
 
SECUR Health Plan 

POLICY AND PROCEDURE MANUAL 
Page 
1 of 7
  

UM-CDG-043 Noninvasive Tests for Hepatic Fibrosis Approved By: 
Director, Health Services 

Effective Date:  
10/22/2025 

 
This Policy applies to all SECUR affiliates, associates, and subsidiaries. 
 
Approved by Courtney Gonzales, Director of Health Services on behalf of the Utilization Management 
Committee. 

 
PURPOSE  

This coverage determination guideline serves to address noninvasive tests for hepatic fibrosis.  Chronic liver 
disease is an overarching term that includes numerous conditions that contribute to the progressive destruction of 
the liver and its tissue.  Chronic liver disease encompasses both disease impacting liver cells (hepatocellular) and 
conditions that impact liver structures and function.  Left untreated, chronic liver disease can result in multiple 
liver conditions including hepatic fibrosis, the excessive accumulation of fibrotic connective tissue resulting from 
prolonged inflammation and progressive scarring of the liver.  Increased fibrosis causes corresponding increase in 
liver stiffness and reduces blood flow through the liver.  This can lead to the hardening of tissue and death of liver 
cells.  Liver biopsy is considered the optimal means of diagnosis.  However, because it is invasive and there are 
risks for associated complications, noninvasive testing may be considered to reduce potential risk. 
 
For SECUR Health Plan members, National Coverage Determinations (NCD) and Local Coverage Determinations 
(LCD) will be applied to requests when applicable.  SECUR Health Plan Coverage Determination Guidelines 
(CDG) will be utilized in the absence of an appropriate NCD and/or LCD. 
 
DEFINITIONS 
Elastography: noninvasive imaging-based method for measuring liver stiffness using ultrasound and low 
frequency elastic waves. 
Acoustic Radiation Forced Impulse (ARFI) Elastography: utilizes ultrasound to measure the tissue 
displacement that results when a high-intensity acoustic pulse (push pulse) is applied, providing single, one-
dimensional measures of tissue elasticity.  An alternate method may produce a two-dimensional B mode image. 
Magnetic Resonance Elastography (MRE): uses wave propagation and tissue deformation analysis to assess 
changes to tissue viscoelasticity. 
Shear Wave Elastography (SWE): ultrasound-based technique utilizing the propagation of shear waves to 
measure liver stiffness. 
Real Time SWE (2D-SWE): uses ARFI technology to interrogate multiple areas of the liver in rapid succession 
producing 5,000 frames per second. 
Point-SWE (pSWE): like real time SWE but only measures shear wave speeds through one small area of tissue. 
Vibration Controlled Transient Elastography (VCTE)/Transient Elastography (TE): uses a single element 
ultrasound transducer with mechanical vibration source. 
Spleen Stiffness Measurement: a technique that measures SSM along with liver stiffness using elastography. 
Quantitative Magnetic Resonance for Analysis of Tissue Composition: uses multiparametric magnetic 
resonance imaging (mpMRI) to quantify liver tissue. 
Enhanced Liver Fibrosis (ELF) Test: measures three markers: hyaluronic acid, tissue inhibitor of matrix 
metalloproteinase 1 (TIMP-1), and procollagen III amino-terminal peptide (PIIINP). 
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Fibrosis-4 Index (FIB-4): combines three serum markers, platelet count, AST, and alanine transaminase (ALT) 
with a person’s age using a nonproprietary calculation.  The score corresponds with the level of fibrosis present. 
FibroMeter: measures platelet count, prothrombin index, ALT, AST, blood urea nitrogen (BUN), hyaluronic 
acid, and age, then uses a proprietary algorithm to assess the fibrosis score. 
FibroSpect II: measures serum hyaluronic acid, TIMP-1, and alpha2-macroglobulin (A2M) using a proprietary 
algorithm to convert the data into the fibrosis score. 
Fibrosure (FibroTest): measures several markers for liver fibrosis and uses a proprietary algorithm to determine 
severity. 
ASH Fibrosure: assesses liver fibrosis in those with alcoholic liver disease. 
HCV Fibrosure: uses six serum biomarkers, in addition to age and gender, to measure the degree of hepatic 
fibrosis and necroinflammation in those with HCV. 
NASH FibroSure: is used in those with MASLD/NAFLD and includes the same ten serum markers utilized in 
the ASH Fibrosure test but utilizes a different algorithm to determine the degree of fibrosis. 
ActiTest: refers to the addition of ALT to the various FibroSure algorithms. 
HepaScore: measure four markers for liver fibrosis, bilirubin, GGT, hyaluronic acid, and A2M, and applies the 
results to a proprietary algorithm to determine the liver fibrosis score. 
LiverFASt: uses ten biomarkers along with a proprietary algorithm to measure fibrosis and inflammatory activity. 
NIS4: test designed to identify the presence of at-risk NASH. 
OWLiver Test: combines twenty eight biomarkers from a blood sample and analyzes in two proprietary 
algorithms to determine liver status regarding fibrosis. 
Artificial Intelligence Technologies: combine computer systems, databases, and advanced algorithms to imitate 
human abilities and is being investigated on its ability to detect hepatic fibrosis. 
 
