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Stamp duty is paid electronically by ICON 

HOLDINGS CLINICAL RESEARCH 

INTERNATIONAL LIMITED, with registered 

office in Via Benigno Crespi 19, 20159 Milan, 

Italy, Italian affiliate of the CRO, pursuant to 

art. 15 of the Presidential Decree (D.P.R.) 642 

of 1972 (Authorization of the Revenue Agency 

of Milan registered on 14-June-2023 on the 

OFFICIAL REGISTER with number 203622). 

 

Imposta di bollo assolta in modo virtuale da 

ICON HOLDINGS CLINICAL RESEARCH 

INTERNATIONAL LIMITED, con sede legale 

in Via Benigno Crespi 19, 20159 Milano, 

Italia, affiliata italiana della CRO, ex art. 15 

del D.P.R. 642 del 1972 (Autorizzazione 

Agenzia delle Entrate di Milano protocollata 

in data 14-giugno-2023 sul REGISTRO 

UFFICIALE con il numero 203622). 

CONTRACT AMENDMENT #3_ EMENDAMENTO N. 3 AL CONTRATTO 

  

This CONTRACT AMENDMENT #3 

(“Contract Amendment #3”), dated as of the 

date of the Last Signature below (the 

“Contract Amendment #3 Effective Date”), 

is by and between  

Il presente EMENDAMENTO N. 3 AL 

CONTRATTO (“Emendamento n. 3 al 

Contratto”) datato alla data dell'ultima firma 

sotto riportata (la “Data di Efficacia 

dell’Emendamento n. 3 al Contratto”), è 

stipulato da e tra 

 

  

ICON Holdings Clinical Research 

International Limited” – Italian Branch 

(Sede Secondaria), with a place of business at 

Via Benigno Crespi, Maciachini Business 

Park, no. 19, 20159 Milano, Italy, tax code and 

VAT no. 12827880969, through its Proxy Dr. 

Francesco Falcicchio as Senior Manager, 

(hereinafter the “CRO"), acting in its own 

name and in the interests of Inventiva S.A., 

located at 50 rue de Dijon, 21121 Daix, France 

(hereinafter the "Sponsor"), by virtue of the 

authority of attorney granted on  19 July 2023 

 

ICON Holdings Clinical Research 

International Limited” – Filiale Italiana 

(Sede Secondaria), con sede operativa in Via 

Benigno Crespi, Maciachini Business Park, n. 

19, 20159 Milano, Italia, C.F. e Partita IVA 

12827880969, in persona del Procuratore, 

Dott. Francesco Falcicchio in qualità di Senior 

Manager, (d’ora innanzi denominato “CRO”), 

che agisce in nome proprio e nell’interesse di 

Inventiva S.A., avente sede legale al 50 rue de 

Dijon, 21121 Daix, France (d’ora innanzi 

denominata “Promotore”), in forza di idonea 

delega conferita in data 19 luglio 2023 

  

and e 
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AZIENDA OSPEDALIERA 

UNIVERSITARIA POLICLINICO 

“PAOLO GIACCONE” DI PALERMO 

[“Paolo Giaccone” University Hospital 

Polyclinic of Palermo] (hereinafter  referred to 

as “Institution”), with registered office in 

PALERMO, Via del Vespro 129 Tax Code and 

VAT No. 05841790826, represented by its 

Legal Representative, Dr. Maria Grazia 

Furnari, who possesses the appropriate powers 

to sign this document   

 

hereinafter individually/collectively “the 

Party/the Parties” 

AZIENDA OSPEDALIERA 

UNIVERSITARIA POLICLINICO 

“PAOLO GIACCONE” DI PALERMO 

(d'ora innanzi denominata “Ente”), con sede 

legale in PALERMO Via del Vespro 129, 

Codice Fiscale e Partita IVA 05841790826, 

nella persona della Legale Rappresentante, 

Dott.ssa Maria Grazia Furnari, munita di 

idonei poteri di firma del presente atto 

 

 

 

di seguito, individualmente/collettivamente, 

“la Parte/le Parti”. 

  

  

W I T N E S S E T H: SI ATTESTA: 

  

 WHEREAS 

under the terms of a certain Clinical Trial 

Agreement, dated  January 26th 2023, as 

amended on 30 August 2023 and 5th September 

2024 (collectively, the “Agreement”) between 

and among the parties, CRO retained the 

Institution, under the responsibility of Prof. 

Salvatore Petta (the “Principal Investigator”) 

to perform the research study entitled “A 

randomized, double-blind, placebo- 

controlled, multicentre, Phase 3 study 

evaluating efficacy and safety of lanifibranor 

followed by an active treatment extension in 

adult patients with non-cirrhotic non- 

alcoholic steatohepatitis (NASH) and fibrosis 

 PREMESSO CHE,  

in base ai termini di un certo Contratto di 

Sperimentazione Clinica, datato 26 gennaio 

2023, emendato il 30 agosto 2023 e il 5 

settembre 2024 (collettivamente, il 

“Contratto”) tra le Parti, la CRO ha incaricato 

l'Ente, sotto la responsabilità del Prof. 

