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PLA CPT Code: 
0166U LIVERFASt ™ 

Long Descriptor: 
Liver disease, 10 biochemical assays (α2- macroglobulin, 
haptoglobin, apolipoprotein A1, bilirubin, GGT, ALT, AST, 
triglycerides, cholesterol, fasting glucose) biometric and 
demographic data, utilizing serum, algorithm reported as 
scores for fibrosis, necroinflammatory activity, and 
steatosis with a summary interpretation
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S I L E N T  P R O G R E S S I O N D E T E C T E D  T O O  L AT E

N E W  T O O L S  
N E E D E D

US: Lazo 2013, Younossi 2015, EU: France (Poynard 2010, Ratziu 2012, Blachier 2013), Germany (Haring 2009), Italy (Bedogni 2005), Spain (Caballeria 2010), UK (Armstrong 2012), China: Fan 2009, Fan 2013, Nathan 
et al, 2016, Younossi et al., 2018, *    NAFLD – Non Alcoholic Fatty Liver Disease; NASH – Non Alcoholic Steato Hepatitis , ** Non Alcoholic Steato-Hepatitis

Healthy

Type 1 (NAFL)
Steatosis alone

Type 2 (NAFL)
Steatosis + inflammation

Type 3 (NASH)
Steatosis + hepatocyte 
injury (ballooning)

Type 4 (NASH)
Steatosis + fibrosis

Cirrhosis

Over 50%
patients undiagnosed

Over 70%
of screen failures in 
clinical trials (NASH)

Biopsy ‘Gold Standard’ 
Significant morbidity, 

mortality rates & high cost 

Imaging Technologies
have limitations
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New Detection Tools Needed



A platform technology of non-invasive, 
algorithmic diagnostics detecting organ 

lesions caused by metabolic diseases
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LIVERFASt ™: Test Purpose



A N A L Y T I C S

Age

Gender

BMI

Serum Biomarkers

INPUT

Neural Network

Scoring System

Diagnosis

OUTPUT

D I A G N O S T I C SD A T A  S O U R C E S

• Tailored analytics and insights
• Identify trends and leverage

multiple data models to support
better patient care

• NAFLD/NASH
stratification for patients
with liver function and
lipid panels
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LIVERFASt ™ Technology – From Diagnostics to Decision Making



Fibrosis

Activity

Steatosis

# Biomarkers

TE* MRI Ultrasound APRI* FIB-4*ELF

Staging\Grading of three lesions – Fibrosis Activity & Steatosis  

2 3 4

LIVERFASt ™

10 NANANA

LIVERFASt is the only test able to discriminate fibrosis from 
steatosis and activity without bias in fibrosis estimation related to the 

presence of activity or steatosis. 
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Differences from other Analyte on the CLFS



AI Platform 

FDA – De Novo 510K

CPT Code

Patented Technology
THE ONLY NON INVASIVE SERUM BIOMARKER PLATFORM  

AMERICAN MEDICAL ASSOCIATION

TRAIN ON MORE THAN 3M PATIENT RECORDS

IN PROGRESS
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LIVERFASt ™ Uniquely Positioned Among Non-Invasive Technologies



Public Comment Rationale

0003M- $503.40 Consistent with code descriptor:

0003M- Ten biochemical assays (ALT, A2-
macroglobulin, Apolipoprotein A-1, Total Bilirubin, 
GGT, Haptoglobin, AST, Glucose, Total cholesterol 
and Triglycerides) utilizing serum, prognostic 
algorithm reported as quantitative scores for fibrosis, 
steatosis, and nonalcoholic steatohepatitis

0166U- 10 biochemical assays (α2- macroglobulin, 
haptoglobin, apolipoprotein A1, bilirubin, GGT, ALT, 
AST, triglycerides, cholesterol, fasting glucose) and 
biometric and demographic data, utilizing serum, 
algorithm reported as scores for fibrosis, 
necroinflammatory activity, and steatosis with a 
summary interpretation
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Public Comment and Rationale
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