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FDA FACT SHEET
CDRH’S APPROAH TO TUMOR PROFILING NEXT GENERATION SEQUENCING

TESTS

Level 1 companion diagnostics: Analytical
validation for each biomarker; Clinical validity
established by clinical study or clinical
concordance with a previous CDx

Level 2 biomarkers: Analytical validation SEEES

either per biomarker or representative; Clinical _
validation established in professional Evidence of
guidelines, but NOT demonstrated with the Clinical

test. Significance

Mutations with

Level 3 biomarkers: Analytical validation by
representative approach; Clinical validity not
demonstrated either in professional guidelines
or with the test, but suggestive based on
clinical/biological evidence.

Fluid Approach to Reporting within Level 2 and 3

Following FDA review and authorization of a tumor profiling NGS test, the
test developers will be able to report additional variants of the same type
post-market within the existing analytically validated genes in the panel,
for claims consistent with the clinical criteria established in the original
submission, without an additional FDA submission



Lhnde
- Yal. )]

edical Devices Agency (PMDA)

O 8 FRES AT ALAICHWSNEDNAS —JTI Y —0
LY - U5 XIEEKE

O &z7F/ R URBEDER
B GEPRIERE (S DA IERE (CE D SR R]
B A %ERe ST

« DIEE/I\SA—=4 (BE. BE. RHERFAF)
» RENRBREETY b

U2 A e 5T
O SROIRETRE
B RFIEEHENROESFH = DOREE{L ?

21



