
Combining M30 Apoptosense® with FIB-4
laboratory assessment of hepatic fibrosis in NAFLD

The European Association for the Study of the Liver (EASL) have published their updated clinical practice guidelines on 
non-invasive tests for diagnosis and evaluation of NAFLD. In their guidelines FIB-4, a score based on widely available 
and simple parameters* and has shown to be a valuable tool to exclude advanced fibrosis, is recommended for a patient 
population at risk of liver disease¹. However, there is increasing evidence that also patients with NASH and early fibrosis 
are at significant risk of disease progression and complications². There is also a significant amount of patients who are 
within the FIB-4 intermediary category. In order to address this patient category, M30®† has been suggested as an aid 
in identifying patients that are in need of further investigation to a specialist in secondary care². The combination of 
M30® with FIB-4 could enable a more reliable identification of patients with increased risk of progressed NAFLD and 
might be helpful for deciding which patient should be referred to a specialist and considered for liver biopsy².  The 
incorporation of M30® in clinical practice guidelines for intermediary FIB-4 values is also recommended by the German 
Society of Gastroenterology, Digestive and Metabolic Diseases3. Hence, the following diagnostic tree is recommended 
for the use in NAFLD suspect patients at primary care.
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Increased liver values

Diagnosis of NAFLD
- Sonography
- Exclusion of other (coexisting) liver diseases 
- Exclusion of other causes of liver steatosis (increased alcohol consump-
tion, viral hepatitis, Wilson’s disease, coeliac disease, drugs, etc

FIB-4 score4,5

Age <65: <1.3
Age ≥65: <2.0

The presence of advanced fibro-
sis can be excluded.  

Surveillance in primary care

Age <65: 1.3–2.67
Age ≥65: 2.0–2.67

The presence of advanced fibrosis is 
questionable.

Further diagnostics should be performed.

Age <65: >2.67
Age ≥65: >2.67

The presence of advanced fibro-
sis is to be suspected.

Referral to secondary care

M30®

M30® ≤ 200 U/L 
Repeat screening of FIB-4 and 

M30®  after 6-12 months in 
primary care

M30® > 200 U/L 
Referral to secondary care
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* FIB-4: Age, AST, ALT & Platelet count. 
† The M30 Apoptosense® ELISA measures caspase-cleaved Keratin 18, which reflects the amount of apoptosis in the liver.




