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diagnostic medical devices and repealing 2017

4 2 3
Directive

98/79/EC and Commission Decision
2010/227/EU

EMA 2016 4 28 “ Guidance on
good pharmacogenomics practice”
NGS

EMA

EU URL

REGULATION OF THE EUROPEAN
PARLIAMENT AND OF THE COUNCIL on in

vitro diagnostic medical devices

http://ec.europa.eu/growth/sectors/medical-

devices/regulatory-framework/revision_en

MHRA

Medicines and Healthcare products
Regulatory Agency
Directive 98/79/EC

EU

2016
MHRA Guidance on companion diagnostic 1VDs
Cancer
Research UK The Royal College of
Pathologists
ANSM

Agence nationale de sécurité du médicament
et des produits de santé

(Regulation)

FDA
products
809 21CFR809

IVD, invitro diagnostic
Title 21 Part

21CFR809 URL
https://www.gpo.gov/fdsys/granule/CFR-2011-
title21-vol8/CFR-2011-title21-vol8-part809

In Vitro Companion Diagnostic Devices

CLIA; Clinical Laboratory Improvement

Amendments

FDA URL

Guidance for Industry” In Vitro Companion

Diagnostic Devices" 2014 8 6

https://www.fda.gov/downloads/MedicalDevices/
DeviceRegulationandGuidance/GuidanceDocum
ents/lUCM262327.pdf

Draft Guidance for Industry "Principles for Co-

development of an In Vitro Companion
Diagnostic Device with a Therapeutic Product"

2016 7 15

FDA

companion diagnostics device 2017 4

-38 -



33 https://www.fda.gov/
MedicalDevices/ProductsandMedicalProcedures
/InVitroDiagnostics/ucm301431.htm

FDA NGS
2016 7

Draft Guidance for Stakeholders "Use of
Standards in FDA’ s Regulatory Oversight of
Next Generation Sequencing (NGS)-Based In
Vitro Diagnostics (IVDs) Used for Diagnosing
Germline Diseases" provides 2016 7 8

Draft Guidance for Stakeholders “ Use of
Public Human Genetic Variant Databases to
Support Clinical Validity for Next Generation
Sequencing (NGS)-Based In Vitro Diagnostics”

2016 7 8

FDA NGS
2016 10 19
rucaparib
BRCA1,2
Foudatiion Medicine The FoundationFocus
CDxBRCA

https://www.gpo.gov/fdsys/granule/CFR-2011-
title21-vol8/CFR-2011-title21-vol8-part809

LDT, Laboratory Developed Test
CLIA
FDA
2014 6
“ Framework for Regulatory Oversight of 7

Draft Guidance

Laboratory Developed Tests (LDTSs)”

ELSI

Consent to test tumors for cancer related gene

and protein abnormalities 6
i)
i)
iii)
oncologist
iv)
V) 4

Oncotype-DX 21
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NICE
National Institute for Health and Care
Excellence Diagnostics guidance [DG10] 2013
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Her-2
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NHS
EU
16-22
NGS
T-DM1 NICE
NICE

Cancer Drug Fund
CDF https://lwww.england.nhs.uk/cancer/cdf/

2011
2016 7
CDF
2017 5
CDF

https://www.england.nhs.uk/wp-
content/uploads/2017/04/updated-national-cdf-
list-v1-26.pdf

compassionate use
program

University of Cambridge Duncan Jordell

49-77
LDT
INCa 28
molecular genetics center
1SO15189
2016
INCa
2017 1 60
molecular genetic center
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MammaPrint NICE
NHS
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LDT FDA

NGS
NGS

FDA NGS CMS local

coverage determination LCD

EGFR ALK ROS1
NGS

https://www.cms.gov/medicare-coverage-
database/details/lcd-
details.aspx?LCDI1d=36143&Contrld=381&ver=
19&ContrVer=1&CntrctrSelected=381*1&Cntr
ctr=381&name=&DocType=Active&s=34&bc=A
0gAAAQAAAAAAAY%3d%3d&
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