Salvatore Petta (lo “Sperimentatore 

Principale”) di eseguire lo studio di ricerca 

intitolato “Uno studio di fase 3 randomizzato, 

in doppio cieco, controllato con placebo, 

multicentrico, che valuta l'efficacia e la 

sicurezza di lanifibranor seguito da 

un'estensione del trattamento attivo in pazienti 

adulti con steatoepatite non alcolica non 
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2 (F2)/fibrosis 3 (F3) stage of liver fibrosis” 

(the “Study”), bearing protocol number 

337HNAS20011 as amended (the “Protocol”) 

sponsored by the Inventiva S.A. (the 

“Sponsor”), as more particularly described in 

the Agreement;  

 

cirrotica (NASH) e stadio fibrosi 2 (F2)/fibrosi 

3 (F3) della fibrosi epatica” (la 

“Sperimentazione”), recante il numero di 

protocollo 337HNAS20011 e successive 

modifiche, (il “Protocollo”), sponsorizzato da 

Inventiva S.A. (il “Promotore”), come 

descritto più dettagliatamente nel Contratto; 

  

WHEREAS, the CRO has been engaged by 

Sponsor to arrange, monitor, oversee and 

perform, or have performed, the Study 

pursuant to the Protocol by the Institution, and 

PREMESSO CHE la CRO è stata incaricata 

dal Promotore di organizzare, monitorare, 

supervisionare ed eseguire, o far eseguire 

dall’Ente lo Studio ai sensi del Protocollo, e 

  

 WHEREAS, the parties hereto have 

entered into certain additional agreements with 

respect to modification of the Agreement, and 

which they desire to memorialize in this 

Contract Amendment #3; 

 PREMESSO CHE le Parti hanno 

stipulato alcuni accordi aggiuntivi relativi alla 

modifica del Contratto, che desiderano definire 

nel presente Emendamento n. 3 al Contratto; 

  

 NOW, THEREFORE, in 

consideration of the premises and of the 

following mutual promises, covenants and 

conditions hereinafter set forth, the parties 

hereto agree as follows: 

 ORA, PERTANTO, in 

considerazione delle premesse e delle seguenti 

promesse, patti e condizioni reciproche di 

seguito esposte, le Parti convengono quanto 

segue: 

  

1. Update to Budget.  To account for changes 

to the services and costs under the Contract 

Amendment #3 due to Protocol Amendment 

V. 7.0 dated 27 June 2024, the parties agree 

that the Budget attached to the Agreement as 

Annex A – Budget is hereby deleted and 

replaced in its entirety by the revised Budget 

attached hereto as Annex A –Budget. 

1. Aggiornamento del budget. Per tener conto 

delle modifiche apportate ai servizi e ai costi 

previsti dall’Emendamento n. 3 al Contratto a 

seguito dell'Emendamento al Protocollo V. 7.0 

datato 27 giugno 2024, le Parti convengono 

che il Budget allegato al Contratto come 

Allegato A – Budget. viene eliminato e 

sostituito nella sua interezza dal Budget rivisto 

allegato al presente documento come Allegato 

A – Budget. 

  

2. Ratification of Balance of Agreement.  In 

all other respects, the terms of the Agreement 

are hereby ratified and affirmed by each of the 

parties hereto. 

2. Ratifica del saldo del contratto. Per tutti 

gli altri aspetti, i termini del Contratto sono 

ratificati e affermati da ciascuna delle parti. 
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3. Headings.  The headings in this Contract 

Amendment #3 are for convenience of 

reference only and shall not affect its 

interpretation. 

3. Titoli. I titoli del presente Emendamento n. 

3 al Contratto sono solo per comodità di 

riferimento e non influiscono sulla sua 

interpretazione. 

  

4. Counterparts. This Contract Amendment 

#3 will be signed digitally pursuant to current 

regulations. The taxes and fees inherent in and 

consequent to the conclusion of this contract, 

including the stamp tax on the computer 

original referred to in Article 2 of the table in 

Annex A - Tariff Part I of Presidential Decree 

No. 642/1972 and the registration tax shall be 

paid, in accordance with applicable 

regulations.  

4. Controparti. Il presente Emendamento n. 3 

al Contratto sarà firmato digitalmente ai sensi 

della normativa vigente. Le imposte e tasse 

inerenti e conseguenti alla stipula del presente 

Contratto, ivi comprese l’imposta di bollo 

sull’originale informatico di cui all’art. 2 della 

tabella nell'Allegato A – Tariffa Parte I del 

DPR n. 642/1972 e l’imposta di registro 

devono essere versate nel rispetto della 

normativa applicabile.  
  

IN WITNESS WHEREOF, the parties 

hereto, each by a duly authorized 

representative, have executed this Contract 

Amendment #3 as of the last signature date 

below. 

IN FEDE DI CIO’, le Parti, ciascuna per 

mezzo di un rappresentante debitamente 

autorizzato, hanno sottoscritto il presente 

Emendamento n. 3 al Contratto alla data 

dell’ultima firma sotto riportata. 

  

For the CRO / Per la CRO 

 

The Proxy / Il Procuratore 

 

Dr / Dott. Francesco Falcicchio 

 

Signature / Firma  ___________________, ___/ ____/ ____ 

 

 

 

For the Institution / Per l’Ente 

 

The Legal Rappresentative / Il Legale Rappresentante 

 

Dr / Dott.ssa Maria Grazia Furnari 

 

Signature / Firma ______________________, ___/____/_____ 
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Annex A - Budget Allegato A - Budget 

 

Main study

Selected 

Cost
Screening Baseline W4

Liver Monitoring 

Tests (W8, 16, 20, 

28,  32, 40, 44, 54, 

60, 66, 78, 84, 90, 

102, 108, 114)

W12 W24 W36 W48
Phone 

Visit, W60
W72 Phone visits (W84, W108) W96

Site Visit (End of 

DBPC period - 

Maximum Week 

120)

4 weeks 

after LV 

Part A

Liver Monitoring 

Tests (W8, 16, 20, 

28,  32, 36, 40 and 

44 After LV Part A)

12 weeks 

after LV 

Part A

24 weeks 

after LV 

Part A

Phone visit 36 

weeks after LV 

Part A

48 weeks 

after LV 

Part A

pEoT

Follow-up (4 

weeks after last 

dose of study 

drug)

28.00 28.00

20.00 20.00

15.00 15.00 15.00

25.00 25.00 25.00

20.00 20.00 20.00 20.00 20.00 20.00 20.00 20.00 20.00 20.00 20.00 20.00 20.00 20.00 20.00 20.00 20.00 20.00 20.00 20.00

