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Disclaimer & Forward Looking Statements
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IMPORTANT NOTICE – YOU MUST READ THE FOLLOWING BEFORE CONTINUING. THIS PRESENTATION HAS BEEN PREPARED BY GENFIT AND IS FOR INFORMATION PURPOSES ONLY.

CERTAIN OF THE INFORMATION CONTAINED HEREIN CONCERNING ECONOMIC TRENDS AND PERFORMANCE IS BASED UPON OR DERIVED FROM INFORMATION PROVIDED BY THIRD-PARTY 

CONSULTANTS AND OTHER INDUSTRY SOURCES. WHILE GENFIT BELIEVES THAT SUCH INFORMATION IS ACCURATE AND THAT THE SOURCES FROM WHICH IT HAS BEEN OBTAINED ARE 

RELIABLE, GENFIT HAS NOT INDEPENDENTLY VERIFIED THE ASSUMPTIONS ON WHICH PROJECTIONS OF FUTURE TRENDS AND PERFORMANCE ARE BASED. IT MAKES NO GUARANTEE, EXPRESS 

OR IMPLIED, AS TO THE ACCURACY AND COMPLETENESS OF SUCH INFORMATION. 

THIS PRESENTATION CONTAINS CERTAIN FORWARD-LOOKING STATEMENTS, INCLUDING THOSE WITHIN THE MEANING OF THE PRIVATE SECURITIES LITIGATION REFORM ACT OF 1995, WITH 

RESPECT TO GENFIT, INCLUDING STATEMENTS REGARDING OUR EXPECTED FUTURE PERFORMANCE, BUSINESS PROSPECTS, FINANCIAL PERSPECTIVE, CORPORATE STRATEGY, EVENTS AND 

PLANS, INCLUDING TIMING OF FURTHER ANALYSES AND THE PUBLICATION OF THE FULL DATA SET OF THE INTERIM RESULTS OF OUR PHASE 3 RESOLVE-IT CLINICAL TRIAL, OUR EXPECTED 

CLINICAL AND REGULATORY STRATEGY FOR ELAFIBRANOR, DISCUSSIONS WITH REGULATORY AUTHORITIES REGARDING RESOLVE-IT, THE IMPACTS OF DECISIONS SURROUNDING THE FUTURE 

OF THE RESOLVE-IT TRIAL ON OUR CASH POSITION, AND THE TIMING OF CLINICAL AND REGULATORY MILESTONES IN OUR PBC AND NIS4 PROGRAMS. THE USE OF CERTAIN WORDS, INCLUDING 

“BELIEVE,” “POTENTIAL,” “EXPECT” AND “WILL” AND SIMILAR EXPRESSIONS, IS INTENDED TO IDENTIFY FORWARD-LOOKING STATEMENTS.  ALTHOUGH THE COMPANY BELIEVES ITS 

EXPECTATIONS ARE BASED ON THE CURRENT EXPECTATIONS AND REASONABLE ASSUMPTIONS OF THE COMPANY’S MANAGEMENT, THESE FORWARD-LOOKING STATEMENTS ARE SUBJECT TO 

NUMEROUS KNOWN AND UNKNOWN RISKS AND UNCERTAINTIES, WHICH COULD CAUSE ACTUAL RESULTS TO DIFFER MATERIALLY FROM THOSE EXPRESSED IN, OR IMPLIED OR PROJECTED BY, 

THE FORWARD-LOOKING STATEMENTS. THESE RISKS AND UNCERTAINTIES INCLUDE, AMONG OTHER THINGS, THE UNCERTAINTIES INHERENT IN RESEARCH AND DEVELOPMENT, INCLUDING 

RELATED TO SAFETY, BIOMARKERS, PROGRESSION OF, AND RESULTS FROM, ITS ONGOING AND PLANNED CLINICAL TRIALS, REVIEW AND APPROVALS BY REGULATORY AUTHORITIES OF ITS 

DRUG AND DIAGNOSTIC CANDIDATES AND THE COMPANY’S CONTINUED ABILITY TO RAISE CAPITAL TO FUND ITS DEVELOPMENT, AS WELL AS THOSE RISKS AND UNCERTAINTIES DISCUSSED OR 

