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A positive 
momentum across all 
our growth platforms

         ear Shareholders,

As we approach our Annual General Meeting, I would 
like to revisit the key drivers shaping GENFIT’s value 
creation trajectory, building on the progress achieved 
in 2025 and early 2026.

GENFIT is benefiting from positive momentum across 
its growth platforms, underpinned by a well-balanced 
strategy. On the one hand, we are gaining increasing 
visibility on potential short- and mid-term revenues, 
driven by most advanced programs. On the other, we 
are continuing to drive creation of longer-term value 
through innovative R&D programs that have the 
potential to reshape evolving standards of care.

This balance is also reflected in our financial profile, 
which is supported by two complementary sources: 
one already established in PBC, the other progressively 
strengthening in MASH diagnostics. Their contribution 
is expected to become more tangible in the coming 
months. Together, they demonstrate our ability to 
convert our scientific, regulatory, and financial 

expertise into concrete outcomes for the Company, 
while reinforcing the soundness of our strategic 
choices, particularly through partnerships with 
organizations that bring strong execution capabilities.

At the same time, three innovative R&D programs 
provide additional optionality that could become 
meaningful in the event of success: primarily in CCA 
and ACLF, where our teams are actively focused, and in 
PSC through our partnership with Ipsen. While these 
programs carry inherent risk, as is typical in 
biopharmaceutical innovation, they  also offer the 
potential for significant value creation.

Overall, this approach gives GENFIT a distinctive 
profile, combining an established and a strengthening 
revenue base with several independent, high-potential 
growth drivers.

Thank you for your continued trust and support.”

Pascal Prigent
GENFIT Chief Executive Officer

D

Pascal Prigent,
GENFIT CEO

2

PSC 1

*The ACLF pipeline covers a broad spectrum of conditions across a disease continuum including acute decompensation (AD) of li ver cirrhosis, hepatic encephalopathy (HE), etc.
1. IPSEN 2025 Full-Year Financial Results  - PR: GENFIT Reports Fourth Quarter 2025 Financial Information and Provides a Corporate Update 

2 drivers enhancing financial visibility 3 additional growth drivers

2024

Elafibranor in PBC

Diagnostic in MASH

2026

ACLF

CCA

https://www.ipsen.com/press-release/ipsen-delivers-strong-results-in-2025-driven-by-solid-execution-across-all-therapeutic-areas-and-provides-2026-guidance-3236839/
https://www.ipsen.com/press-release/ipsen-delivers-strong-results-in-2025-driven-by-solid-execution-across-all-therapeutic-areas-and-provides-2026-guidance-3236839/
https://www.ipsen.com/press-release/ipsen-delivers-strong-results-in-2025-driven-by-solid-execution-across-all-therapeutic-areas-and-provides-2026-guidance-3236839/
https://ir.genfit.com/news-releases/news-release-details/genfit-reports-fourth-quarter-2025-financial-information-and
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The commercial performance delivered by Ipsen with Iqirvo, launched in 

2024 in PBC, continues to strengthen quarter after quarter. 2025, the first 

full year of commercialization, triggered the first commercial milestone 

payment one year ahead of our initial expectations. In Q1 2026, sales 

growth also appears meaningfully stronger than that of the only competing 

therapy. These trends support expectations of continued strong 

performance in 2026.

1.1. Iqirvo®: a competitive profile in PBC

1.

Sales are reported in U.S. dollars (USD), while payments are made in euros (EUR). Currency conversion is performed in accordance with the contractually agreed exchange rate
1. Ipsen sales 1Q2025   |    Ipsen 1H2025 |     Ipsen sales 3Q25 |    Ipsen FY2025 |     Ipsen 1Q26
2.  €88.5M received + €17M expected in 1H26  FDA New Drug Application and EMA Marketing Authorization Application accepted |   First commercial sale of Iqirvo® in the US   |    Reimbursement in a 3rd 
European country – Italy   |    $200M threshold in its first full year of net sales
3.€24.5M received + €9.6M expected | GENFIT Reports First Quarter 2026 Financial Information and Provides a Corporate Update 
4. Intercept Announces Voluntary Withdrawal of OCALIVA® for Primary Biliary Cholangitis (PBC) from the US Market
5. GENFIT Announces Non-Dilutive Royalty Financing Agreement and Debt Overhang Resolution Plan       |   GENFIT Announces Completion of Non-dilutive Royalty Financing Agreement with HCRx and 
Results of Repurchase Offer to 2025 OCEANEs holders PR: GENFIT Reports Fourth Quarter 2025 Financial Information and Provides a Corporate Update |         GENFIT Reports First Quarter 2026 
Financial Information and Provides a Corporate Update