POLICY 
 
SECUR Health Plan considers Fibrosis-4 Index (FIB-4 index) as medically necessary for the detection and staging 
of hepatic fibrosis. 
 
Vibration Controlled Transient Elastography/Transient Elastography will be considered medically necessary when 
the following criteria are met: 

1. Initial diagnosis and staging of hepatic fibrosis in members with chronic liver disease. 
2. Follow up assessment in a member with a FIB-4 test result that is either inconclusive or greater than or 

equal to 1.3. 
3. Follow up assessment for a member with FIB-4 test result that is less than 1.3 when one of more of the 

following risk factors are present: 
• Diagnosis of type II diabetes mellitus or pre-diabetes 
• Radiologic confirmation of hepatic steatosis 
• Two or more metabolic risk factors 

4. Prior to the use of Hemgenix for the treatment of hemophilia B. 
5. Prior to the use of Roctavian for the treatment of hemophilia A. 
6. Treatment related evaluation for hepatic fibrosis in any of the following: 

• Annual monitoring for members undergoing treatment for HBV, or 
• Six months after successful completion of treatment in individuals with autoimmune hepatitis 
And all the following: 
• Testing for hepatic fibrosis has not been performed within the previous six months, and 
• VCTE/TE performed no more than once every six months. 

 
Magnetic resonance elastography will be considered medically necessary when the following are met: 
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1. Diagnosis of chronic liver disease, or 
2. Follow up assessment for hepatic fibrosis in a member with a FIB-4 test result that is either inconclusive or 

greater than or equal to 1.3, or  
3. Follow up assessment for hepatic fibrosis in a member with a FIB-4 test result that is less than 1.3 when 

one or more of the following risk factors are present: 
• Diagnosis of type II diabetes mellitus or pre-diabetes 
• Radiologic confirmation of hepatic steatosis 
• Two or more metabolic risk factors 
And all the following: 
• Absence of contraindications to magnetic resonance imaging, and 
• Absence of documented moderate to severe hepatic iron overload, and 
• Successful testing for hepatic fibrosis has not been performed within the last six months, and 
• VCTE/TE is not available, inconclusive, or contraindicated due to clinical factors that would impact 

accuracy of the testing 
 
SECUR Health Plan considers the following as not medically necessary: 

1. Real time shear wave elastography 
2. Spleen stiffness measurements 
3. ARFI 
4. Proprietary liver fibrosis serum panels such as ASH Fibrosure, ELF test, Fibrometer, Fibrospect, 

Fibrosure, FibroTest-ActiTest panel, HCV FibroSure, HepaScore, LiverFASt, NASH FibroSure, NIS4, 
and OWLiver 

5. Magnetic resonance elastography 
6. Quantitative magnetic resonance for analysis of tissue composition such as LiverMultiScan 

 
For the above, there is insufficient evidence to determine these services are effective in determining hepatic 
fibrosis and therefore do not meet standard acceptable medical treatment. 
 
