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Stephan A Harrison et al. N EnglJ Med . 2024 8;390:497-509
Arun ) Sanyal etal. N EnglJ Med. 2025;392:2089-2099

FDA accepts proposal for reasonably likely

surrogate endpoint for ‘MASH’ all-cause
mortality or liver-related events

[8/27/2025) FOA's Certer for Brug Evaluation and Resaarch, Offioe of Mow Drugs has
aceapted @ Lather of intant &or the qualification of Lban Siilfross Assssmmen by
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MASH| with modarata-10-aduanced liver fbensis fseamng)

Acesrding b tha Leder of Inant, ihe biamarker can predict Tk of all-cause modaily of
Iiver-redied evants in patianes with MASH, MASH is o severe form o metabaike:
nasociated tasy fivar disaasa that deveiops whan 1 buliln i th Tvee caases
Inflamenatice and soarming. MASH is 8 progressiva disesse that can load 1o crhasls
(savara Iver scaming], hapatic decomponsaian (worening of Bvar function], Ivar cancer,
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Tha proposad Biomaner aMet 8 non-nvershe mathad for nessasing lver lifness:
conrulatns with iver 1brasic sevorly, may prodict cinkal ouleoms: and may provido o
saler. morm aoceasibin apprach for mocionng dsagan progression and remiman
response.

“This proposal represenis an mporant siap foward adoptieg non-maawe e in dng
development for MASH " said Frank Arania, MD. direcior of the Division of Hepatotogy
aned Nuitrtian in COER, “Sue! st studinn eould mplans Bver hisiiogy, which hes
bean e primary way im agsess Sver inury and repgs. Howsvar, obtaning histology
requiren Bver biopay. which is an myase poosdure

Exvaluating rew herapius o MASH withou! neguring repeated tvar biopsins cowd help
it tried Fmcrufment. nstfe reoressnintive patien! populatins, help overcome o ficution
kg sovcpastey muted Fis, i ccelerste dug develptact b paliss
it 1his seious v condition
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