Two growth engines supporting enhanced 
financial visibility 

Cumulative milestone
payments received2

€105.5M 

Cumulative royalties 
received3

€34M

Click here to read the Gilead 1Q26 press release
Click here to read the Gilead 1Q26 press release

Click here to read the Ipsen 1Q26 press release
Click here to read the Ipsen 1Q26 press release

July 30, 2026

IPSEN 1H26 
Results

Royalties Financing
HCRx5

€160M

Iqirvo® sales (global, quarterly) since commercial launch1

Sep’25: Withdrawal of OCALIVA®  

for PBC (US Market)4

First full year net sales 

€184M €78.8M

€76.6M

€48.6M

€35.5M

$23.3M

€14.3M
€6.3M

4Q24 1Q25 2Q25 3Q253Q24 4Q25 1Q26

€20.6M

€43.9M

€79.4M

€128.0M

€204.6M

€283.4M

Cumulative  
sales

Quarterly  
sales

https://www.ipsen.com/press-releases/ipsen-delivers-strong-sales-in-the-first-quarter-2025-and-confirms-its-full-year-guidance-3062256/
https://www.ipsen.com/press-release/ipsen-delivers-strong-results-in-the-first-half-of-2025-and-upgrades-its-full-year-guidance-3124645/
https://www.ipsen.com/press-release/ipsen-delivers-strong-sales-in-the-first-nine-months-of-2025-and-further-upgrades-its-full-year-guidance-3170798/
https://www.ipsen.com/press-release/ipsen-delivers-strong-sales-in-the-first-nine-months-of-2025-and-further-upgrades-its-full-year-guidance-3170798/
https://www.ipsen.com/press-release/ipsen-delivers-strong-results-in-2025-driven-by-solid-execution-across-all-therapeutic-areas-and-provides-2026-guidance-3236839/
https://www.ipsen.com/press-release/ipsen-delivers-strong-sales-in-the-first-quarter-of-2026-and-confirms-its-full-year-guidance-3279554/
https://ir.genfit.com/news-releases/news-release-details/genfit-receive-us20m-milestone-after-ipsens-iqirvor-exceeds
https://ir.genfit.com/news-releases/news-release-details/genfit-announces-non-dilutive-royalty-financing-agreement-and
https://www.interceptpharma.com/about-us/news/?id=3148535
https://ir.genfit.com/news-releases/news-release-details/genfit-announces-non-dilutive-royalty-financing-agreement-and
https://ir.genfit.com/news-releases/news-release-details/genfit-announces-non-dilutive-royalty-financing-agreement-and
https://ir.genfit.com/news-releases/news-release-details/genfit-announces-non-dilutive-royalty-financing-agreement-and
https://ir.genfit.com/fr/news-releases/news-release-details/genfit-annonce-le-closing-du-royalty-financing-avec-hcrx-et-les
https://ir.genfit.com/fr/news-releases/news-release-details/genfit-annonce-le-closing-du-royalty-financing-avec-hcrx-et-les
https://ir.genfit.com/fr/news-releases/news-release-details/genfit-annonce-le-closing-du-royalty-financing-avec-hcrx-et-les
https://ir.genfit.com/fr/news-releases/news-release-details/genfit-annonce-le-closing-du-royalty-financing-avec-hcrx-et-les
https://ir.genfit.com/fr/news-releases/news-release-details/genfit-annonce-le-closing-du-royalty-financing-avec-hcrx-et-les
https://ir.genfit.com/fr/news-releases/news-release-details/genfit-annonce-le-closing-du-royalty-financing-avec-hcrx-et-les
https://ir.genfit.com/news-releases/news-release-details/genfit-reports-fourth-quarter-2025-financial-information-and
https://ir.genfit.com/news-releases/news-release-details/genfit-reports-first-quarter-2026-financial-information-and
https://ir.genfit.com/news-releases/news-release-details/genfit-reports-first-quarter-2026-financial-information-and
https://www.gilead.com/news/news-details/2026/gilead-sciences-announces-first-quarter-financial-results
https://www.ipsen.com/press-release/ipsen-delivers-strong-sales-in-the-first-quarter-of-2026-and-confirms-its-full-year-guidance-3279554/
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The MASH treatment market accelerated significantly in 2025, the first full year of commercialization for 