20.00 20.00 20.00 20.00 20.00 20.00 20.00 20.00 20.00 20.00 20.00 20.00 20.00 20.00 20.00 20.00 20.00 20.00 20.00

20.00 20.00 20.00 20.00 20.00 20.00 20.00 20.00 20.00 20.00 20.00 20.00 20.00 20.00 20.00 20.00 20.00 20.00 20.00 20.00

8.00 8.00 8.00 8.00 8.00 8.00 8.00 8.00 8.00 8.00 8.00 8.00 8.00 8.00 8.00 8.00 8.00

103.00 103.00

75.00 75.00 75.00 75.00 75.00 75.00 75.00 75.00 75.00 75.00 75.00 75.00 75.00 75.00 75.00 75.00

75.00 75.00 75.00 75.00 75.00 75.00 75.00 75.00 75.00

30.00 30.00 30.00 30.00 30.00 30.00 30.00 30.00 30.00 30.00 30.00 30.00 30.00 30.00 30.00 30.00 30.00 30.00 30.00

30.00 30.00 30.00 30.00 30.00 30.00 30.00 30.00 30.00 30.00 30.00 30.00 30.00 30.00 30.00 30.00 30.00

30.00 Invoice x6 Invoice x6 Invoice x6 Invoice x7 Invoice x6

6.00 6.00 6.00 6.00 6.00 6.00 6.00 6.00 6.00 6.00 6.00

30.00 30.00 30.00 30.00 30.00 30.00 30.00 30.00 30.00 30.00 30.00 30.00 30.00 30.00 30.00 30.00 30.00 30.00 30.00

1,043.00 Invoice Invoice Invoice

304.00 Invoice Invoice Invoice

304.00 Invoice

65.00 65.00 65.00 65.00 65.00 65.00 65.00 65.00 65.00 65.00 65.00

37.00 37.00

242.00 Invoice Invoice Invoice Invoice

21.00 21.00 21.00 21.00 21.00 21.00 21.00 21.00 21.00

23.00 23.00 23.00 23.00 23.00 23.00 23.00 23.00 23.00

12.00 12.00 12.00 12.00 12.00 12.00 12.00 12.00 12.00

0.00

452.00 434.00 233.00 90.00 233.00 435.00 233.00 435.00 83.00 435.00 83.00 304.00 435.00 203.00 90.00 203.00 360.00 68.00 435.00 435.00 280.00

Invoice

Arm:

Protocol Version:

Sample Handling and Shipping to 

Central lab

Central: Venipuncture for 

Biomarkers, Autoimmune, PK and/or 

Gene sampling, if applicable

ECG (singular or triplicate)

Blood draw for Central Lab**

Initial Physical Exam, includes 

Demographics, Alcohol intake & 

smoking habits Medical and disease 

history, COVID-19 History/Symptoms, 

Vital signs

Informed consent, Main study

Eligibility criteria

Concomitant medications

Dietary and lifestyle monitoring

Adverse events and Adverse events 

of special interest

Drug accountability

A randomised, double-blind, placebo-controlled, multicentre, Phase 3 study evaluating efficacy and safety of lanifibranor followed 

by an active treatment extension in adult patients with non-cirrhotic non-alcoholic steatohepatitis (NASH) and fibrosis 2 

(F2)/fibrosis 3 (F3) stage of liver fibrosis

Liver biopsy (fresh)

Biopsy Sample Handling/Shipping

Elastography and CAP***

Patient training on mobile app

Alcohol Intake and Smoking habits

Randomisation

Dexa Scan for optional sub-study

Central: Urinalysis, includes Urinary 

ethyl glucuronide

SF-36

WPAI

Central: Venipuncture for PK, 

Optional

NASH-CLDQ

Historical Biopsy Sample 

Handling/Shipping

Per Patient Activity Totals:

Trial Information

Trial Name: Inventiva_IVPF2F3F-F2F3LF

Project:

Phase: III

Total Cost per Patient Main 

study:
13,651.70

Italy

Overhead Percent: 0.00%

AZIENDA OSPEDALIERA UNIVERSITARIA 

POLICLINICO     “PAOLO     GIACCONE”     DI 

PALERMO  

Petta, Salvatore

Title:

Budget Information

PI Name:

Site Name:EUR - Euro

Location:

Protocol Number:

IVPF2F3F-F2F3LF

337HNAS20011 (NATiV3)

Procedure Name

Currency:

Follow-up Physical Exam, includes 

Alcohol intake & smoking habits, Vital 

signs, and monthly body weight 

measurements as applicable

V 7.0, 27-June-2024
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Selected 

Cost
Screening Baseline W4

Liver Monitoring 

Tests (W8, 16, 20, 

28, 32, 40, 44, 54, 60, 

66, 78, 84, 90, 102, 

108, 114)

W12 W24 W36 W48
Phone 

Visit, W60
W72 Phone visits (W84, W108) W96

Site Visit (End of 

DBPC period - 

Maximum Week 

120)

4 weeks 

after LV 

Part A

Liver Monitoring 

Tests (W8, 16, 20, 

28,  32, 36, 40 and 

44 After LV Part A)

12 weeks 

after LV 

Part A

24 weeks 

after LV 

Part A

Phone visit 36 

weeks after LV 

Part A

48 weeks 

after LV 

Part A

pEoT

Follow-up (4 

weeks after last 

dose of study 

drug)

250.00 Invoice Invoice Invoice Invoice Invoice Invoice Invoice Invoice

20.00 20.00 20.00 20.00 20.00 20.00 20.00 20.00 20.00 20.00 20.00 20.00 20.00

69.00 69.00 69.00 69.00 17.25 69.00 69.00 75.90 75.90 17.25 103.50 17.25 69.00 69.00 69.00 17.25 69.00 69.00 17.25 69.00 69.00 69.00

