JUNE 4, 2015

GLOBAL LIFE SCIENCES: U.S. HEALTHCARE UPDATE

CMS Releases Proposed Medicare Prices for New
Genetic/Genomic Test Codes
The Centers for Medicare and Medicaid Services (CMS) recently released proposed Medicare payment rates for
certain new Current Procedural Terminology (CPT) codes created to provide more targeted reimbursement for
genetic and genomic tests. In accord with the “gapfill” process used by CMS to price new clinical laboratory tests,
CMS posted prices received from its Medicare Administrative Contractors (MACs) for 10 of the 29 new CPT
codes that cover molecular diagnostic tests. Stakeholders may submit comments to CMS regarding these prices
until mid-July 2015. CMS then is expected to release “final” median pricing and the national limitation amount
(NLA) used for future reimbursement purposes for these codes in September 2015, with the final pricing
effective in January 2016.
With respect to the 10 codes for which prices were posted, none of the codes were priced by all of the MACs, and
for certain codes very few MACs actually submitted prices. MACs may refrain from pricing a test if it is not
performed in their jurisdiction; or if the test lacks a benefit category, medical necessity, or high quality, peerreviewed evidence of clinical utility for Medicare patients; or if no qualifying technical assessment under the
MolDx Program has been submitted to the MAC for the test. (The MolDx Program, administered by the MAC
Palmetto GBA, is CMS’ current method used to determine coverage and payment for molecular pathology tests.)
The prices for these new CPT codes were generally lower, and often far below, the amount laboratories
previously obtained under the former “code-stacking” method used to reimburse such tests prior to CMS’
imposition of the MolDx Program in 2013. Applicable MACs priced a CPT code describing a Multianalyte Assays
with Algorithmic Analysis (MAAA) test for breast cancer in the US$2,062.40 – US$3,416 range, and priced CPT
codes describing cancer panels of five to 50 genes at US$90. Codes for whole genome sequencing, or for panels
of more than 50 genes, were not priced at this time.
Notably, CMS is also supposed to begin collecting data on private sector clinical laboratory test prices in
January 2016 under provisions of the Protecting Access to Medicare Act of 2014 (PAMA) that will shift clinical
laboratory services payment to a market-based system. Regulations describing this process are due to be
finalized by June 30, 2015 under the statute, but CMS has yet to release proposed regulations or to announce a
revised timeframe for their issuance. Accordingly, it is unclear when PAMA will be implemented and what
impact it may have on genetic and genomic tests, some of which may be subject to more favorable pricing under
PAMA provisions governing advanced diagnostic laboratory tests.
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