the first approved therapy, with sales approaching USD 1 billion. In this rapidly evolving environment, 

also characterized by the arrival of major pharmaceutical players and the momentum of GLP-1 agonists, 

diagnostics are becoming increasingly central.

Building on its early positioning in this field since 2015, GENFIT has developed a non-invasive diagnostic 

technology recognized both for its performance in identifying at-risk patients and for its accessibility 

through blood-based biomarkers. This recognition is reflected in a growing body of scientific evidence, 

inclusion in joint guidelines from several scientific societies, strong visibility within major consortia in the 

U.S. and Europe, and its use in most large clinical trials conducted by key industry players in MASH.

The path to value realization now depends on a limited number of steps, in continuity with the progress 

already achieved. These include broader access currently being developed with our partner Labcorp, 

potential reimbursement by Medicare and Medicaid in the U.S., partnerships with companies 

commercializing treatments, and the development of an IVD (In Vitro Diagnostic) version, which could 

further expand access to testing.

1.2. MASH diagnostics: 2026, a pivotal year

2015 2028

Historically
complementary
programs

Therapeutic Program 
(Phase 3 elafibranor in MASH)

Diagnostic Program NIS (Non-Invasive Diagnostic Technology)

✓ 6 major scientific publications 
(Nature, The Lancet Gastroenterology
and Hepatology, etc) and ~2020 
conference posters

✓ Recognition by EU and US consortia 
(LITMUS and NIMBLE)

✓ Deployment in large-scale clinical
trials (Madrigal, Novo, Lilly)

✓ Inclusion in international 
guidelines from leading scientific
societies (EASL/EASD/EASO)

Strategic 
pre-positioning
efforts

Next steps toward 
large-scale 
adoption

Large-scale commercialization 
through Labcorp OnDemand catalog

Reimbursement of 
Labcorp’s NASHnext® by 
Medicare/Medicaid (US)

Partnership agreements 
with leading 
pharmaceutical players

Development of an 
IVD version 
(in vitro diagnostic) 

2020 2026
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2.

A Orphan Drug Designation (ODD) FDA               B  POC = Proof of Concept               C FIH = First-in-Human Study 
The ACLF pipeline covers a broad spectrum of conditions across a disease continuum including acute decompensation (AD) of liv er cirrhosis, hepatic encephalopathy (HE), etc.
All drugs under development are investigational compounds that have not been reviewed nor been approved by a regulatory autho rity in targeted indications
Next expected/targeted steps: Reflects management's anticipated timelines, which are subject to change | based on industry be nchmark/average – PR: GENFIT Reports Full-Year 
2025 Financial Results and Provides Corporate Update 
1.  G1090N: Reformulation of Nitazoxanide (NTZ)                2.  In-licensed from Seal Rock Therapeutics               3.  In-licensed from Celloram
4.  IPSEN 2025 Full-Year Financial Results  - PR: GENFIT Reports Fourth Quarter 2025 Financial Information and Provides a Corporate Update 

GENFIT also benefits from additional growth drivers based on differentiated approaches that could, 

over time, contribute to evolving standards of care in the severe diseases we target.

In cholangiocarcinoma, the Phase 1b study evaluating GNS561 in combination is ongoing and is 

expected, as planned, to deliver new data by mid-2026. Dose escalation has been extended to 

additional cohorts following encouraging early signals, which should generate further data in the 

second half of 2026. A transition to Phase 2 is still envisaged over the same period.

