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Description
Fibrosis is the replacement of normal liver tissue with scar tissue that occurs as a result of persistent inflammation or 
chronic infection in liver diseases such as hepatitis C virus (HCV), hepatitis B virus, nonalcoholic steatohepatitis (NASH) 
or alcoholic liver disease.  Without treatment the fibrosis can progress to cirrhosis, which has a high mortality rate.  
Therefore, assessment for liver fibrosis is critical in patients with chronic liver disease for determining the treatment and 
prognosis.  The current gold standard for determining liver fibrosis is a percutaneous needle biopsy, which often 
requires hospitalization, and which entails a certain degree of risk.  Transient elastography is therefore proposed as an 
alternative to surgical biopsy for identifying and assessing hepatic fibrosis.

Transient elastography also known as Vibration-Controlled Transient Elastography (VCTE) is based on the principle 
that fibrosis stiffens the tissue of the liver, which causes elastic waves to move through it at a faster rate than through 
normal tissue.  The imaging system consists of a computer-based control unit, a low-frequency vibration emitting unit, 
and an ultrasound probe.  A low-frequency (50 Hz) elastic shear wave is passed through the liver, and the ultrasound 
tracks and measures the speed at which the wave passes through the tissue.  The relative stiffness of the tissue is 
calculated and correlated with the degree of fibrosis present.  Elastography is non-invasive, painless, performed as an 
outpatient, and can be repeated, as necessary. Elastography may be advantageous, because when fibrosis is diffuse 
the biopsy may miss sampling diseased tissue, possibly leading to misdiagnosis. This procedure is not recommended 
for patients with documented ascites.

Policy
Transient elastography ultrasound (e.g., FibroScan®) is considered medically necessary to assess liver fibrosis in 
patients with chronic liver disease like chronic viral hepatitis, alcoholic fatty liver, fibrosis, and cirrhosis as an alternative 
to surgical biopsy.

Transient elastography ultrasound is considered not medically necessary for all other indications. 

Policy Guidelines
Rationale:
Update 2022:
A search of the peer-reviewed literature was performed from the period of December 2019 through April 2022.  Findings 
in the recent literature do not change the conclusions regarding the use of transient elastography ultrasound  to assess 
liver fibrosis in patients with chronic liver disease as an alternative to surgical biopsy.  Based on Medical Director 
decision, specific indications for TEU are now included in the policy statement. Therefore, the medically necessary 
policy statement has changed.  In addition, Policy statement for TEU for all other indications has been changed from 
E/I to Not Medically Necessary.

Update 2020:
A search of the peer-reviewed literature was performed from the period of December 2017 through December 2019.  
Findings in the recent literature do not change the conclusions regarding the use of transient elastography ultrasound  
to assess liver fibrosis in patients with chronic liver disease as an alternative to surgical biopsy.  Therefore, the policy 
statements remain unchanged.
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Update 2017:
A search of the peer-reviewed literature was performed from December 2015 through November 2017.  Transient 
elastography using FibroScan® has been studied in populations with viral hepatitis, NAFLD, and ALD.  FibroScan® 
validation studies have suggested that it can provide good detection of significant fibrosis and good-to-excellent 
detection of cirrhosis compared to liver biopsy for HCV and HBV.  While the data are more limited on NAFLD and ALD, 
TE is usually considered appropriate in diagnosing fibrosis in chronic liver disease.  TE continues to gain wider 
acceptance as an alternative to surgical biopsy in evaluating for liver fibrosis and is therefore considered medically 
necessary in patients with chronic liver disease.

Update 2015:
Noninvasive methods are being increasingly used in the clinical settings for assessing patients for liver fibrosis, 
especially in cases of chronic hepatitis C.  Besides the serum biomarkers, ultrasound and magnetic resonance imaging 
techniques can use elastography to indirectly assess for fibrosis.  The common types of elastography techniques are 
vibration transient elastography (TE), 2-dimensional shear wave elastography, point shear wave elastography and 
magnetic resonance elastography.  A common trait among all of these techniques is the inability to accurately 
differentiate between minimal and moderate levels of fibrosis, but all show superior performance in identifying cirrhosis 
or normal hepatic parenchyma.

One significant shortcoming in the use of TE for detecting and staging fibrosis has been the lack of standardization of 
cutoff values that correspond to different degrees of fibrosis.  The reported ranges of cutoffs for staging fibrosis 
amounted to 5.3 to 6.6 kilopascals (kPa) for stage >/= F1, 5.2 to 8.8 kPa for stage >/= F2, 8.3 to 9.7 for stage >/= F3, 
and 9.2 to 14,5 kPa for stage F4 (cirrhotic liver disease).  Although the varying cutoff values used complicate the 
interpretation of TE results, the consistently high to very high accuracy of TE in detecting cirrhosis suggests that it is a 
reliable test.  It is not expected to be as reliable in other stages of fibrosis.  Nor does TE appear to be as reliable in 
patients with severe obesity or ascites; TE has been reported as unusable in up to 25% of these patients.

TE has gained wider acceptance as an alternative to surgical biopsy in evaluating for liver fibrosis and is therefore 
considered medically necessary in patients with chronic hepatitis.

Benefit Applications
There are no Benefit Application guidelines for this Medical Policy.

Provider Guidelines
There are no Provider Guidelines for this Medical Policy.

Cross References to Related Policies and Procedures
11.01.037            Serum Biomarker Panels for Assessment of Hepatic Fibrosis, Policy 
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This policy statement relates only to the services or supplies described herein.  Coverage will vary from 
contract to contract and by line of business and should be verified before applying the terms of the policy.
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