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※ Digital Health Devices TF(‘20.04.06~’22.02.27)
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Primary 

Task
 Software as a medical device (SaMD)

 AI-based medical devices

 Digital therapeutics (DTx)

 Medical devices with VR·AR technology

 Mobile medical apps

 Telemedicine devices

 Cybersecurity



03. Achievements of Regulatory Improvement

5

3 - 1
Regulations,

Organization,

Guidance



03. Achievements of Regulatory Improvement

6

3 - 2
Global 

Harmonization

 Publication of IMDRF MLMD Guidance

▶ MFDS chaired IMDRF AIMD WG and lead the development of the 1st 
international guidance for AIMD

< source : www.imdrf.org >

http://www.imdrf.org/
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Communication

&

Collaboration

Discussion, Presentation Coordination, Consultation

Ministries

〮 Ministry of Science and ICT

〮 Ministry of Trade, Industry 

and Energy

〮 Ministry of Health and 

Welfare

〮 Ministry of Culture, Sports 

and Tourism 

〮 National IT Industry 

Promotion 

Agency

〮 Korea Internet & Security 

Agency 

〮 Korea Medical Device 

Development Fund

〮 Korea Health Industry 

Development Institute

〮 Korea Evaluation Institute of 

Industrial Technology

Agencies

〮 The Korean Society of 

Medical&Biological and 

Engineering

〮 The Korean Society of 

Medical Informatics

〮 Korean Society of Artificial 

Intelligience in Medicine

〮 Korean Society for Digital 

Therapy

〮 Korea Medical Devices 

Industry Association

〮 Korea Medical Devices 

Industrial Cooperative 

Association

〮 Korea Smart Healthcare 

Association

〮 Korea Digital Health Industry 

Association

Academy Industries
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