In ACLF, Phase 1 results with nitazoxanide confirmed prior clinical and preclinical observations and 

support continued development. The FDA orphan drug designation obtained in March further 

reinforces this trajectory. Initiation of a proof-of-concept study remains planned for the second half of 

2026, with results expected in 2027.

In PSC, our partner Ipsen initiated a Phase 3 study with elafibranor at the beginning of the year, 

following strong Phase 2 results. If successful, this program could generate additional milestone 

payments and royalties for GENFIT. In terms of size, this market is generally considered comparable to 

second-line PBC.

Finally, work to assess the potential of our preclinical portfolio in ACLF is ongoing, with decisions 

expected during the year.

Three additional levers with value creation 
potential 

Potential initiation of Phase 2 
targeted 2H26

Phase 1b on going (dose escalation)

GNS561A

Phase 1 completed
Potential initiation of Phase 2 
POCB targeted 2H26 

G1090N/NTZA,1

VS-02-HE

SRT-0152

CLM-0223

Potential initiation of FIHC targeted 2H27

Further explorations of NLRP3 inhibition

FIHC Go/No-Go Decision 1H26

ELASCOPE, first and only global Phase 3 launched in Feb 26 by IPSENPSC1

ACLF
Continuum

CCA

Click here to read the latest status of these programs
Click here to read the latest  status of these programs

Elafibranor

Expected results
by 2031

https://ml-eu.globenewswire.com/Resource/Download/ad527c51-9a05-43de-a33e-b8ed963440c6
https://ml-eu.globenewswire.com/Resource/Download/ad527c51-9a05-43de-a33e-b8ed963440c6
https://ml-eu.globenewswire.com/Resource/Download/ad527c51-9a05-43de-a33e-b8ed963440c6
https://ml-eu.globenewswire.com/Resource/Download/ad527c51-9a05-43de-a33e-b8ed963440c6
https://www.sealrocktx.com/
https://www.celloram.com/
https://www.ipsen.com/press-release/ipsen-delivers-strong-results-in-2025-driven-by-solid-execution-across-all-therapeutic-areas-and-provides-2026-guidance-3236839/
https://www.ipsen.com/press-release/ipsen-delivers-strong-results-in-2025-driven-by-solid-execution-across-all-therapeutic-areas-and-provides-2026-guidance-3236839/
https://www.ipsen.com/press-release/ipsen-delivers-strong-results-in-2025-driven-by-solid-execution-across-all-therapeutic-areas-and-provides-2026-guidance-3236839/
https://ir.genfit.com/news-releases/news-release-details/genfit-reports-fourth-quarter-2025-financial-information-and
https://ir.genfit.com/news-releases/news-release-details/genfit-reports-first-quarter-2026-financial-information-and
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3.

The 2026 EASL Congress 

provides several 

important takeaways

Highlights from the EASL Congress

Click here to read the GENFIT EASL 2026 press 
release Click here to read the GENFIT 

EASL 2026 press release

ACLF reached a key milestone, with an unprecedented 

alignment among academic and institutional 

stakeholders, validating the pioneering positioning 

established by GENFIT over recent years. This dynamic 

was reflected in the strong engagement of scientific 

societies during a dedicated pre-congress day with FDA 

participation, as well as in the structuring of leadership 

and dedicated working groups within the Forum for 

Collaborative Research.
Global Consensus Meeting on Harmonising the 
Definition of ACLF – Tuesday, May 26

Our scientific footprint in this therapeutic area was also particularly visible, notably through multiple 

presentations covering both our development assets and real-world data.

GENFIT & EF CLIF: ACLF insights  
Wednesday, May 27​

Finally, data presented by Ipsen in PBC confirm the momentum 

behind elafibranor, highlighting the strength of its therapeutic 

profile and, for GENFIT, the potential associated with this 

partnership.

Overall, the Congress increased the visibility of our programs and 

confirmed both their positioning and the consistency of our 

strategic choices.