IDENTIFIED IN THE COMPANY’S PUBLIC FILINGS WITH THE FRENCH AUTORITÉ DES MARCHÉS FINANCIERS (“AMF”), INCLUDING THOSE LISTED IN SECTION 2.1 “MAIN RISKS AND UNCERTAINTIES”

OF THE COMPANY’S 2019 UNIVERSAL REGISTRATION DOCUMENT FILED WITH THE AMF ON MAY 27, 2020, WHICH IS AVAILABLE ON GENFIT’S WEBSITE (WWW.GENFIT.COM) AND ON THE WEBSITE 

OF THE AMF (WWW.AMF-FRANCE.ORG) AND PUBLIC FILINGS AND REPORTS FILED WITH THE U.S. SECURITIES AND EXCHANGE COMMISSION (“SEC”), INCLUDING THE COMPANY’S ANNUAL REPORT 

ON FORM 20-F DATED MAY 27, 2020, AND SUBSEQUENT FILINGS AND REPORTS FILED WITH THE AMF OR SEC, OR OTHERWISE MADE PUBLIC, BY THE COMPANY. IN ADDITION, EVEN IF THE 

COMPANY’S RESULTS, PERFORMANCE, FINANCIAL CONDITION AND LIQUIDITY, AND THE DEVELOPMENT OF THE INDUSTRY IN WHICH IT OPERATES ARE CONSISTENT WITH SUCH FORWARD-

LOOKING STATEMENTS, THEY MAY NOT BE PREDICTIVE OF RESULTS OR DEVELOPMENTS IN FUTURE PERIODS.  THESE FORWARD-LOOKING STATEMENTS SPEAK ONLY AS OF THE DATE OF 

PUBLICATION OF THIS PRESENTATION. OTHER THAN AS REQUIRED BY APPLICABLE LAW, THE COMPANY DOES NOT UNDERTAKE ANY OBLIGATION TO UPDATE OR REVISE ANY FORWARD-

LOOKING INFORMATION OR STATEMENTS, WHETHER AS A RESULT OF NEW INFORMATION, FUTURE EVENTS OR OTHERWISE.



GENFIT: Pioneering Diagnostic and Therapeutic Solutions
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Milestones

Pioneer Next Steps

Pipeline

Target Indications



A Glimpse of GENFIT
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Developing innovative 

therapeutic and 

diagnostic solutions 

for metabolic and 

liver-related diseases

A pipeline in 

development

Partnership with Terns for 

R&D and commercialization of 

elafibranor in Greater China

Licensing agreement with 

LabCorp-Covance for NIS4™

Solid financial position

• 1Q20 cash & equivalents of 

€252M

• Nasdaq and Euronext Paris 

(GNFT)

Key upcoming 

milestones

Phase 3 in NASH

• Biopsy re-read and in depth 

analyses of the interim 

dataset – 2H20

Phase 3 in PBC

• Trial initiation – 2H20*

NIS4™commercialization 

• Clinical diagnostics - 2H20

Corporate update

• Fall 2020  

Multiple candidates 

and target indications

Elafibranor 

• NASH liver manifestation of 

metabolic syndrome

• PBC severe cholestatic, 

chronic, autoimmune 

liver disease

NIS4™ NASH & Fibrosis 

Diagnostic

NTZ** in Fibrosis

Note:* All Phase I and Phase II clinical trials have been paused due to the ongoing COVID-19 pandemic. This does not include the Nitazoxanide Phase 2 investigator-led study, Phase III RESOLVE-IT extension phase 

or the ongoing NIS4™ development.  **NTZ is a Phase 2 investigator-led study. 



Development Pipeline
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Note:* All Phase I and Phase II clinical trials have been paused due to the ongoing COVID-19 pandemic. This does not include the Nitazoxanide Phase 2 investigator-led study, Phase 3 RESOLVE-IT extension phase 

or the ongoing NIS4™ development. **Pediatric NASH pending decision on RESOLVE-IT. ***NTZ is a Phase 2 investigator-led study. 

