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CMS7}F <<l (accreditate) 3+ R17F Q15 713 (Accreditation Organization)--
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X 30. CLIA Accreditation Organization
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Uz AT 7HEH

AABB

American Association for Laboratory Accreditation

Accreditation Commission for Health Care, Inc (ACHC)

American Society for Histocompatibility and Immunogenetics
COLA

S O | | W | N

College of American Pathologists (CAP)

7 Joint Commission

Z3: CMS &9 9]A] (https://www.cms.gov/)
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A HAEE [F 3219 2o] 7/ 715 A2kl e 1, 2 = 38o] &3
o] Bxu o wet WA " 2AE(Waived tests), HlWA] H2~E(Non
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m
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i)

~E(Moderate complexity tests), ¥< H#%E H2ZE(High complexity
tests) & EFE 182 M 92 B e e 3HE MY =&
TFoa UEHAT 77HA ZlEdd tigk A E FAkste] 123 olske] HAE=
T 5RE 128 299 HE2EE 52 53E

=
A e HAE AAHS BERE k] 7|EAHoR

F =) A Herl =2 Ao
2 7FF3th CLIA waived Al S¥3SE #Hg] glo] vlus &4 a5 di
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A(CLIA Waiver by Application, CW) A&& S8 WA= HAE 275
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274 & CLIA 33 Al2d #58 $58oF 2ok

42 CFR 493.15(c)ell W& Al
el WA EAY 7tg 8oz 3§17t
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T BRE HAE emolghe 2 127 ol4)
. A F 7 T X% S o|la
(Moderate complexity tests) s B

=2 535 H2E

1 1 AFATE A 127(—] 23
(High complexity tests) o7t= A 1234 =3

Z3: FDA &9 o] A (https://www.fda.gov/)
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Abstract

Strategy for Introducing LDT System in Korea
based on LDT System in US

Yu Jeong Ma

Department of medical device engineering and management

The Graduate School, Yonsei University

(Directed by Professor Sung Uk Kuh, Won Seuk Jang)

The demand for in vitro diagnostic medical devices i1s steadily
increasing as the medical field shifts from a therapeutic to a
diagnostic and prevention-oriented paradigm. Accordingly, the
importance of quality management of clinical laboratories that
perform in vitro diagnostic tests 1s also growing. In Korea, several
clinical laboratory certification systems are operated to manage the
accuracy and precision of tests. Among them, clinical laboratories
that are certified as NGS clinical laboratories can use NGS testing

instruments that has not been approved by the head of the Ministry
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of Food and Drug Safety. This i1s similar to LDTs, which are
laboratory—developed tests in the United States. Currently, this form
of LDT 1s only applied to NGS, but it is also necessary to apply
LDT in the field of orphan diseases and national disaster situations.
In order for LDT to be introduced stably in Korea, it is necessary
to improve the reimbursement system so that independent medical
laboratories can invest enough money in clinical laboratory quality
management. In addition, there has been a recent movement to
strengthen LDT regulations in the United States, which has led to
the conclusion that it is necessary to mandate clinical laboratory
quality management in Korea like CLIA in the United States, and
that it is necessary to establish a system to identify the current

state of LDT so that the government can control LDT.

Key Words : LDT, clinical laboratory certification, In Vitro Diagnostics,
CLIA, specimen testing
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