At the same time, MASH once again emerged as a central theme. An inflection point is beginning to take 

shape following Madrigal’s successful launch, alongside the growing involvement of major players such as 

Novo Nordisk and Eli Lilly. In this context, the need for diagnostic solutions that can be deployed at scale 

is becoming increasingly critical across the patient journey, for physicians, patients, manufacturers, and 

payers.

Top Poster Presentation (G1090N) 
Wednesday, May 27​

Booth Ipsen

https://ir.genfit.com/news-releases/news-release-details/genfit-highlights-broad-scientific-and-strategic-presence-easl
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4. Listening to our shareholders

Please send us your questions now at the following address:

investors@genfit.com

The first two episodes…

The first two episodes…

In line with the commitment made in our January shareholder letter, we recently addressed your 
questions through a series of three videos featuring our CEO, Pascal Prigent.

In light of  the high quality of the questions received and the positive feedback on this initiative, we are 
considering repeating the exercise before year-end. Please feel free  to submit your questions to:
investors@genfit.com

GENFIT Answers
Its Investors

…and a news update

…and a news update

mailto:investors@genfit.com
https://www.youtube.com/watch?v=ZICN_OvEFe4
mailto:investors@genfit.com
https://www.youtube.com/watch?v=ZICN_OvEFe4
https://www.youtube.com/watch?v=NanAXOZruQ4&list=PLbOuuzw1fXnxyystAR-iPDJu-ZADC7aon&index=3
https://www.youtube.com/watch?v=Yhq5r9kDYIY&list=PLbOuuzw1fXnxyystAR-iPDJu-ZADC7aon
https://www.youtube.com/watch?v=ZICN_OvEFe4
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Voting matters and practical information

The Annual General Meeting, scheduled for June 15, 2026, will be an important moment as we continue to 
strengthen our positioning and advance our strategic priorities. We count on your participation and 
support.

As a shareholder, you contribute directly to GENFIT’s strategic decisions through your participation in 
General Meetings. Your support has helped strengthen our financial structure and support key initiatives, 
including our partnership with Ipsen and the development of our assets.

We encourage you to consult the notice of 
meeting brochure available on our website 

and to complete the necessary steps as early 
as possible so your instructions can be taken 

into account.

Further details on participation and a tutorial 
on using the Votaccess platform are available 

here

A live webcast of the General Meeting will be 
available on our website**

Practical information

Monday, June 15, 2026 at 10:00 a.m.

Faculty of Pharmacy of Lille

Participation procedures

You may participate:

- by attending the General Meeting in person

- by voting online, in particular via the secure 
Votaccess platform* from May 27 to June 14 
at 3:00 p.m. (Paris time)

- by voting by post, prior to the meeting:
• by postal vote,
• by appointing a proxy,
• by granting power to the Chairman of 

the General Meeting.

5.

You may also contact the numbers below should you have any questions regarding the 
participation procedures for the General Meeting to be held on June 15:

0 805 036 006 (toll-free number accessible from France)

or +33 (0)3 62 27 72 32 (accessible from France and abroad), Monday to Friday, from 
10:00 a.m. to 7:00 p.m.

*Subject to your financial intermediary being duly subscribed to this platform
**Remote live voting is not available

GENFIT | investors@genfit.com | https://ir.genfit.com/fr/ 

Thi s letter contain s certain  forward -lo oking statements with resp ect to GENFIT, inc lud ing,  bu t not limi ted  to, statements  regard in g the exp ected commer cial  per fo rmance and  revenue growth dri ven  by the develop ment of Iqirvo®  (elafi brano r)  in  PB C, as 
wel l as  the addi ti onal  market and  revenu e poten ti al asso ciated  with  its  develop ment i n PSC  ;  the C ompan y’s  parti cip ation in E ASL Co ngress 2026,  the exp ected sc ienti fi c and strategic  momen tu m in  Acute -on-Ch roni c Li ver  Failu re (ACLF)  [BP4. 1]; th e 

