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“In particular, significant fibrosis at the time of diagnosis is
the most important histological feature associated with
mortality in NASH, regardless of the presence or severity of

Fibrosis is key for disease other histologic features.”

progression in most forms of “In addition, with the advent of potential emergence of

chronic liver disease (CLD) potent anti-fibrotic agents for the treatment of NASH, the
accurate assessment of liver fibrosis becomes even more
pertinent, not only for identifying suitable patients for
treatment, but also in the evaluation of treatment efficacy.”
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Confirmation of Fatty Liver Detecting Advanced Fibrosis
Identifying and
determining the Imaging Biopsy Biopsy Non-invasive Tests
severity of Non- / \
alcoholic Fatty Liver Indirect methods Direct methods
Disease (NAFLD) * FibroTest/FibroSure * ELF: Active
(indirect markers) fibrosis (direct
* Imaging markers of
fibrosis)
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0003M: NASH FibroSure® 0014M: ELF™
Comparison of codes for score-
based liver fibrosis tests . . . . ey
* Relies on ten (10) routine (and typically low- * Relies on three (3) specialized immunoassays

cost) biochemical assays that act as indirect that act as direct markers of fibrosis

0003M: NASH FibroSure® markers of fibrosis
* As fibrosis is dynamic (progression/repair), the
™ * Indirect markers can reflect, but not directly ELF test detects overall fibrosis using two (2)

0014M: ELF o , : : : :

detect fibrosis by assessing for markers of markers directly involved in scarring

inflammation and liver dysfunction (Hyaluronic acid and PIIINP) and one that

inhibits the ability to repair (TIMP-1)
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The ELF Test is currently performed
out of one site at the Siemens
Healthcare Laboratory™ in California
Costs & Charges —) mmmm)  List Price: $250
Received Breakthrough Status from
the FDA and is currently being

reviewed by the Agency

*Siemens Healthcare Laboratory (SHL) ELF Test Testing Service is developed, and performance characteristics are determined by Siemens Healthcare Laboratory, LLC. The ELF Test has not been cleared or approved by the US Food and Drug
Administration. SHL is regulated under CLIA as qualified to perform high-complexity testing. The ELF Testing Service performed by SHL is used for clinical purposes and should not be regarded as investigational use only or research use only.
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Public Comment Rationale

Crosswalk to a multiplier of 0.35 of 0014M is similar in clinical use to
0003M; CY2020 NLA = $503.40 x 0.35 = | 0003M. Three (3) analytes in code
$176.19 0014M versus ten (10) analytes in code

0003M, but 0014M is a specialized
immunoassay that has more costs and

resources, so recommend a multiplier
of 0.35 of 0003 M.
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