118.00 118.00 118.00 118.00 29.50 118.00 118.00 129.80 129.80 59.00 177.00 59.00 118.00 118.00 118.00 29.50 118.00 118.00 59.00 118.00 118.00 118.00

34.00 34.00 34.00 34.00 8.50 34.00 34.00 37.40 37.40 17.00 51.00 17.00 34.00 34.00 34.00 8.50 34.00 34.00 17.00 34.00 34.00 34.00

221.00 241.00 241.00 55.25 241.00 241.00 263.10 263.10 93.25 351.50 93.25 241.00 241.00 241.00 55.25 241.00 241.00 93.25 221.00 221.00 221.00

Screening Baseline W4

Liver Monitoring 

Tests (W8, 16, 20, 

28,  32, 40, 44, 54, 

60, 66, 78, 84, 90, 

102, 108, 114)

W12 W24 W36 W48
Phone 

Visit, W60
W72 Phone visits (W84, W108) W96

Site Visit (End of 

DBPC period - 

Maximum Week 

120)

4 weeks 

after LV 

Part A

Liver Monitoring 

Tests (W8, 16, 20, 

28,  32, 36, 40 and 

44 After LV Part A)

12 weeks 

after LV 

Part A

24 weeks 

after LV 

Part A

Phone visit 36 

weeks after LV 

Part A

48 weeks 

after LV 

Part A

pEoT

Follow-up (4 

weeks after last 

dose of study 

drug)

673.00 675.00 474.00 145.25 474.00 676.00 496.10 698.10 176.25 786.50 176.25 545.00 676.00 444.00 145.25 444.00 601.00 161.25 656.00 656.00 501.00

0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00

673.00 675.00 474.00 145.25 474.00 676.00 496.10 698.10 176.25 786.50 176.25 545.00 676.00 444.00 145.25 444.00 601.00 161.25 656.00 656.00 501.00

1.00 1.00 1.00 16.00 1.00 1.00 1.00 1.00 1.00 1.00 2.00 1.00 1.00 1.00 8.00 1.00 1.00 1.00 1.00 1.00 1.00

673.00 675.00 474.00 2,324.00 474.00 676.00 496.10 698.10 176.25 786.50 352.50 545.00 676.00 444.00 1,162.00 444.00 601.00 161.25 656.00 656.00 501.00

***Controlled attenuation parameter (CAP) will be quantified by FibroScan® (only if available).

Data Entry

Non-Procedure Name

Visit Quantity

Cumulative Visit Cost

Dispensing study drug

Physician fee

Day Bed fee

Per Patient Other Direct Cost Totals:

13,651.70

Visit Cost Subtotal

Overhead at 0%

Total Cost Per Visit

Total Cost per Patient Main study:

Study Coordinator fee

**Safety Labs for Central lab includes: Serology, Complete Blood count, Liver function, Biochemistry, Renal function, Coagulation, Glycemic metabolism, Other glycemic metabolism, Adiponectin, Lipid metabolism, Other lipid metabolism, Cardiac test NT-ProBNP, Fructosamine and Leptin, TSH, 

Free T4 and T3, and Monitoring Liver Tests. For additional detail, refer to Protocol section 1.3
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Selected 

Cost

Overhead 

at 0%
Total Cost

31.00 0.00 31.00

28.00 0.00 28.00

242.00 0.00 242.00

55.00 0.00 55.00

28.00 0.00 28.00

75.00 0.00 75.00

30.00 0.00 30.00

30.00 0.00 30.00

6.00 0.00 6.00

30.00 0.00 30.00

30.00 0.00 30.00

20.00 0.00 20.00

31.00 0.00 31.00

36.00 0.00 36.00

40.00 0.00 40.00

135.00 0.00 135.00

65.00 0.00 65.00

68.00 0.00 68.00

77.00 0.00 77.00

7.00 0.00 7.00

4.00 0.00 4.00

4.00 0.00 4.00

4.00 0.00 4.00

17.00 0.00 17.00

17.00 0.00 17.00

5.00 0.00 5.00

4.00 0.00 4.00

17.00 0.00 17.00

30.00 0.00 30.00

15.00 0.00 15.00

13.00 0.00 13.00

7.00 0.00 7.00

20.00 0.00 20.00

27.00 0.00 27.00

4.00 0.00 4.00

10.00 0.00 10.00

4.00 0.00 4.00

4.00 0.00 4.00

18.00 0.00 18.00

24.00 0.00 24.00

44.00 0.00 44.00

545.00 0.00 545.00

21.00 0.00 21.00

23.00 0.00 23.00

23.00 0.00 23.00

1.00 0.00 1.00

10.00 0.00 10.00

9.00 0.00 9.00

4.00 0.00 4.00

35.00 0.00 35.00

13.00 0.00 13.00

8.00 0.00 8.00

20.00 0.00 20.00

15.00 0.00 15.00

15.00 0.00 15.00

76.00 0.00 76.00

105.00 0.00 105.00

62.00 0.00 62.00

94.00 0.00 94.00

70.37 0.00 70.37

94.00 0.00 94.00

76.00 0.00 76.00

Local: Fructosamine

Local: Leptin

Local: Potassium

Local: Sodium chloride

Local: Triglycerides

Local: GGT

Local: HBV (HBsAg)

Local: HCV (HCV antibodies)

Local: Coagulation, APTT

Local: HCV RNA

Local: Liver Function Panel, includes 

ALT, AST GGT, ALP, total and direct 

Bilirubin

Invoiceable Name

Informed Consent: Genetic testing

ECG (singular or triplicate)

Central: Venipuncture for PK, 

Biomarkers and/or Gene sampling

Central: Venipuncture for PK, 

Optional

Local: HIV-1 and HIV-2, single assay

Considerations

Upon receipt of detailed invoice as applicable

Upon receipt of detailed invoice if repeat assessment is required per protocol. Triplicate 

ECGs at arrival (fasting), breakfast in the investigational site with study treatment intake, 

triplicate ECGs 3 to 5 hours after breakfast.