References: 

1. American Association for the Study of Liver Diseases (AASLD). AASLD practice guidance on risk 
stratification and management of portal hypertension and varices in cirrhosis. https://www.aasld.org. 
Published October 2023. 

2. American Association for the Study of Liver Diseases (AASLD). AASLD practice guidance on the clinical 
assessment and management of nonalcoholic fatty liver disease. https://www.aasld.org. Published May 
2023. 

3. American Association for the Study of Liver Diseases (AASLD). AASLD practice guideline on blood- 
based non-invasive liver disease assessments of hepatic fibrosis and steatosis. https://www.aasld.org. 
Published March 15, 2024. 

4. American Association for the Study of Liver Diseases (AASLD). AASLD practice guideline on imaging- 
based non-invasive liver disease assessments of hepatic fibrosis and steatosis. https://www.aasld.org. 
Published March 15, 2024. 

5. American Association for the Study of Liver Diseases (AASLD). Diagnosis and management of 
autoimmune hepatitis in adults and children: 2019 practice guidance and guidelines from the American 
Association for the Study of Liver Diseases. https://www.aasld.org. Published August 2020. 

https://www.aasld.org/
https://www.aasld.org/
https://www.aasld.org/
https://www.aasld.org/
https://www.aasld.org/


SECUR Health Plan UM-CDG-043 Noninvasive Tests for Hepatic Fibrosis Page 
4 of 7  

 
6. American Association for the Study of Liver Diseases (AASLD). Diagnosis and treatment of alcohol- 

related liver diseases: 2019 practice guidance from the American Association for the Study of Liver 
Diseases. https://www.aasld.org. Published January 2020. 

7. American Association for the Study of Liver Diseases (AASLD). Hepatitis C guidance 2023 update: 
American Association for the Study of Liver Diseases – Infectious Diseases Society of America 
recommendations for testing, managing and treating hepatitis C virus infection. https://www.aasld.org. 
Published May 25, 2023. 

8. American Association for the Study of Liver Diseases (AASLD). Metabolic dysfunction-associated 
steatotic liver disease: updated and impact of new nomenclature on the American Association for the Study 
of Liver Diseases practice guidance on nonalcoholic fatty liver disease. https://www.aasld.org. Published 
October 2023. 

9. American Association for the Study of Liver Diseases (AASLD). Update on prevention, diagnosis and 
treatment of chronic hepatitis B: AASLD 2018 hepatitis B guidance. https://www.aasld.org. Published 
April 2018. 

10. American College of Gastroenterology (ACG). ACG clinical guideline: alcohol-associated liver disease. 
https://www.gi.org. Published January 2024. 

11. American College of Radiology (ACR). ACR-AIUM-SPR-SRU practice parameter for the performance of 
an ultrasound examination of the abdomen and/or retroperitoneum. https://www.acr.org. Published 2021. 

12. American College of Radiology (ACR). ACR Appropriateness Criteria. Abnormal liver function tests. 
https://www.acr.org. Published 2023. 

13. American College of Radiology (ACR). ACR Appropriateness Criteria. Chronic liver disease. 
https://www.acr.org. Published 2019. 

14. American College of Radiology (ACR). ACR practice parameter for performing and interpreting magnetic 
resonance imaging (MRI). https://www.acr.org. Published 2022. 

15. American College of Radiology (ACR). ACR-SAR-SPR practice parameter for the performance of 
magnetic resonance imaging (MRI) of the liver. https://www.acr.org. Published 2020. 

16. American College of Radiology (ACR). ACR-SRU practice parameter for the performance of ultrasound 
elastography. https://www.acr.org. Published 2019. 

17. American Diabetes Association (ADA). 4 comprehensive medical evaluation and assessment of 
comorbidities: standards of care in diabetes – 2023. https://diabetes.org. Published January 2023. 

18. American Gastroenterological Association (AGA). AGA clinical practice update: diagnosis and 
management of nonalcoholic fatty liver disease in lean individuals – expert review. 
https://www.gastro.org. Published September 2022. 

19. American Gastroenterological Association (AGA). AGA clinical practice update on the role of 
noninvasive biomarkers in the evaluation and management of nonalcoholic fatty liver disease: expert 
review. https://www.gastro.org. Published August 4, 2023. 

