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01
Act on Medical Device Industry 

Promotion and Innovative Medical 

Device Support

(legislated on April 30, 2019)

(to be implemented by May 1, 2020)
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1-1 Background of the Act

AI, Robotics and 3D 

printing tech applied 

Medical Devices

Flexible regulatory system

Pre-market review criteria for 

medical devices with 

advanced and innovative 

technologies

Fast Introduction of  innovative 

devices in Global Market 

Comprehensive Support for SMEs

and R&D investmentsSeparate regulatory 

system for IVDDs Support in development and 

market authorization for IVDDs Access to the new treatments by 

helping product realization and 

facilitating marketing authorization
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1-2 Act on Innovative Medical Devices

(Pre-certification Program) application procedure and the requirements, valid in 3 years,

rules for certification withdrawals

(Supporting the manufacturers) preferential government-initiated R&D, tax exemption,

a special exception for constructing research facilities

(Innovative devices groups) valid in 3 years for the recognized groups for breakthrough

improvement of the therapy and treatment for rare or intractable diseases

(Designating Innovative devices) designate innovative devices that are applicable to the

recognized group

(Supporting approval of Innovative devices) exempt business license, modular review

process* and priority review

* 4 phases : design & development, Safety & performance, Clinical trials and Technical docs & clinical data

(Post-market surveillance) less than 5-year period of follow up surveillance required

when needed a follow up for its clinical efficacy and adverse events observation
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(Pre-certification program) exemption of some submission requirements for the pre-

certified software manufacturers by appraising the organization and personnel

(Modification approval) amendment approvals required for major changes and report

for other changes

(Clinical trial) clinical trials for innovative software medical devices with IRB approvals

(GMP/QMS) Good Management Practice established for software medial devices

(R&D) R&D initiatives, necessary information sharing, establishing basis for rewarding

outstanding developers

(Clinical investigations) support for clinical researches and clinical trials for conducting such

investigations by MFDS and MOHW

(Safe regulatory framework) support for studies and tests to acquire its safety and

effectiveness, and manufacturing & quality management system
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02

Act on In-Vitro Diagnostic 

Devices

(legislated on April 30, 2019)

(to be implemented by May 1, 2020)
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2-1 Background and the Needs for an Act on IVDDs

Specific Support for IVD Device development and product realization

Promotion of modernization of regulations

To provide verification for accuracy of diagnosing diseases using specimen

※ need to have the IVD-specific review procedures

To have an individual management system for IVD devices

※ Internationally harmonized and Standardized framework
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2-2 Act on In-vitro Diagnostic Medical Devices

“In-vitro diagnostic medical devices" shall mean reagents used ex vivo for the purpose of

providing information on, such as diagnosis of diseases, observation of prognosis and

determination of tissue or blood compatibility, using human-derived samples as specimen.

Provided, reagents mixed at laboratories shall be excluded.

<NGS system> <Smart Contact Lens by INTEROJO>

<Various software for diseases testing> <Pregnancy testing devices>

<Diagnostic reagent for genetic  diseases>

<Portable to measure fluorescence -

diagnosing infectious diseases>
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2-3 Act on In-Vitro Diagnostic Medical Devices

Classifying and designating IVD devices based on the purpose of use and potential risks for

the public health in accordance with characteristics of the IVD devices

Simultaneous approval for IVD CDx devices and drugs that are used with the device

Negative approach for modifications

amendment approvals for major changes with an impact on safety and

effectiveness

amendment reports for any other changes
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UDI System and GLP for 

Medical Devices
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Class 4
(high risk)

Class 3
(serious risk)

Class 2
(potential risk)

Class 1
(lower risk)

Placing UDI July, 2019 July, 2020 July, 2021 July, 2022

6 MFDS-recognized GLP Labs

Workforce Facilities Method others

OECD GLP 
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Agreements with Academia
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The Korean Society
for Biomaterials
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New Guidelines

(since April 1, 2019)

16



17



• Guideline of criteria to select or exclude sample data, monitoring regime, how to conduct 

clinical trials and standards for effectiveness evaluation criteria according to the respective 

characteristics
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Policy Strategy
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6 Policy Strategy

Subordinate legislation in line with the Acts

The enforcement decree and the enforcement regulation for the detailed regulatory

contents followed by the Acts

To report medical device supply information to help get through the information on

manufacture, distribution and use

Revision on medical device act enforcement regulation (July, 2019) and legislation on the

details

Expanding of designations through humanitarian device program

real time monitoring and responding to the insufficient products
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благодарю вас
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