Informed Consent for female 

partners of male patients
Upon receipt of detailed invoice as applicable

Informed Consent: Dexa scan sub-

study

Local: COVID-19 test (infectious 

agent detection by DNA/RNA)

Upon receipt of detailed invoice; test may be performed at any time per Investigator's 

discretion

Upon receipt of detailed invoice for patients participating in the Dexa scan sub-study

Blood draw for Central Lab**

Central: Urinalysis, includes Urinary 

ethyl glucuronide, Urine Pregnancy

Sample Handling and Shipping to 

Central lab
Upon receipt of invoice if repeat serum and/or urine samples for central lab is required

Local: Chemistry Panel, includes ALT, 

AST, GGT, ALP, total and direct 

Bilirubin, Sodium Chloride, 

Potassium, Bicarbonate, Creatinine, 

Albumin

Dexa Scan for optional sub-study
Upon receipt of detailed invoice, only for participates who consent to the Dexa scan sub-

study, at Baseline and Weeks 4, 72 and 120

Local: Cholesterol, High Density 

Local: Density Cholesterol, High 

Local: Cholesterol, Total

Local: ALP

Local: ALT

Local: AST

Local: Bicarbonate

Local: Bilirubin, Direct

Local: Renal Function Panel, includes 

Albumin, Chloride, Creatinine, 

Glucose, Potassium, Sodium chloride, 

Urea

Local: Lipid Profile, includes 

Triglycerides, total cholesterol, HDL 

cholesterol, LDL cholesterol

Local: Other lipid metabolism tests, 

includes Apo A1, Apo B, total Apo C3, 

Apo C3 in LDL, Apo C3 in VLDL, Apo 

C3 in HDL

Local: Adiponectin

Local: Complete blood count 

Upon receipt of detailed invoice, for patients who have consented to the optional PK sub-

study, at Week 4, 12, 24, 36 OR 48, per the timepoint indicated in the visit grid for the 

applicable visit

Local: Insulin (other glycemic 

metabolism)

Local: Cardiac test, NT-ProBNP

Local: Pregnancy, Serum, WOCBP

Local: LC1

Upon receipt of detailed invoice at Investigator's discretion and/or in cases where 

initiation of IMP or safety follow-up is time-sensitive and the central laboratory results 

will not be available in time

Upon receipt of detailed invoice if repeat assessment is required at the investigators 

discretion if medically necessary and in consultation with the Medical Monitor

Local: Coagulation, INR

Local: Pregnancy, Urine, WOCBP

Local: LKM1

Local: AMA

Local: ASMA

Local: Free T3

Local: TPO

Local: TRAb

Local: ANA

Local: TSH

Local: Free T4

Local: HOMA-IR (other glycemic 

metabolism)

Local: HbA1c (glycemic metabolism)

Local: FPG (glycemic metabolism)

Local: Creatinine

Local: eGFR

Local: Urea

Local: CPK

Local: Bilirubin, Total

Local: Chloride

Local: Albumin
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1,043.00 0.00 1,043.00

304.00 0.00 304.00

304.00 0.00 304.00

575.00 0.00 575.00

531.00 0.00 531.00

250.00 0.00 250.00

65.00 0.00 65.00

20.00 0.00 20.00

37.00 0.00 37.00

26.00 0.00 26.00

14.00 0.00 14.00

20.00 0.00 20.00

8.44 n/a 8.44

46.43 n/a 46.43

19.00 n/a 19.00

131.00 n/a 131.00

461.00 0.00 461.00

504.75 0.00 504.75

20.00 0.00 20.00

250.00

At Cost

Pre-screening activities

FibroScan (or equivalent 

elastography exam approved by 

Inventiva)

At cost

Upon receipt of detailed invoice.  Biopsy, if provided, will be invoiced based on archival or 

fresh, and in accordance to the cost provided in the invoiceable section.

Upon receipt of detailed invoice if required for Fresh Biopsy

CT Guidance for Needle Placement Upon receipt of detailed invoice if required for Fresh Biopsy

Unscheduled / Additional  Phone Visit Upon receipt of detailed invoice

Liver biopsy (fresh)

Upon receipt of detailed invoice if fresh biopsy is required at Screening and/or if a repeat 

biopsy is required due to increased liver stiffness compared to Baseline. Also, at EOT 

and/or EOS unless there is previous confirmation of progression to F4, any liver outcome 

event or an available biopsy within the past 6 months prior. If there is no historical 

biopsy available at screening, it is recommended to not perform a liver biopsy in patients 

with low liver stiffness (i.e. FibroScan value<6kPaor other value if elastography 

performed with another tool) and AST/ULN<0.65.

Day Bed fee
Upon receipt of invoice if required for fresh biopsy at Screening and/or EOT/EOS; And at 

the applicable visit requiring extensive PK draws for the PK sub-study

At Cost

Upon receipt of detailed invoice if repeat scan is required due to progression of cirrhosis

1,500.00 Upon receipt of detailed invoice. As applicable, one-time fee only.

Screen Failures (exclud. Biopsy)

Upon receipt of detailed invoice. As needed.

Pharmacy Dispense
Upon receipt of detailed invoice for study drug replacement if patient's supply is lost, 

damaged or destroyed

Breakfast reimbursement to site
Upon receipt of detailed invoice with supporting documentation for bulk breakfast 

purchase to provide to patients participating in the ECG sub-study

Compensation for Time loss - biopsy

Lunch & learn Upon receipt of detailed invoice. As necessary.

Purchase of EtG Kits EtG kits purchase to be reimbursed at real cost upon presentation of a valid invoice

Randomisation Upon receipt of detailed invoice. As applicable per protocol.

Patient Travel Reimbursement, 

includes mileage, parking, uber/taxi, 

tolls, etc.

