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US FDA Medical Device US FDA Digital Health
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US FDA (SaMD)

Software as a Medica Device
US FDA (AI/ML SaMD)  AI/ML

Software as a Medica Device
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Softwarer is a collection of 

instructions and data that tell 

computer how to work, including 

computer programs, libraries, and 

related non-executable data, such 

as online documentation or digital 

media.

Introduction



7

Software(traditional) vs. AI Software

Introduction
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Traditional Data vs. Big Data

Introduction



9Artificial Intelligence……?
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11CDSS(Clinical Decision Supporting System)



12CDSS(Clinical Decision Supporting System)
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13CDSS and HIS

HIS

CDSS



14CDSS and HIS



15IMP(Intelligent Medical Platform) vs. CDSS
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16IMP(Intelligent Medical Platform)

HIS

Anonymization Service
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AI-CDSS in Hospital Setting



18Heart Failure Silo in IMP

Heart Failure

심부전
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20Heart Failure Silo in IMP
(Hybrid Knowledge-base Expert system CDSS)



21Heart Failure Silo in IMP
Stage 1: Knowledge Acquisition

Data



22Heart Failure Silo in IMP
Stage 1: Knowledge Acquisition: 14 attributes



23Heart Failure Silo in IMP
Stage 2: Knowledge Modeling



24Heart Failure Silo in IMP
Stage 3: Knowledge Rules Creation (Expert-Driven)



25Heart Failure Silo in IMP
Stage 4: 2nd Knowledge Modeling (Data-Driven)



26Heart Failure Silo in IMP
Stage 5: Knowledge Rules Creation (Data + Expert-Driven)



27Heart Failure Silo in IMP
Stage 6: Implementation



28Heart Failure Silo in IMP
Validation of AI-CDSS: retrospective test set



29Heart Failure Silo in IMP
Pilot Study



30Heart Failure Silo in IMP
Physician vs AI-CDSS



31Heart Failure Silo in IMP
Physician vs AI-CDSS
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AI-CDSS in Home Care Setting
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AI-Patient Monitoring and Management App.(AI-PAMM)

Monitoring

Management



34PAMM as CDSS



35PAMM monitoring

Blood Pressure ECG Behavior

그 외의 접속 가능한 wearable devices……  PPG, Impedance, Bwt….



36PAMM management

Behavior

Adherence



37PAMM 임상연구
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40CDSS(Clinical Decision Supporting System)

Image Based CDSS

Signal Based CDSS

Data Based CDSS



41CDSS’s

HIS

Image 
Base

CDSS

Signal 
Base

CDSS

Data 
Base

CDSS

Knowledge
Base

CDSS

Expert 
knowledge

Diagnosis
(lung ca, pneumonia, 

arrhythmia, MI..)

Diagnosis
Management
Risk Prediction



42Massages

1. AI-CDSS may be useful for the diagnosis of HF, especially when HF 

specialists are not available in hospital setting.

2. AI-CDSS may be also useful for the monitoring and managements of 

chronic disease in usual life setting.

3. It is necessary to devise ways in which many kinds of AI-CDSS and SaMD

can be used complementary to or fused with each other.

4. Methods that can smoothly link HIS and CDSS is essential.