20. American Gastroenterological Association (AGA). American Gastroenterological Association Institute 
guideline on the role of elastography in the evaluation of liver fibrosis. https://www.gastro.org. Published 
May 2017. 

21. American Gastroenterological Association (AGA). Hepatitis C virus infection care pathway – a report from 
the American Gastroenterological Association Institute care pathway work group. https://www.gastro.org. 
Published May 2017. 

https://www.aasld.org/
https://www.aasld.org/
https://www.aasld.org/
https://www.aasld.org/
https://www.gi.org/
https://www.acr.org/
https://www.acr.org/
https://www.acr.org/
https://www.acr.org/
https://www.acr.org/
https://www.acr.org/
https://diabetes.org/
https://www.gastro.org/
https://www.gastro.org/
https://www.gastro.org/
https://www.gastro.org/


SECUR Health Plan UM-CDG-043 Noninvasive Tests for Hepatic Fibrosis Page 
5 of 7  

 
22. ClinicalKey. Clinical Overview. Alcoholic liver disease. https://www.clinicalkey.com. Updated May 13, 

2022. 
23. ClinicalKey. Clinical Overview. Nonalcoholic fatty liver disease. https://www.clinicalkey.com. Updated 

March 19, 2024. 
24. ClinicalKey. Ferri F. Nonalcoholic fatty liver disease. In: Ferri F. Ferri’s Clinical Advisor 2024. Elsevier; 

2024:970-973.e1. https://www.clinicalkey.com. 
25. ClinicalKey. Martin P. Approach to the patient with liver disease. In: Goldman L, Schafer A. Goldman- 

Cecil Medicine. 27th ed. Elsevier; 2024:986-993.e1. https://www.clinicalkey.com. 
26. ClinicalKey. Zoller H. Hemochromatosis. In: Kellerman R, Rakel D, Heidelbaugh J, Lee E. Conn’s 

Current Therapy 2024. Elsevier; 2024:449-452. https://www.clinicalkey.com. 
27. ECRI Institute. Clinical Evidence Assessment. Enhanced liver fibrosis test for chronic liver disease 

screening. https://www.ecri.org. Published April 13, 2021. Updated November 29, 2022. 
28. ECRI Institute. Clinical Evidence Assessment. Fibrosis-4 index for chronic liver disease screening. 

https://www.ecri.org. Published April 27, 2021. Updated December 6, 2022. 
29. ECRI Institute. Clinical Evidence Assessment. FibroSpect HCV (Prometheus Laboratories) serum marker 

panel for evaluating hepatitis C-related liver fibrosis. https://www.ecri.org. Published April 27, 2007. 
Updated December 22, 2021. 

30. ECRI Institute. Product Brief. FibroScan (Echosens) transient elastography for diagnosing and monitoring 
liver fibrosis. https://www.ecri.org. Published April 1, 2020. 

31. Expert panel on detection, evaluation, and treatment of high blood cholesterol in adults. Executive 
summary of the third report of the National Cholesterol Education Program (NCEP) expert panel on 
detection, evaluation, and treatment of high blood cholesterol in adults (adult treatment panel 

32. III). JAMA. 2001;285(19):2486-2497. 
33. Hayes, Inc. Health Technology Assessment. HCV FibroSure (LabCorp) for assessment of liver fibrosis of 

liver fibrosis in patients with hepatitis C. https://evidence.hayesinc.com. Published February 2, 2021. 
Updated March 11, 2024. 

34. Hayes, Inc. Health Technology Assessment. LiverMultiScan (Perspectum) for diagnosis of liver fibrosis 
and steatosis related to nonalcoholic fatty liver disease and nonalcoholic steatohepatitis. 
https://evidence.hayesinc.com. Published February 24, 2023. Updated March 13, 2024. 

35. Hayes, Inc. Health Technology Assessment. Magnetic resonance elastography for detecting and staging 
liver fibrosis. https://evidence.hayesinc.com. Published June 19, 2020. Updated June 15, 2023. 

