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The AMA Has Established Several CPT Code Sets for
Molecular Diagnostic Tests

Molecular Diagnostic

CPT Codes

MoPath Codes

Tier 1 Codes Tier 2 Codes

MAAA Codes

Codes for commonly- Codes for less- Codes for Multianalyte Codes for tests using
performed gene- commonly performed Assays with next-generation
specific and genomics single-gene tests, Algorithmic Analyses sequencing (NGS)

procedures, where a
single test or

procedure corresponds
to a single CPT code

organized into nine
ascending levels of
technical resources
and interpretative work
performed by the
clinician

(MAAAS), or assays
that analyze multiple
biomarkers with whole genome vs.
application of a whole exome) and
proprietary algorithm to indication (scheduled
obtain a risk score for implementation in

technologies, specified
by methodology (e.g.,

2015)
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TRADITIONAL MEDICINE vs. PRECISION MEDICINE

Traditionally, radiation, chemotherapy, and surgery were the only means by which doctors could treat cancer.
With precision medicine, doctors use a patient's genes to uncover clues for treating the disease.

GENETICS

+ Gene sequencing

* Locate cancer-
causing genes

IMMUNOTHERAPY

+ Identify ways to
customize treatment

+ Find ways to turn
immune system on

* Personalize treatment
with immune-activating
drugs

TARGETED THERAPIES
+ Drugs turn specific

genes on or off

+ TRADITIONAL THERAPIES




1/ " A3# # BC DE

N> ]

e <




Fee Schedule
and Pricing

Contract
Negotiation

Provider
Credentialing

EDI/ERA
Enrollment

Month End
Closing

Pre-Visit

Scheduling &
Registration

Eligibility
Verification

Appointment
Reminders

Reporting &
Analysis

Visit

Patient
Check-In

Co-Pay and
Deductible

Payment
Arrangement

Coding and
Charge Capture

Encounter
Documentation

Performance

Transaction

Claim
Submission

Charge
Entry

Claim
Scrubbing

Claim
Submission

EDI
Management

Error
Correction

Management

Inbound
Processing

Mail
Processing

Scanning and
Indexing

ERA/EFT
Processing

Payment
Posting

Cash

1
1
1
I
1
1
1
I
1
|
|
I
1
1
I
1
1
1
1
1
I
I
1
1
1 Reconciliation
I

Information
Technology

Back-End

Payer

Claim
Status Check

Denials
Analysis

Requests for
Information

Appeals and
Resolution

Compliance

Patient

Patient
Statements

Patient
Payment Calls

Conveyance,
Small Balance

Patient
Refunds

Transition to
Collections

Quality
Management




& :
i

Stakeholder I( Companies | Consultant, technical experts
1 3 3 1 5 2) (1 1 1 1) (6 2) (1 1 1 3) (2 6
MD MD | [GC HD| (MD) (Ms|(Bs| (AD)|(Bs|(Bs|/mD| (PhD|(BS] (BS (MS]| [MD| GC MD
Request review Order entry Test start Next-generation sequencing Test end Management
Patient Physician Institutional ~ Accessioning Extract Library Next-gen Bioinf. Variant ~ Curation Reporting | Physician Patient
review and store prep. seq. pipeline annotation correlation consulting
o )
S - s -— > -
Yﬂﬂ cPT | o)F = B 8 = gSrW
L] —
H - o .
IT frewan  HIS £34 ; storage ] PBEé@&E EBM  LISEC -
i e i tools d
. . 1 —— | - . .
Estimate service ~4€) Preauthorization + @ Billing and reimbursement | Account service [©)
Out-of-pocket Contract| | Policy Claimevid. Pre- | Claims Payment  Allowed Patient | Patient billing
estimate review ! review ina r sing denied bill solutions
| :
H H
| ]
1 H
1

- e

5 5 +team

T
I
i
E
i 1 ) Experience (years)
___________________________ - Payor BS Minimum degree

leo
https://dict.leo.org

(pIN U.S. FOOD & DRUG
ADMINISTRATION EEN -

Home | Food | Drugs | Medical Devices | Radiation-Emitting Products | Vaccines, Blood & Biologics | Animal & Veterinary | Cosmetics | Tobacco Products

