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Abstract

Unique Device Identifier and Reports on Details of Supply

in the Korean Medical Device Industry
RyeongHyun Kim

Department of Medical Device Engineering and Management

The Graduate School, Yonsei University
(Directed by Professor SungUk Kuh, WonSeok Jang)

The Unique Device Identification system and the Reports on Details of
Supply of Medical Device system were first enacted in 2019 and 2020,
respectively, and are currently in operation. The purpose of this study was
to analyze the recent operation status of the systems using literature
review and survey, and to derive implications for the successful
establishment of the current systems. The scope of the literature included
relevant laws, pilot projects, and guidelines, and similar systems in Korean
and overseas industries. Based on the literature review, this study designed
a survey for a total of 57 respondents under the regulation regarding 1)
whether the preparation period for the introduction of the systems was
sufficient, 2) the economic burden of implementing the systems, and 3) the
utilization of outcomes of the pilot projects and the utilization of the

guidelines.

The key results of the study are as follows. First, in terms of the
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preparation period, 38 respondents(66.7%6) responded that the preparation
period was sufficient for the Unique Device identification system, and 33
respondents (57.9%) responded that the preparation period was sufficient
for the Reports on Details of Supply of Medical Device system. Second,

in terms of the economic burden of the systems, it was found that an
average of 11.6 hours/month of working hours and an economic burden of
752 million won/year were added after the introduction of the Unique
Device identification system, and an average of 17.0 hours/month of
working hours and an economic burden of 10.34 million won/year were
added after the introduction of Reports on Details of Supply of Medical
Device. Third, 28 of the respondents (49.1%6) responded that they had seen
the relevant material regarding the outcomes of the pilot projects, and 51
of the respondents (93.0%) said that they had seen the guideline materials.
In terms of the utilization of the pilot projects and the utilization of the
guidelines on a b-point Likert scale, 27 respondents (96.5%) responded that
the pilot projects were more than moderately helpful, and 51 respondents

(96.2%5) responded that the guidelines were more than moderately helpful.

The implications and suggestions of the study are as follows. Since it
was found that the economic burden of the Reports on Details of Supply
of Medical Device was relatively large, it i1s necessary to alleviate the
economic burden on the parties involved by adjusting the pace of
introduction, for example, selecting priority targets such as disposable,
treatment benefit, and used devices when implementing Reports on Details

of Supply of Medical Devices for Class 1 and 2 medical devices in the
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future. Moreover, it is necessary to provide policy support for economic
costs for parties participating in the pilot projects to increase participation
and accessibility. Regarding the guidelines, it is necessary to improve their
application by adding more examples than at present. In addition, there is
a need to publish additional guidelines for the operation of the Quality
Management system to promote innovation and continuous improvement in
the industry. This study can contribute to the successful establishment of
the Unique Device identification system and the Reports on Details of
Supply of Medical Device System and the preparation of systematic

strategies for related industry parties.

Key words: Unique Device Identifier, Unique Device Identification
System, Reports on Details of Supply of Medical Device, Economic

burden, Pilot project, Guideline
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