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ABSTRACT

A Study on the Improvement of Quality Management System for

Manufacturing and Imported Medical Devices in Korea

Byung-Hee Lee

Department of Medical Device Industry

Graduate School of Dongguk University

In order to suggest the improvement direction of the domestic

manufacturing and imported medical device quality control system,

the operation status of domestic and foreign medical device GMP

examination system was compared with that of domestic medical

device GMP field examination and document examination system.

As a result of the first questionnaire survey of 17 GMP experts,

100% of the non - conformity cases found in the GMP examination

of domestic medical devices were surveyed as KGMP quality control

standard items which are examined only in the on - site examination.

As a result of the complementary case study, 44 items (10.5%) of

the total of 419 items related to the "product standards book and

SRR SRS T R S R el S S e T RS S S S

quality manual”, which are also reviewed at the time of document

review, were surveyed. These items are also reviewed during on site

audit, and the remaining 375 cases were found to be KGMP quality

- 175 - - 176 -



control criteria items found only on site audits.

Based on the results of the first questionnaire, we developed a list of
21 KGMP quality control standards and 63 detailed submission
documents in order to develop a list of documents that should be
reviewed in addition to GMP document examination of domestic
manufacturing and imported medical devices. . The second
questionnaire surveyed the professionalism of 21 domestic and foreign
GMP experts, and the relevance of the 63 subdivisions to the KGMP
document review. As a result, among the 21 survey respondents, the
average examination experience of 13 persons except for 8 judges
with KGMP audit career and ISO 13485 (or CE) audit experience less
than 5 years was 13 years. In addition, 9 items, except one item of
"Clean Room Validation Report (if applicable)”, whose validity is 70%
or more and KGMP quality control standard is different but additional
submission data item is duplicated, is "List of additional submitted
documents of KGMP document examination” And the significance

level of the items was 8.1.

The documents selected as additional submission documents for the
KGMP document review are as follows: "1. Risk management report,
2. Process report and final inspection report of recent production LOT
(Serial) of representative items by item group, 3. Clean room
validation report (if applicable), 4. Self test procedure (Inspection
manual), 5. Regular audit (If applicable), 6. Sterilization validation
report at initial screening (if applicable), 7. Software validation report
(if applicable), 8. Measurement instrument calibration plan, 9. Internal

audit report Summary ".
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