AtoZIndex | FollowFDA | En Espafiol

Drugs

Home > Drugs > Drug Approvals and Databases > Approved Drugs

Approved Drugs FDA grants accelerated approval to erdafitinib for
Hematology/Oncology (Cancer) metastatic urothelial carcinoma

Approvals & Safety Notifications

f sHARE in LNKEDIN | @ PINIT | &% EMAL | & PRINT
Drug Information Soundcast in
Clinical Oncology (D.1.S.C.0.)
On April 12, 2019, the Food and Drug Administration granted accelerated approval to erdafitinib (BALVERSA,

Approved Drug Products Janssen Pharmaceutical Companies) for patients with locally advanced or metastatic urothelial carcinoma, with
with Therapeutic . susceptible FGFR3 or FGFR2 genetic alterations, that has progressed during or following platinum-containing
Equivalence Evaluations chemotherapy, including within 12 months of neoadjuvant or adjuvant platinum-containing chemotherapy.

(Orange Book)

Patients should be selected for therapy based on an FDA-approved companion diagnostic for erdafitinib. Today,
the FDA also approved the therascreen® FGFR RGQ RT-PCR Kit, developed by QIAGEN, for use as a companion
diagnostic for this therapeutic indication.

Erdafitinib approval was based on data from a cohort of 87 patients enrolled on Study BLC2001 (NCT02365597),
a multicenter, open-label, single-arm trial. These patients had locally advanced or metastatic urothelial carcinoma
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12.1 Mechanism of Action

Erdafitinib is a kinase inhibitor that binds to and inhibits enzymatic activity of FGFR1, FGFR2, FGFR3
and FGFR4 based on in vitro data. Erdafitinib also binds to RET, CSF1R, PDGFRA, PDGFRB, FLT4,
KIT, and VEGFR2. Erdafitinib inhibited FGFR phosphorylation and signaling and decreased cell
viability in cell lines expressing FGFR genetic alterations, including point mutations, amplifications, and
fusions. Erdafitinib demonstrated antitumor activity in FGFR-expressing cell lines and xenograft models

derived
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from tumor types, including bladder cancer.
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Table 1a. Conditions for which Solid Tumor NGS Panel Testing is MEDICALLY NECESSARY

Disease for Which Test is
Covered

Additional Requirements

1 B-Cell NHL

Diagnostic, Prognostic, Monitoring

Bladder Urothelial Carcinoma

Stage IV or recurrent or unresectable

Breast

Stage IV or refractory or recurrent

Cholangiocarcinoma

# O N
0

Stage IV or recurrent or unresectable

Colorectal Cancer

Stage IV or recurrent or unresectable

Endometrial Carcinoma
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Stage IV or recurrent or unresectable

Gl Stromal Tumor

Any stage

Glioma

Diagnostic, Prognostic, Monitoring

Medulloblastoma

Diagnostic, Prognostic, Monitoring

Melanoma

Stage IlIB, lIC, IV or recurrent or unresectable

Meningioma

Grade 2 to 4 (only recurrent or unresectable)

Neuroblastoma

Any stage

Non-Small Cell Lung Cancer

Stage 1118, IV or recurrent

O B E Ovarian

Relapsed or refractory advanced (stage Il or higher), non-mucinous

ovarian cancer being considered for PARP inhibitor therapy

**3=B; >.=< =NE

**3; B; >.=<
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Pancreatic Tumors

Diagnostic, Prognostic

Pediatric Tumors

Patient age under 21 years

Prostate

=NE

Metastatic castration-resistant

Rare Tumors

or recurrent or

Less than 5,000/year in US;

=N =NE

Stomach/Esophageal Cancer

Stage IV or recurrent or unresectable

T-Cell NHL

Diagnosiic, Prognostic

Thyroid Cancer

Stage IV or recurrent or unresectable

Unknown Primary

May be used for Diagnosis or Therapeutic Decision Making




Payor Rules by CPT-codes of Selected Molecular-Genetic Tests

Preauthorization | Preauthorization = Covered with Covered |
I within policy

NOT Removed Poli with
preauthorization

cy
Payors Icovered from policy ~ dependent  recommended required

Code sets

—_——
CPT-code Exome
Genome E

“Policy-tailored claim evidence reasoning”

Lennerz et al., J Mol Diagnostics, 2016

“Realization of Personalized Medicine
requires Personalized Medical and
Financial Clearance Processes”

& ll try 10
convinoe Yot
of this statement
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