Program and indication Target Development stage*

Elafibranor programs in NASH (incl. RESOLVE-IT)** PPAR α/δ

Elafibranor in PBC PPAR α/δ

NIS4TM Diagnostic in NASH with fibrosis NAS>4, F2+

Nitazoxanide (NTZ) in fibrosis*** Undisclosed

TGFTX1 in auto-immune diseases RORγt

Phase 3

Phase 2

Clinical research 

Phase 3 – Decision on continuation for clinical 

outcomes to be made in the Fall 2020 

Preclinical



Corporate Timeline
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2019

RESOLVE-IT NASH (Elafibranor)
Phase 3 interim data readout

NASH Fibrosis (NTZ†)

Phase 2 data readout

PBC (Elafibranor)
Phase 3 trial initiation

NIS4™ Technology for 

Clinical Research
Commercial launch of NIS4™

technology by Covance, Inc.*

Achieved milestones

Near/Mid term catalysts

Note: * Covance, Inc. is a subsidiary of LabCorp **All Phase 1 and Phase 2 clinical trials have been paused due to the ongoing COVID-19 pandemic. This does not 

include the Phase II investigator-led NTZ study, the Phase 3 RESOLVE-IT extension phase or the ongoing NIS4™ development. † Nitazoxanide (NTZ) is an investigator-

led study. ***Licensing would enable a commercial lab to develop NIS4 technology and deploy as a clinical diagnostic laboratory developed test (LDT)

Elafibranor programs in 

NASH (incl. RESOLVE-IT)**
Corporate update

20212020**

NIS4™ Technology
Licensing to a major commercial lab

for use in clinical diagnostics***

NIS4™ Technology
LDT for use in clinical diagnostics



Elafibranor in Clinical Development for Primary Biliary Cholangitis (PBC)
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PBC: A Severe, chronic liver condition

High unmet medical need

• High proportion of non/partial responders with current treatments

• Pruritus and fatigue, the most significant disease symptoms, are NOT addressed by 

current PBC therapies5

Elafibranor achieves positive efficacy and safety in a Phase 2a trial, justifying 

Phase 3 development6

• Successful Elafibranor Phase 2a study results in adult patients with PBC with 

inadequate response to UDCA6

Prevalence 

in general population: 

0.04% (~40/100k)3

Typically affects 

women 30-65

years old4

Successful Phase 2a 

trial in PBC6

Cholestatic, 

autoimmune disease 

affecting intrahepatic 

bile ducts3,4

References: 1. GENFIT Corporate Press Release. “GENFIT Announces FDA Grant of Breakthrough Therapy Designation to Elafibranor for the Treatment of PBC.” 29 June 2019. 2. Image adopted from Figure from Mayo Foundation for Medical 

Education and Research. 3. Lu et al. J Clin Gastroenterology 2018; 16:1342-1350 . 4. Boberg et al. J Hepatol. 2011; 54: 374-85. 5. Lindor et al. Hepatol. 2019; 69 (1): 394-419. 6. Presented at EASL 2019; Late Breaker Oral Session-02; NCT03124108; 

Elafibranor, a peroxisome proliferator-activted receptor alpha and delta agonist demonstrates favourable efficacy and safety in patients with primary biliary cholangitis and inadequate response to ursodeoxycholic acid treatment, Schattenberg et al. 

2019 Journal of Hepatology, Vol. 70, Issue 1, e128.

Breakthrough Therapy designation granted by FDA1 and Orphan Drug designation granted by FDA & EMA1



Elafibranor Achieved Primary Endpoint in Phase 2a PBC Study
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Statistically significant (p<0.001) treatment effects in both 80mg and 120mg doses on the primary end-point

(confirmed in mITT* set) of serum alkaline phosphatase (ALP) change from baseline

Change at week 12 in serum alkaline phosphatase (ALP) from baseline1

Note:* mITT (All subjects w/ available baseline value and at least one post baseline value under treatment for ALP)=Placebo (N=15), Elafibranor 80mg (N=15), Elafibranor 120mg (N=14).  Per Protocol Set = Placebo (N=14), Elafibranor 80mg (N=14), 