36. Hayes, Inc. Health Technology Assessment. Magnetic resonance elastography for prognosis of liver 
disease progression. https://evidence.hayesinc.com. Published August 8, 2020. Updated May 10, 2023. 

37. Hayes, Inc. Medical Technology Directory. Acoustic radiation force impulse (ARFI) elastography for 
detecting hepatic fibrosis in patients with hepatitis C. https://evidence.hayesinc.com. Published April 25, 
2019. Updated April 8, 2022. 

38. Hayes, Inc. Medical Technology Directory. Ultrasound transient elastography for detecting hepatic fibrosis 
in patients with hepatitis C. https://evidence.hayesinc.com. Published March 27, 2019. Updated March 10, 
2022. 

39. Infectious Diseases Society of America (IDSA). Practice Guideline. Hepatitis C guidance 2023 update: 
American Association for the Study of Liver Diseases – Infectious Diseases Society of America 

https://www.clinicalkey.com/
https://www.clinicalkey.com/
https://www.clinicalkey.com/
https://www.clinicalkey.com/
https://www.clinicalkey.com/
https://www.ecri.org/
https://www.ecri.org/
https://www.ecri.org/
https://www.ecri.org/
https://evidence.hayesinc.com/
https://evidence.hayesinc.com/
https://evidence.hayesinc.com/
https://evidence.hayesinc.com/
https://evidence.hayesinc.com/
https://evidence.hayesinc.com/


SECUR Health Plan UM-CDG-043 Noninvasive Tests for Hepatic Fibrosis Page 
6 of 7  

 
recommendations for testing, managing and treating hepatitis C virus infection. https://www.idsociety.org. 
Published May 2023. 

40. Jarvis H, Craig D, Barker R, et al. Metabolic risk factors and incident advanced liver disease in non- 
alcoholic fatty liver disease (NAFLD): a systematic review and meta-analysis of population-based 
observational studies. PLoS Med. 2020 Apr 30;17(4):e1003100. 

41. MCG Health. Hepatic elastography, MR. https://humana.access.mcg.com/index. 
42. MCG Health. Hepatic vibration-controlled transient elastography (VTCE) ultrasound. 

https://humana.access.mcg.com/index. 
43. National Comprehensive Cancer Network (NCCN). NCCN Clinical Practice Guidelines in Oncology. 

Hepatocellular carcinoma. https://www.nccn.org. Updated April 9, 2024. 
44. North American Society for Pediatric Gastroenterology, Hepatology and Nutrition (NASPGHAN). 

NASPGHAN clinical practice guideline for the diagnosis and treatment of nonalcoholic fatty liver disease 
in children: recommendations from the expert committee on NAFLD (ECON) and North American 
Society of Pediatric Gastroenterology, Hepatology and Nutrition (NASPGHAN). 
https://www.naspghan.org. Published February 2017. 

45. UpToDate, Inc. Cirrhosis in adults: etiologies, clinical manifestations and diagnosis. 
https://www.uptodate.com. Updated February 2024. 

46. UpToDate, Inc. Clinical features and diagnosis of metabolic dysfunction-associated steatotic liver disease 
(nonalcoholic fatty liver disease) in adults. https://www.uptodate.com. Updated February 2024. 

47. UpToDate, Inc. Clinical manifestations and diagnosis of alcohol-associated fatty liver disease and 
cirrhosis. https://www.uptodate.com. Updated February 2024. 

48. UpToDate, Inc. Clinical manifestations, diagnosis and treatment of acute hepatitis C virus in adults. 
https://www.uptodate.com. Updated February 2024. 

49. UpToDate, Inc. Hepatitis B virus: screening and diagnosis in adults. https://www.uptodate.com. Updated 
March 2024. 

50. UpToDate, Inc. Hepatitis C infection in kidney transplant candidates and recipients. 
https://www.uptodate.com. Updated February 2024. 

51. UpToDate, Inc. Hepatotoxicity associated with chronic low-dose methotrexate for nonmalignant disease. 
https://www.uptodate.com. Updated February 2024. 

