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All 3 pathologists agree on component scores Result will serve as final score

All pathologists disagree on component scores

All 3 pathologists disagree on liver disease Consensus panel meeting

@Medpace

1.5% - 6.5%
prevalence of

MASH worldwide

37.3%
of people with type 2 

diabetes have MASH globally

3% - 6%
of the US population
affected by MASH

63%
increase in MASH cases in
the US from 2015 to 2030

FDA and EMA
require liver
biopsies for
MASH trial
endpoints

Gauge Length (cm)

Preferred
Needle 16 1.5-2.5

Alternative
(2-3 cores) 18-22 >3

2.5%
of MASH patients report

biopsy complications

Patients need
education on biopsy
importance and risks

Non-invasive tools help
identify candidates

(e.g. FIB-4)

Repeat biopsies
typically done 1 year
after treatment starts

Some regions (like
AsiaPac) use higher

concentrations
(buffered/unbuffered)

www.medpace.com

BEST LIVER BIOPSY SAMPLE TYPES
FOR A MASH STUDY 

INNOVATIVE APPROACHES IN
METABOLIC DYSFUNCTION-ASSOCIATED

STEATOHEPATITIS (MASH)
CLINICAL RESEARCH

EPIDEMIOLOGY OF MASH

THE ROLE OF LIVER BIOPSIES IN MASH TRIALS

PATIENT-CENTRIC CONSIDERATIONS

PRE-ANALYTICAL VARIABLE STANDARDIZATION
OF LIVER BIOPSY SAMPLES

CHALLENGES AND SOLUTIONS IN HISTOLOGICAL
ANALYSIS OF LIVER DISEASE 

“Gold Standard” 
Diagnostics

Non-invasive technologies are not yet validated to replace liver biopsies

Biopsy Sample
Recommendations

Neutral Buffered
Formalin — standard

histology fixative10%
Total Formalin Exposure Time

6-72 hours preferred,
inclusive of shipping time

Ship same day to central lab 

Fix liver biopsy overnight at site

Transfer to 70% ethanol next
morning

NAFLD Activity Score (NAS) system
evaluates liver disease severity based on:

Steatosis Lobular
inflammation Ballooning

Evolution of Pathology Reading

MOST RECENT CENTRAL REVIEW PARADIGM

2 pathologists agree on component scores
(includes if 1 deems sample non-evaluable)

Mode score will serve as final

Median score will serve as final

If 1 pathologist deems sample non-evaluable
and mode score is not available

Consensus panel meeting

2 pathologists deem sample non-evaluable
Sample remains non-evaluable
and new sample requested

Original uncut paraffin block

Historic cut paraffin block

Unstained tissue sections from historic block

Fresh wet tissue biopsy
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