Elafibranor 120mg (N=13).  ITT (intend to treat) = Placebo (N=15), Elafibranor 80mg (N=14), Elafibranor 120mg (N=15)

References: 1. Presented at EASL 2019; Late Breaker Oral Session-02; NCT03124108; Elafibranor, a peroxisome proliferator-activted receptor alpha and delta agonist demonstrates favourable efficacy and safety in patients with primary biliary 

cholangitis and inadequate response to ursodeoxycholic acid treatment, Schattenberg et al. 2019 Journal of Hepatology, Vol. 70, Issue 1, e128.

*Non-parametric randomization ANCOVA with baseline as covariate

*** P-value vs. placebo: <0.001
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Elafibranor Shows Strong Competitive Profile on Composite Endpoint 

in Phase 2a PBC Study
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Top-line comparison efficacy in Phase 2 (12-week data)

Elafibranor1,*

(GENFIT)

Ocaliva2, **

(INTERCEPT)

80mg 120mg pbo 10mg pbo

Primary endpoint

ALP (% change vs baseline)
-48% -41% 3% -24% -3%

Composite endpoint 
% responders

ALP<1.67ULN; Bili<ULN and ALP reduction >15%  
67% 79% 6.7% 23% 10%

Data taken from different clinical trials (no head-to-head comparitive data available)

Achieved the composite endpoint previously used for regulatory approval3,4 of existing PBC therapies

Note: * mITT (All subjects w/ available baseline value and at least one post baseline value under treatment for ALP)=Placebo (N=15), Elafibranor 80mg (N=15), Elafibranor 120mg (N=14). **mITT: Placebo (N=37), OCA 10mg (N=38), OCA 25mg (N=47), OCA 

50mg (N=39) References: 1. Presented at EASL 2019; Late Breaker Oral Session-02; NCT03124108; Elafibranor, a peroxisome proliferator-activted receptor alpha and delta agonist demonstrates favourable efficacy and safety in patients with primary biliary 

cholangitis and inadequate response to ursodeoxycholic acid treatment, Schattenberg et al. 2019 Journal of Hepatology, Vol. 70, Issue 1, e128. 2. Hirshfield et al. 2015 Gastroenterology 148:751-761 3. FDA CDER, “Application Number:207999Orig1s000 Cross 

Discipline Team Leader Review for OCA Approval.” 25 May 2016 4. FDA GIDAC Meeting, “FDA Introductory Remarks, NDA 207999: Obeticholic Acid.” 7 April 2016. 



Efficacy and Safety Data Support Progression of Elafibranor 
into a Phase 3 Trial in PBC
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Beneficial effect on1… Pruritus trend

PBC markers Metabolic markers Bile Acid Precursors

GGT

• - 39% (elafibranor 80mg) 

• - 40% (elafibranor 120mg) 

• (p=0.001, p=0.002)

5’-nucleotidase

• Total cholesterol

• Low-density lipoprotein-C

• Triglycerides

• C4

Safety & tolerability profile
Generally safe and well tolerated

VAS* % change from  baseline to W12

• - 24% (elafibranor 80mg)

• - 49% (elafibranor 120mg)

• - 7% (PBO)

Phase 3 program underway and clinical study of elafibranor in patients with PBC to initiate 2H20**

Note:*VAS = Visual Analog Score, ** All Phase I and Phase II clinical trials have been paused due to the ongoing COVID-19 pandemic. 

References: 1. Presented at EASL 2019; Late Breaker Oral Session-02; NCT03124108; Elafibranor, a peroxisome proliferator-activted receptor alpha and delta agonist demonstrates favourable efficacy and safety 

in patients with primary biliary cholangitis and inadequate response to ursodeoxycholic acid treatment, Schattenberg et al. 2019 Journal of Hepatology, Vol. 70, Issue 1, e128.