anti cip ated ro llou t and  co mmerci al accel eration of di agnostic tests in MASH b ased on GENFIT’s p ropr ietary non  in vas ive d iagno stic  (NIS) techn ology, inc lu din g their  reimb ursement an d ad option  by p ayer s;  the exp ected ti melin e, r esul ts an d n ext 
develo pment mi lesto nes for GENFIT’s  c lin ical  pr ograms,  in  par ti cu lar th e availab ili ty o f addi tional  Ph ase 1b  data fo r GNS561 in  cholan giocarci noma by mid  2026, th e in itiatio n of Phase 2 s tudi es for  GNS561 and  NTZ/G1090N i n the second  hal f of 2026 an d 

the avai labi lity of P hase 2 data fo r NTZ i n 2027;  an d the Comp any’s  cash  run way and  its  abi lity to fu nd operatio ns.  Th e use o f certain  wor ds,  such  as  "bel ieve", "potenti al", "expect" , “target”, “may”, “wi ll”,  "shoul d",  "could ", "if" an d s imi lar exp ress ion s, is  
in tended  to i dentify forw ard-lo oking statements.  A lthou gh the Comp any bel ieves i ts exp ectation s ar e based o n the cu rrent exp ecta tion s and reason able assumpti ons  of the Comp any’s  man agement, th ese for ward-lo oking statements are subj ect to 
nu merous  kno wn an d u nknow n ri sks  and  un certain ties,  wh ich  could  cause actual  results  to d iffer materi ally from those expresse d in,  or impl ied or p rojected b y,  the fo rward-lo oking statements.  Th ese r isks  and  un certai nties  in clu de, among others , the 

un certai nties  in herent in research and developmen t, i ncl udi ng i n r elation  to n on-c lin ical  and  pr e-c lin ical  pr ograms,  rep rodu cib ili ty of prec li nical r esul ts, the tran slati on o f animal  mod el d ata to hu man b iol ogy,  in  rel ati on to  safety of d rug cand idates ,  cost of, 
pr ogress ion  of, and resu lts from, our ongoi ng an d p lann ed c lin ical tri als,  pati ent recrui tmen t, review  and  app rovals by regu latory au th oriti es i n th e United  States, Europ e and  wor ldwi de, of ou r dr ug an d d iagnostic  can did ates, pri cin g, ap proval and 

commerci al success of elafi brano r in  the relevant j urisdi ction s,  exch ange rate fl uc tu ations , and our con ti nued  abi lity  to raise cap ital to  fund  ou r develo pment, as  well  as  those ri sks and uncertain ti es discu ssed or  id entified  in  the C ompan y’s  pu bli c fi lin gs w ith 
the AMF, i ncl udi ng th ose lis ted i n C hapter 2 "Ri sk Factors and In ter nal Contro l" o f the C ompany's  2025 Un iversal  Regi stration  Document fi led on A pri l 3,  2026 (no.  26-0221) with  the A utori té des  marchés fin anci ers ("A MF" ), whi ch is  availab le on  GENFIT's  
web site (www .genfi t. fr) and the A MF's  web si te (ww w.amf. org),  and  those d iscussed  in  repo rts fi led with th e AMF o r other wise m ade pu bli c,  by the Comp any. In addi ti on,  even i f the resul ts , performan ce, finan cial  po siti on an d l iqu idi ty of the C ompan y and 

the developmen t of the ind ustr y in which it op erates ar e co nsi stent with such fo rward -lo oking statements,  they may n ot be predi ctive of resu lts or d evel opments  in  futur e peri ods . These forward -lo oking statements sp eak onl y as o f the d ate of pu bli catio n 
of th is press release. O th er than  as  requ ired  by ap pli cabl e law , the Comp any does  n ot un dertake any o bli gati on to  up date or revise any forw ard-lo oking informati on o r s tatemen ts , whether as a result o f new informati on, future even ts  or  otherw ise.

CLICK HERE

CLICK HERE

To Vote

https://ir.genfit.com/financial-information/shareholders-meeting
https://ir.genfit.com/static-files/b1384dc3-c8d4-43b3-811f-a65a35c6202d
https://ir.genfit.com/financial-information/shareholders-meeting
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