Hotel

Upon receipt of detailed invoice and supporting documentation, up to the amount 

indicated, if applicable, only for patients participating in the ECG sub-study and/or PK sub-

study

Hospitalization, includes meals
Upon receipt of detailed invoice for patient required overnight hospital stay for the ECG 

sub-study

Upon receipt of detailed invoice and supporting documentation, up to the amount 

indicated

Follow-up Patient training on mobile 

app
Upon receipt of detailed invoice if follow-up app training is required after Baseline

Mobile Device Dispense Upon receipt of detailed invoice at Baseline for patients requiring a device for the app

Mobile Device Collection Upon receipt of detailed invoice as patient returns device

Patient Meals: breakfast, per person
Upon receipt of detailed invoice and supporting documentation, up to the amount 

indicated, only if breakfast is not provided by site

Patient Meals: Lunch and/or Dinner, 

per person

Biopsy Sample Handling/Shipping Upon receipt of detailed invoice if Fresh Biopsy is required at Screening, EOT and/or EOS

Historical Biopsy Sample 

Handling/Shipping

Upon receipt of detailed invoice at Screening if historical biopsy is available (historical 

biopsy must have been performed within 6 months of Screening). Upon receipt of 

detailed invoice at additional necessary visits according to the Protocol.

Anesthesia
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Total Cost Frequency

1,495.00 1

400.00 1

500.00 1

4,035.00

73.00 3

Upon receipt of detailed invoice for 

procedures performed according to the 

protocol

Screening Failure(s)

Unscheduled Visit(s)

Site Administrative Fee Name

Site Start-up

Upon receipt of detailed invoice

Considerations

Upon receipt of detailed invoice

Archiving/Document storage

Upon receipt of detailed invoice at the 

flat rate detailed in the invoiceable 

section. Biopsy, if provided, will be 

invoiced based on archival or fresh, 

and in accordance to the cost provided 

in the invoiceable section.

Screen Failure payments must not 

exceed 8 per each randomized patient. 

Such maximum number may be 

increased with the written approval of 

Sponsor; the written approved 

increase will not require an 

amendment to this Agreement.

Maximum Number of Screening Failures

Pharmacy Start-up Upon receipt of detailed invoice

Administrative Fees

Upon receipt of detailed invoice.

*Enrollment 2 to 4 patients - 50% of the fee will be paid

*Enrollment over 5 patients - 100% of the fee will be paid

Protocol Amendment Fee (per 

amendment)(assessed by site)

Upon receipt of detailed invoice with supporting 

documentation. (Starting from Pv4)
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Selected 

Cost
Screening Baseline W4

Liver Monitoring Tests 

(W8, 16, 20, 28, 32, 

40, 44, 54, 60, 66, 78, 

84, 90, 102, 108, 114)

W12 W24 W36 W48
Phone 

Visit, W60
W72 Phone visits (W84, W108) W96

Site Visit (End of 

DBPC period - 

Maximum Week 120)

4 weeks 

after LV 

Part A

Liver Monitoring 

Tests (W8, 16, 20, 

28, 32, 36, 40 and 44 

After LV Part A)

12 weeks 

after LV 

Part A

24 weeks 

after LV 

Part A

Phone 

visit 36 

weeks 

after LV 

Part A

48 weeks 

after LV 

Part A

pEoT

Follow-up (4 weeks 

after last dose of 

study drug)

28.00 28.00

20.00 20.00

15.00 15.00 15.00

25.00 25.00 25.00

20.00 20.00 20.00 20.00 20.00 20.00 20.00 20.00 20.00 20.00 20.00 20.00 20.00 20.00 20.00 20.00 20.00 20.00 20.00 20.00

20.00 20.00 20.00 20.00 20.00 20.00 20.00 20.00 20.00 20.00 20.00 20.00 20.00 20.00 20.00 20.00 20.00 20.00 20.00

20.00 20.00 20.00 20.00 20.00 20.00 20.00 20.00 20.00 20.00 20.00 20.00 20.00 20.00 20.00 20.00 20.00 20.00 20.00 20.00

8.00 8.00 8.00 8.00 8.00 8.00 8.00 8.00 8.00 8.00 8.00 8.00 8.00 8.00 8.00 8.00 8.00

103.00 103.00

75.00 75.00 75.00 75.00 75.00 75.00 75.00 75.00 75.00 75.00 75.00 75.00 75.00 75.00 75.00 75.00

75.00 75.00 75.00 75.00 75.00 75.00 75.00 75.00 75.00 75.00 75.00

30.00 30.00 30.00 30.00 30.00 30.00 30.00 30.00 30.00 30.00 30.00 30.00 30.00 30.00 30.00 30.00 30.00 30.00 30.00

30.00 30.00 30.00 120.00 30.00 120.00 30.00 30.00 30.00 30.00 30.00 30.00 30.00 30.00 30.00 30.00 30.00

6.00 6.00 6.00 6.00 6.00 6.00 6.00 6.00 6.00 6.00 6.00

30.00 30.00 30.00 30.00 30.00 30.00 30.00 30.00 30.00 30.00 30.00 30.00 30.00 30.00 30.00 30.00 30.00 30.00 30.00

1,043.00 Invoice Invoice Invoice

304.00 Invoice Invoice Invoice

304.00 Invoice

65.00 65.00 65.00 65.00 65.00 65.00 65.00 65.00 65.00 65.00 65.00

37.00 37.00

242.00 Invoice Invoice Invoice Invoice

21.00 21.00 21.00 21.00 21.00 21.00 21.00 21.00 21.00

23.00 23.00 23.00 23.00 23.00 23.00 23.00 23.00 23.00

12.00 12.00 12.00 12.00 12.00 12.00 12.00 12.00 12.00

452.00 434.00 398.00 90.00 398.00 435.00 233.00 435.00 83.00 435.00 83.00 304.00 435.00 203.00 90.00 203.00 360.00 68.00 435.00 435.00 280.00Per Patient Activity Totals:

