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COVID-19 PCR
COVID-19 COVID-19 PCR
TF
https://www.covid19-jma-medical-expert-meeting.jp/topic/3169
https://www.mhlw.go.jp/stf/seisakunitsuite/bunya/0000121431 00199.html

30 8 10 0810

2 3 5 0305 1
No. 1610 63.4.1
New COVID-19 Billing Codes to Review: 86328, 86769, 87635, G2023, G2024, U0001-U0004
https://vitalware.com/resources/articles/9-new-covid-19-billing-codes-to-review-86328-
68769-87635-92023-9g2024-u0001-u0004

18
https://www.mhlw.go.jp/content/11124500/000681374.pdf
https://www.mhlw.go.jp/stf/shingi/other-iyaku 128706.html

Congressional Research Serves: FDA Regulation of Laboratory-Developed Tests (LDTs)
https://crsreports.congress.gov/product/pdf/IF/IF11389

https://www.mhlw.qo.jp/stf/seisakunitsuite/bunya/0000121431 00199.html

18


https://www.covid19-jma-medical-expert-meeting.jp/topic/3169
https://www.covid19-jma-medical-expert-meeting.jp/topic/3169
https://www.mhlw.go.jp/stf/seisakunitsuite/bunya/0000121431_00199.html
https://www.mhlw.go.jp/stf/seisakunitsuite/bunya/0000121431_00199.html
https://vitalware.com/resources/articles/9-new-covid-19-billing-codes-to-review-86328-68769-87635-g2023-g2024-u0001-u0004
https://vitalware.com/resources/articles/9-new-covid-19-billing-codes-to-review-86328-68769-87635-g2023-g2024-u0001-u0004
https://vitalware.com/resources/articles/9-new-covid-19-billing-codes-to-review-86328-68769-87635-g2023-g2024-u0001-u0004
https://www.mhlw.go.jp/content/11124500/000681374.pdf
https://www.mhlw.go.jp/stf/shingi/other-iyaku_128706.html
https://crsreports.congress.gov/product/pdf/IF/IF11389
https://crsreports.congress.gov/product/pdf/IF/IF11389
https://www.mhlw.go.jp/stf/seisakunitsuite/bunya/0000121431_00199.html
https://www.mhlw.go.jp/stf/seisakunitsuite/bunya/0000121431_00199.html

FikTH

EWROEE aEtDiRiR
EHBE=ZSUSY

In Vitro Diagnostics 1VD
IVD
Laboratory Developed Test LDT LDT

IVD
IVD

19



VD IVD

In Vitro Diagnostics

IMDRF International Medical Device Regulators Forum
GHTF Global Harmonization Task Force

IMDFR

FDA Food and Drug Administration

HHS :United
States Department of Health and Human Services CMS Centers for Medicare and
Medicaid Services Clinical Laboratory Improvement
Amendments CLIA 1988 LDT
FDA LDT VD
CLIA
CLIA
COVID-19
Centers for Disease Control and Prevention CDC PCR
LDT FDA Emergency
Use Authorization EUA CLIA
1988 CLIA
25 25
PCR
LDT The Verifying Accurate and Leading-edge IVCT
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DevelopmentAct VALID Act

LDT CLIA FDA IVD
LDT VD
VALID Act
VD LDT

invitro clinical testing  IVCT

IVCT
IVCT
IVCT
Analytical validity
Clinical validity
IVCT
1
2022 5 26 In Vitro Diagnostic
Medical Device Regulation VDR 2017/746
IVDR 2017/746 2 IMDRF

4 Class A Class D
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1. IVCT IVD

IVCT
IVCT
IVCT
IVCT
IVCT
IVCT
IVCT
2. IMDRF
Class A N/A N/A
Class B Class C
Class B
Class C Class D

Class C Class C Class D

N/A: Not Applicable
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