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Molecular Diagnostic Testing
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« Coding issues
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deing Issues ~

% Insufficient CPT codes




§upporting Scientific Evidence
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. Undefined utilization
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“"Reasonable & Necessary”

. CMS clarified R&N* - includes safe &

h’-.

effective, & improved health outcomes




Clinical Utility )

'« Improved clinical outcomes:
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e Functional status
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Adequate Clinical Utility
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Palmetto GBA considers:
e RCT & well-designed controlled trials

e Cohort and case studies, multicenter X
e “"Accepted for publication”

e White papers by SMEs

e Professional association guidance

e Abstracts
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Coverage Determinations
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o Absent transparency




“‘MolDx Solutions ~

« http://www.palmettogba.com/palmetto/palmetto.
nsf/DocsCat/Home |
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MolDx Program Details >

' Select >
« Palmetto GBA home page

 Select from left side bar: J1 Part B MAC |
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Test Registration

' MolDx Test Registry - Manual »

« Process Instructions - registration link included




MolDx Exempt
{no Z-Code or TA required)

| 7-Code Required EJ

NO Tech Assessment Reguir

Z-Code Required
Tech Assessment Required

Tests specifically described by a
kingle CPT/HCPCS code and
submitted with one unit of service

ny test that meets the
llowing:

101 New MDT CPT codes
FDA cleared/ approved
{unmodified ) tests

« Current New York State
(NYS) approved tests
Grandfathered NYS tests
developed prior to 2003

« Mational Institute of Health
Genetc Testing Registry
GTR

laboratory developed test (LDT)
roducing a single result and billed
ith multiple CPT codes including
ny combination of the following:

« methodology-based stacking
CPT codes (B3890-83914)

= micro-array CPT codes
(88284-88386)

« microdissection CPT codes
(88380-88371)

« other pathology/laboratory
codes

EInFectic-UE disease maolecular
iagnostic testing described by CPT
rodes (87001-87905)

verage Determination by
almetto GBA LCD or Article, i.e.

Tumer of origin assays
Onootypel: Breast™
OncotypeDx Colon™
Allomap™

HERmark™

PIDT/LDT that provides

« diagnostic determination

= prognostic/predictive
determination

= risk assessment

= SCrEening

genetics — CPT codes 88230~
g291

hology and Laboratory Mot
therwise Classified {NOC) codes

rgical Pathology (CPT codes

8300-88372) induding the

llowing:

» Flow cytometry - CPT codes
BB182-88189

= Immunohistochemistry (IHC)
CPT code B8342

« in situ hybridization (ISH)
testing CPT code 88365

Modified FDA deared/approved tests

Bnalyte Spedfic Reagents (ASR)

Mote: For any test that does NOT match criteria in this chart, e-mail MglD=x@ PalmettoGRA. com.
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Effective June 1, 2012 >

« J1 only
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Technical Assessment e

L

. Review

« Dossier & References — submitted by lab / mfg
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MolDx Summary

¢+ Unique Z-code or PTI identifier peri/’assay

« Interactive data repository (McKesson

v