Invoice

NASH-CLDQ

SF-36

Elastography and CAP***

Trial Information

Trial Name: Inventiva_IVPF2F3F-F2F3LF

Project: IVPF2F3F-F2F3LF

0.00%

Title:

Budget Information

Location: Italy PI Name:

Arm:

Petta, Salvatore

AZIENDA OSPEDALIERA 

A randomised, double-blind, placebo-controlled, multicentre, Phase 3 study evaluating efficacy and safety of lanifibranor followed 

by an active treatment extension in adult patients with non-cirrhotic non-alcoholic steatohepatitis (NASH) and fibrosis 2 

(F2)/fibrosis 3 (F3) stage of liver fibrosis

ECG Sub-study

V 7.0, 27-June-2024

Protocol Number: 337HNAS20011 (NATiV3)

Protocol Version:

Phase: III

Procedure Name

Informed consent, Main study & ECG 

sub-study

Eligibility criteria

Concomitant medications

Dietary and lifestyle monitoring

Adverse events and Adverse events 

of special interest

Central: Urinalysis, includes Urinary 

ethyl glucuronide, Urine Pregnancy

Sample Handling and Shipping to 

Central lab

Liver biopsy (fresh)

Patient training on mobile app

Dexa Scan for optional sub-study

WPAI

Biopsy Sample Handling/Shipping

Historical Biopsy Sample 

Handling/Shipping

Drug accountability

Initial Physical Exam, includes 

Demographics, Alcohol intake & 

smoking habits Medical and disease 

history, COVID-19 History/Symptoms, 

Vital signs

Follow-up Physical Exam, includes 

Alcohol intake & smoking habits, Vital 

signs, and monthly body weight 

measurements as applicable

Overhead Percent:

Currency: EUR - Euro Site Name:

Total Cost Per Patient ECG Sub-

study:
13,981.70

Alcohol Intake and Smoking habits

Randomisation

ECG (singular or triplicate)

Blood draw for Central Lab**

Venipuncture for PK, Autoimmune, 

Biomarkers, Gene sampling (if 

applicable)
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Selected 

Cost
Screening Baseline W4

Liver Monitoring Tests 

(W8, 16, 20, 28, 32, 

40, 44, 54, 60, 66, 78, 

84, 90, 102, 108, 114)

W12 W24 W36 W48
Phone 

Visit, W60
W72 Phone visits (W84, W108) W96

Site Visit (End of 

DBPC period - 

Maximum Week 120)

4 weeks 

after LV 

Part A

Liver Monitoring 

Tests (W8, 16, 20, 

28, 32, 36, 40 and 44 

After LV Part A)

12 weeks 

after LV 

Part A

24 weeks 

after LV 

Part A

Phone 

visit 36 

weeks 

after LV 

Part A

48 weeks 

after LV 

Part A

pEoT

Follow-up (4 weeks 

after last dose of 

study drug)

461.00 Invoice Invoice

250.00 Invoice Invoice Invoice Invoice Invoice Invoice Invoice Invoice

20.00 20.00 20.00 20.00 20.00 20.00 20.00 20.00 20.00 20.00 20.00 20.00 20.00

69.00 69.00 69.00 69.00 17.25 69.00 69.00 75.90 75.90 17.25 103.50 17.25 69.00 69.00 69.00 17.25 69.00 69.00 17.25 69.00 69.00 69.00

118.00 118.00 118.00 118.00 29.50 118.00 118.00 129.80 129.80 59.00 177.00 59.00 118.00 118.00 118.00 29.50 118.00 118.00 59.00 118.00 118.00 118.00

34.00 34.00 34.00 34.00 8.50 34.00 34.00 37.40 37.40 17.00 51.00 17.00 34.00 34.00 34.00 8.50 34.00 34.00 17.00 34.00 34.00 34.00

221.00 241.00 241.00 55.25 241.00 241.00 263.10 263.10 93.25 351.50 93.25 241.00 241.00 241.00 55.25 241.00 241.00 93.25 221.00 221.00 221.00

Screening Baseline W4

Liver Monitoring Tests 

(W8, 16, 20, 28, 32, 

40, 44, 54, 60, 66, 78, 

84, 90, 102, 108, 114)

W12 W24 W36 W48
Phone 

Visit, W60
W72 Phone visits (W84, W108) W96

Site Visit (End of 

DBPC period - 

Maximum Week 120)

4 weeks 

after LV 

Part A

Liver Monitoring 

Tests (W8, 16, 20, 

28, 32, 36, 40 and 44 

After LV Part A)

12 weeks 

after LV 

Part A

24 weeks 

after LV 

Part A

Phone 

visit 36 

weeks 

after LV 

Part A

48 weeks 

after LV 

Part A

pEoT

Follow-up (4 weeks 

after last dose of 

study drug)

673.00 675.00 639.00 145.25 639.00 676.00 496.10 698.10 176.25 786.50 176.25 545.00 676.00 444.00 145.25 444.00 601.00 161.25 656.00 656.00 501.00

0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00 0.00

673.00 675.00 639.00 145.25 639.00 676.00 496.10 698.10 176.25 786.50 176.25 545.00 676.00 444.00 145.25 444.00 601.00 161.25 656.00 656.00 501.00

1.00 1.00 1.00 16.00 1.00 1.00 1.00 1.00 1.00 1.00 2.00 1.00 1.00 1.00 8.00 1.00 1.00 1.00 1.00 1.00 1.00

673.00 675.00 639.00 2,324.00 639.00 676.00 496.10 698.10 176.25 786.50 352.50 545.00 676.00 444.00 1,162.00 444.00 601.00 161.25 656.00 656.00 501.00

