a lesion is detected at 
the margin

画像はイメージです

Detection Assistance 
Mode

3. Endoscope diagnosis system for Lower Gastrointestinal Tract
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Illuminates in green or yellow 
based on the estimated results

Visual Assist Circle

Position map
Shows the location of the area being 
analyzed by the software for 
tumorous/non-tumorous assessment

画像はイメージです

Estimation result HYPERPLASTIC
or NEOPLASTIC

Status bar

Displays the 
analysis status

画像はイメージです

Colon polypCharacterization assistance 
mode

HYPERPLASTIC NEOPLASTIC

3. Endoscope diagnosis system for Lower Gastrointestinal Tract
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3. Endoscope diagnosis system for Lower Gastrointestinal Tract
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3. Endoscope diagnosis system for Lower Gastrointestinal Tract
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Ver.1.0 Ver.2.0

Currently, FUJFILM are selling Ver2.0, which has approximately 1.6 times more training data.

3. Endoscope diagnosis system for Lower Gastrointestinal Tract
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開 示 範 囲
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取扱い指定

Detection support

Automatically detects and determines if the appropriate "landmarks" requiring 

intentional scope manipulation are correctly captured in the still images. The 
results are then displayed on the screen.

Observation support

食道胃接合部噴門近接

噴門穹窿部

胃体部大弯見下ろし幽門輪近接

胃体部小弯反

転

胃角

4. Endoscope diagnosis system for Upper Gastrointestinal Tract

Suspicion region of esophageal squamous cell carcinoma

Suspicion region of gastric tumorous lesions

Landmark photo checker
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4. Endoscope diagnosis system for Upper Gastrointestinal Tract



Displays presence possibility of abnormal 
findings as Heat Map and supports overlook

This program can be worked on dedicated 
processing PC, receiving and sending DICOM.
※Customizing is required for display configuration

• Nodule and mass (Lung cancer)
• Consolidation（Pneumonia and Tuberculosis）
• Pneumothorax

Reader study result

40 50 60 70 80

専門医

専門外

Sensitivity for target findings (％)

医師単体

CAD併用

医師単体

CAD併用

267画像（正常例:195例、異常例72例）に対して
専門医3名、非専門医7名に対して読影試験を実施。

販売名：胸部X線画像病変検出（CAD）プログラム LU-AI689型
承認番号：30300BZX00188000

5. Abnormal detection software for chest X-ray

Expert

Non-Expert
Without CAD

Without CAD

With CAD

With CAD



Heat Map

確信度 99確信度 70確信度 30

確信度 85確信度 55

The software analyzes the potential presence of abnormal regions using AI technology. 

The regions are highlighted with colors based on the confidence level of the analysis results.

• Red shows a higher confidence and 
blue shows a lower one.

• Maximum confidence value is shown 
as “Score” on result image.

Threshold 
for score

Sensitivity
(%)

Positive 
prediction(%)

Specificity
(%)

Negative 
prediction(%)

15 93.1 67.0 83.1 97.0

30 90.3 82.3 92.8 96.3

45 87.5 91.3 96.9 95.5

60 84.7 93.9 98.0 94.6

80 73.6 98.2 99.5 91.1

267画像（正常例:195例、異常例72例）に対する画像単位の単体性能評価

5. Abnormal detection software for chest X-ray
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Provides a development 

environment for AI technology

Offers the provision of developed AI technology

Specializes in productizing and providing AI 

technology solutions

※Release β ver in FY22

Plans official entry in FY24

Hospital, Doctor

【４functionalities】

Offers a licensing model where license fees are 

paid based on revenue generated

Uses AI product

①Project management

The dashboard allows for a quick 

overview of annotation progress 

and the learning status of AI.

②Annotation tool

Efficient and intuitive browsing 

and annotation are possible 

without the need for manuals.

③Training platform

Machine learning tool to make it easy to 

handle AI model creation using the 

learning engine. We also centrally 

manage all the necessary information for 

AI development.

④AI Execution

The learning platform enables 

flexible processing and execution 

of AI generated by it.

Diagnosis using AI

Patients

従来の延長線上

にない製品創出1

ネットワークサービス2

疾患別新規事業創出3

パッケージサービス46. AI Development Solution

It is possible to execute the entire process of developing image diagnosis support AI technology without advanced engineering knowledge such as programming. 

We aim to democratize medical AI technology development and create an ecosystem of win-win collaboration between academia and industry for the 

implementation of AI in society.
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FDAPMDA

Notified 
body(MDR)

TFDA

Big Challenge: Performance test of AI product for each regulation
● Test protocol,

- Dataset for countries
- Reviewer for countries

● Cyber security
Etc.  

7. AI Medical Devices to Worldwide.AI Medical Devices to Worldwide
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Creates test protocol 
for AI

Consults with 
Regulatory Agency  

Prepares submission

Data set

Submits and gets 
approval

PMDA

Other countries/regions

Other countries/regions

Different data sets and different 
readers are required in test in some 
countries/regions...

Standardization of AI protocol can be 
useful to reduce time to submission 
and push the introduction of AI in 
clinical use globally.

7. AI Medical Devices to Worldwide.AI Medical Devices to Worldwide




