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	About the Measure 

	Domain
	Sickle Cell Disease Curative Therapies

	Measure
	Fibrosis Staging of Liver Biopsy

	Definition
	Fibrosis staging of a liver biopsy defines the degree of liver scarring and indicates how far disease has progressed. Liver fibrosis is a wound healing response typically resulting from chronic injury, in which the connective tissue matrix is overproduced, inefficiently degraded, or both. Advanced liver fibrosis may lead to the adverse clinical consequences of portal hypertension.

There is a high frequency of liver disease in sickle cell disease (SCD) patients who are candidates for curative therapies. Mechanisms of liver injury in SCD include iron overload, vaso-occlusive crises, biliary injury, immune injury, and viral hepatitis (Berry et al., 2007; Feld et al., 2015; Jitraruch et al, 2017; Theocharidou et al., 2019). Advanced liver fibrosis may increase the risk or preclude the use of some curative therapies.



	About the Protocol

	Description of Protocol
	This protocol provides guidance for reporting fibrosis staging of a liver biopsy. 

	Protocol
	Fibrosis Staging

There are several staging systems that are appropriate to measure liver fibrosis. Simple scoring systems, which include three or four categories, are reproducible and are widely used in routine diagnosis and patient management. Complex scoring systems can include seven or more categories. While more complex systems are less reproducible, they provide more information and are useful in studies involving statistical analyses across biopsies. In both simple and complex systems, higher scores imply more severe disease progression. 

Recommendations from the Sickle Cell Disease Curative Therapies Working Group (WG)
The WG notes liver staging is comparable regardless of the system used. The WG recommends that the staging system used be reported to enable comparison across studies. 

	Participant
	Patients who have had a liver biopsy

	Source
	Goodman, Z. D. (2007). Grading and staging systems for inflammation and fibrosis in chronic liver diseases. Journal of Hepatology, 47, 598–607. 

	Language of Source
	English

	Personnel and Training Required
	Fibrosis staging should be performed by an experienced pathologist.

	Equipment Needs
	Microscope and liver biopsy sample

	Protocol Type
	Physical Measurement  
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