Total Cost Per Visit

Visit Quantity

Cumulative Visit Cost

Total Cost Per Patient ECG Sub-study:

Per Patient Other Direct Cost Totals:

Non-Procedure Name

Hospitalization, includes meals

Day Bed fee

Dispensing study drug

Physician fee

Study Coordinator fee

Data Entry

13,981.70

Visit Cost Subtotal

Overhead at 0%

**Safety Labs for Central lab includes: Serology, Complete Blood count, Liver function, Biochemistry, Renal function, Coagulation, Glycemic metabolism, Other glycemic metabolism, Adiponectin, Lipid metabolism, Other lipid metabolism, Cardiac test NT-ProBNP, Fructosamine and Leptin, TSH, Free T4 and T3, and Monitoring Liver Tests. For 

additional detail, refer to Protocol section 1.3

***Controlled attenuation parameter (CAP) will be quantified by FibroScan® (only if available).
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Visit Name
Visit Cost 

Subtotal

Overhead at 

0%

Total Cost Per 

Visit
Visit Quantity

Cumulative 

Visit Cost

Screening 673.00 0.00 673.00 1.00 673.00

Baseline 675.00 0.00 675.00 1.00 675.00

W4 474.00 0.00 474.00 1.00 474.00

Liver Monitoring Tests 

(W8, 16, 20, 28,  32, 40, 

44, 54, 60, 66, 78, 84, 

90, 102, 108, 114)

145.25 0.00 145.25 16.00 2,324.00

W12 474.00 0.00 474.00 1.00 474.00

W24 676.00 0.00 676.00 1.00 676.00

W36 496.10 0.00 496.10 1.00 496.10

W48 698.10 0.00 698.10 1.00 698.10

Phone Visit, W60 176.25 0.00 176.25 1.00 176.25

W72 786.50 0.00 786.50 1.00 786.50

Phone visits (W84, 

W108)
176.25 0.00 176.25 2.00 352.50

W96 545.00 0.00 545.00 1.00 545.00

Site Visit (End of DBPC 

period - Maximum Week 

120)

676.00 0.00 676.00 1.00 676.00

4 weeks after LV Part A 444.00 0.00 444.00 1.00 444.00

Liver Monitoring Tests 

(W8, 16, 20, 28,  32, 36, 

40 and 44 After LV Part 

A)

145.25 0.00 145.25 8.00 1,162.00

12 weeks after LV Part A 444.00 0.00 444.00 1.00 444.00

24 weeks after LV Part A 601.00 0.00 601.00 1.00 601.00

Phone visit 36 weeks 

after LV Part A
161.25 0.00 161.25 1.00 161.25

48 weeks after LV Part A 656.00 0.00 656.00 1.00 656.00

pEoT 656.00 0.00 656.00 1.00 656.00

Follow-up (4 weeks after 

last dose of study drug)
501.00 0.00 501.00 1.00 501.00

13,651.70

Visit Name
Visit Cost 

Subtotal

Overhead at 

0%

Total Cost Per 

Visit
Visit Quantity

Cumulative 

Visit Cost

Screening 673.00 0.00 673.00 1.00 673.00

Baseline 675.00 0.00 675.00 1.00 675.00

W4 639.00 0.00 639.00 1.00 639.00

Liver Monitoring Tests 

(W8, 16, 20, 28, 32, 40, 

44, 54, 60, 66, 78, 84, 

90, 102, 108, 114)

145.25 0.00 145.25 16.00 2,324.00

W12 639.00 0.00 639.00 1.00 639.00

W24 676.00 0.00 676.00 1.00 676.00

W36 496.10 0.00 496.10 1.00 496.10

W48 698.10 0.00 698.10 1.00 698.10

Phone Visit, W60 176.25 0.00 176.25 1.00 176.25

W72 786.50 0.00 786.50 1.00 786.50

Phone visits (W84, 

W108)
176.25 0.00 176.25 2.00 352.50

W96 545.00 0.00 545.00 1.00 545.00

Site Visit (End of DBPC 

period - Maximum Week 

120)

676.00 0.00 676.00 1.00 676.00

4 weeks after LV Part A 444.00 0.00 444.00 1.00 444.00

Liver Monitoring Tests 

(W8, 16, 20, 28, 32, 36, 

40 and 44 After LV Part 

A)

145.25 0.00 145.25 8.00 1,162.00

12 weeks after LV Part A 444.00 0.00 444.00 1.00 444.00

24 weeks after LV Part A 601.00 0.00 601.00 1.00 601.00

Phone visit 36 weeks 

after LV Part A
161.25 0.00 161.25 1.00 161.25

48 weeks after LV Part A 656.00 0.00 656.00 1.00 656.00

pEoT 656.00 0.00 656.00 1.00 656.00

Follow-up (4 weeks after 

last dose of study drug)
501.00 0.00 501.00 1.00 501.00

13,981.70

Main study

ECG Sub-study

Total Cost Per Patient ECG Sub-study:

IVPF2F3F-F2F3LF

337HNAS20011 (NATiV3)

Budget Information

A randomised, double-blind, placebo-controlled, multicentre, Phase 3 study evaluating efficacy and safety of lanifibranor 

followed by an active treatment extension in adult patients with non-cirrhotic non-alcoholic steatohepatitis (NASH) and 

fibrosis 2 (F2)/fibrosis 3 (F3) stage of liver fibrosis

Title:

V 7.0, 27-June-2024

Total Cost Per Patient ECG Sub-

study:
13,981.70

Total Cost per Patient Main study:

Total Cost per Patient Main 

Trial Information

Trial Name: Inventiva_IVPF2F3F-F2F3LF

Project:

Location: Italy PI Name:

Currency:

Petta, Salvatore

0.00%

Phase: III

Protocol Version:

Protocol Number:

AZIENDA OSPEDALIERA 

13,651.70 Overhead Percent:

EUR - Euro Site Name:
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