INNOVATIVE APPROACHES IN

METABOLIC DYSFUNCTION-ASSOCIATED
STEATOHEPATITIS (MASH)
CLINICAL RESEARCH

I EPIDEMIOLOGY OF MASH l

1.5% - 6.9%

prevalence of
MASH worldwide

63%

increase in MASH cases in
the US from 2015 to 2030

“Gold Standard” Biopsy Sample

Diagnostics Recommendations
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validated to replace liver biopsies

2.5%

of MASH patients report
biopsy complications

Repeat biopsies
typically done 1 year
after treatment starts

Original uncut paraffin block
Historic cut paraffin block
Unstained tissue sections from historic block

Fresh wet tissue biopsy

PRE-ANALYTICAL VARIABLE STANDARDIZATION
OF LIVER BIOPSY SAMPLES

o Neutral Buffered
1 0 /o Formalin — standard
histology fixative 6 _ 7 2 hours preferred,
inclusive of shipping time

Some regions (like
AsiaPac) use higher
concentrations
(buffered/unbuffered)
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MOST RECENT CENTRAL REVIEW PARADIGM

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

2 pathologists agree on component scores

. - Mode score will serve as final
Q (includes if 1 deems sample non-evaluable)

All pathologists disagree on component scores Median score will serve as final

If 1 pathologist deems sample non-evaluable
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All 3 pathologists disagree on liver disease Consensus panel meeting

Sample remains non-evaluable
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