1



Addressing Current NASH Identification Limitations to 

Improve NASH Diagnosis
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Liver biopsy: INVASIVE
• Significantly invasive and patient reluctance

• Potential complications

• Costly procedure

• Sampling errors

• Limited number of hepatologists

and pathologists to interpret results 

Market need for a simple blood test10

• A specific diagnosis of NASH activity and fibrosis stage

• Non-invasive, lower risk approach

• Easy-to-access, cost effective, with potential for large scale adoption

• Capacity for diagnosing and potentially monitoring disease progression

Non-invasive blood tests  

(NITs) are supported and 

encouraged by the 

regulatory authorities10

References: 1. Chalasani N, Hepatology, 2018. 2. Cleveland E. Clin Liver Dis, 2018. 3. Younossi ZM, Hepatology, 2018. 4. Fernando B, Diabetes Obes Metab, 2018. 4. Fernando B, J Investig Med, 2018. 5.
Fernando B, Diabetes Care, 2019. 6. European Society of Radiology (ESR), Insights Imaging, 2014. 7. Leoni S, World J Gastroenterol, 2018. 8. Nalbantoglu IL, World J Gastroenterol., 2014. 9. Ratziu V, 
Gastroenterology, 2005. 10. FDA, “Guidance Document: Noncirrhotic Nonalcoholic Steatohepatitis with Liver Fibrosis: Developing Drugs for Treatment.” December 2018.

Biopsy: the imperfect reference standard1-9



NIS4™ : A Clinically Validated* Diagnostic Blood Testing  

Technology to Identify Both NASH and Fibrosis2
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NIS4™ – an algorithm developed to identify patients with “at-risk NASH” (NAS≥4; F≥2)

• 4 biomarker panel: miR-34a, Alpha2-macroglobulin (A2M), YKL-40, Hemoglobin A1c (HbA1c), output score ranging from 0.00 to 1.002

• Developed within the DISCOVERY cohort (N=239) and independently validated* in RESOLVE-IT-DIAG (N=475) and ANGERS cohorts (N=227)

• NIS4™-based test significantly outperformed other NITs for the detection of at-risk NASH3

• High specificity of rule-in configuration: corresponds to low false positive rate and high HCP confidence to identify those most in need of future 

therapeutic interventions

Patients with NASH (NAS≥4, with at least 1 point in sub-category: steatosis, ballooning, and inflammation) and fibrosis (F≥2). GENFIT internal data.

Development:
DISCOVERY (N=239)2

Validation: 

RESOLVE-IT-DIAG (N=475)2 / 

ANGERS (N=227) 

Head-to-head AUROCs comparison: 

NIS4™ vs. other NITs1 (T2D N=275)3

*Note: There is currently no NIS4-based test approved as an IVD. NIS4™technology has been licensed to LabCorp, which has used it to develop and launch its own NIS4-based test through its subsidiary, Covance, 
for use in clinical trials.  References: 1. Harrison SA, et al. Manuscript in development. 2. Sanyal AJ, et al. AASLD, 2018. 3. Data Presented at AASLD 2019, GENFIT Poster #1757, 3. Data Presented at AASLD 
2018, Sanyal AJ,, et al. NIS4 for detection of active NASH (NAS≥4) and significant fibrosis (F≥2) in 714 patients at risk of NASH: diagnostic metrics are not affected by age, gender, type 2 diabetes or obesity.”
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NIS4™ : A Diagnostic Technology to Aid in the Future Diagnosis 

and Treatment of NASH

1 HCP evaluates 
patients’ risk factors

Is patient at risk for NASH?
Metabolic Syndrome

Liver Enzymes

Diabetes

Hypertension

Obesity

2 HCP orders 
NASH Dx Test

Is the diagnostic test positive?

