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Guidelines for the Performance Evaluation of In-Vitro Diagnostic Test for the Detection of

Norovirus Infection in Korea
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Norovirus is a leading cause of epidemic and sporadic acute gastroenteritis worldwide. Rapid and accurate detection of norovirus is essential for
the prevention and control of norovirus outbreaks. The purpose of this study was to propose and develop a process for establishing appropriate
standardized guidelines for the approval and evaluation of in vitro diagnostic medical devices (IVDD) for norovirus detection in Korea based on the
related laws, regulations, and guidelines of USA, Europe, and Korea. We expect that this study could be used for diagnostic test standardization
and the approval and evaluation of domestic norovirus diagnostic devices. We also expect the results will contribute to industrial expansion and

public health promotion.
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Table 1. Product classification of norovirus detection devices
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2) 0121t Y i, 78, XIE
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He(special controh7} 280 £ Y 4, 5 71

o= S o=
Classification Medical device Medical device o|27|7|
Law/Regulation FDA Act, FDEC Act, Safe Medical Device Act Guide to the Implementation of Directives Based on olZ2 77|

Detailed guideline Code of Federal Regulation

Organization FDA OIR
Class Class I
Authorization FDA approved, 510(k) submission

National health authority
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new approach and global approach
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General IVD (Others) 3s=
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Abberations: OIR, the Office of In Vitro Diagnostics and Radiological Health; PMN, Premarket Notification; IVDMDD, In Vitro Diagnostic Medical Device Directive.
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