52. UpToDate, Inc. Management of metabolic dysfunction-associated steatotic liver disease (nonalcoholic fatty 
liver disease) in adults. https://www.uptodate.com. Updated February 2024. 

53. UpToDate, Inc. Noncirrhotic portal hypertension. https://www.uptodate.com. Updated February 2024. 
54. UpToDate, Inc. Noninvasive assessment of hepatic fibrosis: overview of serologic tests and imaging 

examinations. https://www.uptodate.com. Updated February 2024. 
55. UpToDate, Inc. Noninvasive assessment of hepatitis fibrosis: ultrasonography-based elastography. 

https://www.uptodate.com. Updated February 2024. 
56. UpToDate, Inc. Patient evaluation and selection for antiviral therapy for chronic hepatitis C virus infection. 

https://www.uptodate.com. Updated February 2024. 
57. UpToDate, Inc. Portal hypertension in adults. https://www.uptodate.com. Updated February 2024. 
58. UpToDate, Inc. Prevention of viral infections in hematopoietic cell transplant recipients. 

https://www.uptodate.com. Updated February 2024. 

https://www.idsociety.org/
https://humana.access.mcg.com/index
https://humana.access.mcg.com/index
https://www.nccn.org/
https://www.naspghan.org/
https://www.uptodate.com/
https://www.uptodate.com/
https://www.uptodate.com/
https://www.uptodate.com/
https://www.uptodate.com/
https://www.uptodate.com/
https://www.uptodate.com/
https://www.uptodate.com/
https://www.uptodate.com/
https://www.uptodate.com/
https://www.uptodate.com/
https://www.uptodate.com/
https://www.uptodate.com/
https://www.uptodate.com/


SECUR Health Plan UM-CDG-043 Noninvasive Tests for Hepatic Fibrosis Page 
7 of 7  

 
59. UpToDate, Inc. Primary sclerosing cholangitis in adults: management. https://www.uptodate.com. Updated 

February 2024. 
60. UpToDate, Inc. Screening and diagnosis of chronic hepatitis C virus infection. https://www.uptodate.com. 

Updated March 2024. 
61. US Food & Drug Administration (FDA). 510(k) summary: Acuson S2000 and S3000 diagnostic ultrasound 

systems. https://www.fda.gov. Published June 6, 2013. 
62. US Food & Drug Administration (FDA). 510(k) summary: AIXPLORER & AIXPLORER ultimate 

ultrasound diagnostic systems. https://www.fda.gov. Published January 9, 2018. 
63. US Food & Drug Administration (FDA). 510(k) summary: Aplio i900/i800/i700/i600 diagnostic 

ultrasound system. https://www.fda.gov. Published January 11, 2018. 
64. US Food & Drug Administration (FDA). 510(k) summary: FibroScan 630. https://www.fda.gov. Published 

July 16, 2020. 
65. US Food & Drug Administration (FDA). 510(k) summary: FibroScan system. https://www.fda.gov. 

Published April 5, 2013. 
66. US Food & Drug Administration (FDA). 510(k) summary: LiverMultiScan (class II magnetic resonance 

imaging system). https://www.fda.gov. Published June 27, 2019. 
67. US Food & Drug Administration (FDA). De novo summary: ADVIA Centaur enhanced liver fibrosis 

(ELF). https://www.fda.gov. Published August 20, 2021. 
68. World Health Organization (WHO). Guidelines for the prevention, care and treatment for people with 

chronic hepatitis B infection. https://www.who.int. Published March 2024. 
69. World Health Organization (WHO). Policy Brief. Guidelines for the screening, care and treatment of 

persons with chronic hepatitis C infection. https://www.who.int. Published July 2018. 
70. World Health Organization (WHO). Policy Brief. Guidelines on hepatitis B and C testing. 

https://www.who.int. Published February 2017. 
 

https://www.uptodate.com/
https://www.uptodate.com/
https://www.fda.gov/
https://www.fda.gov/
https://www.fda.gov/
https://www.fda.gov/
https://www.fda.gov/
https://www.fda.gov/
https://www.fda.gov/
https://www.who.int/
https://www.who.int/
https://www.who.int/