Additional testing and/or 

NIS4™-based retest in 3 years*

Additional testing and/or 

NIS4™-based retest in 1 year*

3 HCP determines 
treatment intervention & 
monitors disease status 
with subsequent testing 

Severe and complicated cases are 
referred to specialists who may request 
additional diagnostic tests, if needed 
(Medical Imaging – Fibroscan, MRI, 
MRE or biopsy)

HCP determines treatment 
intervention and monitors disease 
status with subsequent testing 

Hepatologists, Gastroenterologists, Endocrinologists
Primary Care Providers,

Hepatologists, Gastroenterologists, Endocrinologists

2

3

?NO

YESYES

Note: ** Interval time to be defined

Is the patient 

severe?YES

NO



Future Development and Commercialization of NIS4™ Technology 
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Dual-track for regulatory development and 

commercialization 

Potential to be the only clinically validated NIT for 

diagnosis of NASH activity and fibrosis stage

Upcoming projected development milestones

• Licensing of NIS4™ technology to a major commercial lab 

for use in clinical diagnostics*– 2H20

• LDT for use in clinical diagnostics – 2H20

• Submission to FDA for IVD approval 

• Submission to EU Notified Body for CE mark 

Achieved milestones and a clear plan

Accomplishments

• Licensing of NIS4™ technology to LabCorp-Covance 

for use by pharmaceutical companies in clinical 

research / clinical trials – 1Q19

• Development and commercialization of a NIS4™ –

based blood test by Covance, a subsidiary of 

LabCorp, for use in clinical research – 4Q19 

Market testing opportunity of target populations

• Diabetes patients in U.S.: 34M1

• Obese (BMI>30) patients in U.S.: 94M2

Note: *Licensing would enable commercial lab to develop NIS4 technology and deploy as a clinical diagnostic laboratory developed test (LDT)

References: 1.National Diabetes Statistics Report 2020 (13% = prevalence of diabetes in U.S. population) ; +2010 US Census: (308,745,538 U.S. population – 74,181,467 U.S. population under age 18 = 

234,564,071 U.S. adults). 2. National Center for Health Statistics (39.8% = prevalence of obesity in U.S.).



RESOLVE-IT: Phase 3 Clinical Trial Design for Elafibranor 

in Adults with NASH and Fibrosis
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Initiation

Q1 2016
Phase 3 Extension Phase: Event Driven

Histology at 72w (18mo)
• Primary: NASH resolution without worsening of fibrosis
• Key Secondary: 

• Improvement of histological fibrosis
• Composite of metabolic parameters

~2,000 biopsy defined NASH patients at risk of 
progression to clinical events

Phase 3 Trial: 72w

Reduction in NASH associated clinical events, including cirrhosis and all 

cause mortality based on a pre-defined number of events, vs. placebo

elafibranor 120mg  

placebo

1,000 biopsy defined NASH patients at risk of 
progression to clinical events
• NASH with a NAS ≥4, Fibrosis stage F2/F3
• (F1 + metabolic risk)

DSMB 18/24/30/36/42-month

Design

Endpoint

End of 

Study

2

1

INTERIM ANALYSIS 2Q 2020
~1000+ Patients

For Accelerated Market Authorization
Subpart H (FDA) / Conditional approval (EMA)

elafibranor 120mg  

placebo 

2

1

Decision on continuation of RESOLVE-IT for clinical outcomes 

to be made in the Fall 2020



RESOLVE-IT: Baseline Characteristics
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Characteristics Statistics Elafibranor Placebo Overall

ITT* Set (F2/F3) N 717 353 1070

Age (Years) Mean (SD) 54.35 (12.06) 55.04 (11.10) 54.58 (11.75)

Sex

- Female N (%) 283 (39.5) 137 (38.8) 420 (39.3)

- Male N (%) 434 (60.5) 216 (61.2) 650 (60.7)

Fibrosis Stage

- Stage 2 N (%) 338 (47.1) 167 (47.3) 505 (47.2)

- Stage 3 N (%) 379 (52.9) 186 (52.7) 565 (52.8)

Type 2 Diabetes

- No N (%) 361 (50.3) 178 (50.4) 539 (50.4)

- Yes N (%) 356 (49.7) 175 (49.6) 531 (49.6)

NAFLD Activity Score (NAS)

- 4 N (%) 104 (14.5) 45 (12.7) 149 (13.9)

- 5 N (%) 209 (29.1) 90 (25.5) 299 (27.9)

- 6 N (%) 239 (33.3) 120 (34.0) 359 (33.6)

- 7 N (%) 146 (20.4) 92 (26.1) 238 (22.2)

- 8 N (%) 19 (2.6) 6 (1.7) 25 (2.3)

Interim efficacy results at 72 weeks1

Note: *ITT= intent to treat population of 1,070 patients with NAS>4, fibrosis stage F2/F3

References: 1. GENFIT Corporate Press Release. “GENFIT: Announces Results from Interim Analysis of RESOLVE-IT Phase 3 Trial of Elafibranor in Adults with NASH and Fibrosis.” 11 May 2020



• Evaluation of the effect of elafibranor 120mg compared to placebo in 1,070 patients (ITT population) at 72 weeks, randomized 2:1

• Biopsy was collected for inclusion into the trial and a follow-up liver biopsy was collected at week 72 to evaluate histologic endpoints. Patients without a 

repeat biopsy were evaluated as non-responders in the complete efficacy analysis.

• The trial did not achieve statistical significance on the primary or secondary endpoints, including the composite metabolic endpoint. 

RESOLVE-IT: Surrogate Efficacy Analysis 
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Phase 3 Data Results1

Intent to Treat Population (ITT)
Elafibranor 120mg Placebo

p-value
N % N %

Primary Endpoint
Resolution of NASH without 

worsening of fibrosis
138 / 717 19.2 52 / 353 14.7 0.0659

Key Secondary 

Endpoint

Fibrosis improvement of at 

least one stage
176 / 717 24.5 79 / 353 22.4 0.4457

References: 1. GENFIT Corporate Press Release. “GENFIT: Announces Results from Interim Analysis of RESOLVE-IT Phase 3 Trial of Elafibranor in Adults 

with NASH and Fibrosis.” 11 May 2020



RESOLVE-IT: Surrogate Efficacy Analysis Continued and Next Steps
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Favorable Safety and Tolerability Profile

Elafibranor was generally well tolerated over 72 weeks

• Performance was in-line with previous studies

• DSMB recommended continuation of the trial without 

modification based upon available data at the time of 

surrogate efficacy analysis

• Elafibranor’s safety and tolerability profile could support 

additional trial exploration and use in other liver diseases, 

such as PBC

Results

Key Findings

• Top-line results do not support an application for 
accelerated approval by the FDA under Subpart H or 
conditional approval by the EMA

• A detailed review is underway to gain further clarity on high 
placebo response and performance in subpopulations

• GENFIT will engage with the regulatory agencies, and 
determine to discontinue, amend or continue of the 
RESOLVE-IT

Full RESOLVE-IT data will be available at an upcoming 
scientific congress in 2H20.

Elafibranor’s development programs in pediatric NASH and in NASH combination studies with 
SGLT2/GLP-1 are under review. A comprehensive corporate update will be provided in the Fall 2020.



NTZ Advancing in a Phase 2a 

Investigator-led Study for NASH Induced Fibrosis
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Phase 2a Study in 

NASH induced 

fibrosis
Stage 2/3 fibrosis patients

Established safety
as approved antiparasitic

Potential use in other 

fibrotic diseases

TGFb Profibrotic signal 

Vitamin A 

droplet 
HSC activation

MyofibroblastHepatic stellate cell (HSC)

Potential for 

accelerated 

time-to-market
for fibrosis

Identified by a phenotypic screen
Using primary human stellate cells



GENFIT: Driving Identification, Diagnosis and Treatment

of Liver Disorders

Milestones

Next Steps

Pioneer
Leader in PPAR research

Proven team with global, NASH 

expertise: scientific, regulatory, 

commercialization

Pipeline

Elafibranor in NASH 

Elafibranor in PBC

NIS4™ for NASH identification

NTZ for NASH Fibrosis

Target Indications
NASH, PBC, and fibrosis

Diagnosis of NASH with fibrosis

Exploring business 

development opportunities 

and capitalizing on in-house 

assets

Engagement with agencies on 

future of elafibranor in NASH

Corporate update in Fall 2020

Partnership with Terns:

- R&D collaboration 

- Elafibranor’s rights in 

Greater China (NASH/PBC)

Licensing agreement with 

LabCorp-Covance for NIS4™


