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Amendment No. 3 to the Clinical Trial
Agreement Related to Protocol /6T-MC-
AMAM, “A Phase 3, Multicenter, Randomized,
Double-Blind, Placebo- and  Active-
Controlled, Treat-Through Study to Evaluate
the Efficacy and Safety of Mirikizumab in
Patients with Moderately to Severely Active
Crohn's Disease (VIVID-1)" (hereinafter
referred to as “Study”)

This amendment (hereinafter referred to as
“Amendment no. 3"), amends the change of the
clinical trial agreement signed 25 February 2020,
amended on 21 May 2021 and 31. December
2021 (hereinafter referred to as “Agreement”)
related to the above-referenced Study, which
was concluded between:

Vojenska nemocnice Brno, p.o.

With its Registered Office in: Zabrdovicka 3/3,
Zabrdovice (Brno-Zidenice), 615 00 Brno,

Czech Republic
I

MUDIr.

Represented by:

Tax identification number: CZ60555530
(hereinafter referred to as “Institution”)

and

Dodatek ¢. 3 ke smiouvé o provedeni klinického
hodnoceni _dle  protokolu _ I6T-MC-AMAM
,Multicentrické, randomizované, dvojité
zaslepené, placebem a aktivhim komparatorem
kontrolované, Htreat through” klinické
hodnoceni faze 3 hodnotici Géinnost a
bezpe&nost Mirikizumabu u pacientll se stfedné
tézkou az tézkou aktivni Crohnovou chorobou
(VIVID-1)* (dale jen jako , Studie®)

Tento dodatek (dale jen jako “Dodatek ¢ 37)
upravuje zmeénu smiouvy podpisany 25. unora 2020
a dodatkovana 21. kvetna 2021 a 31. prosince 2021
o provedeni kiinického hodnoceni (déle jen jako
“smiouvu”) uvedeného vyse, kfera byla uzaviena
mezi:

Vojenska nemocnice Brno, p.o.

se sidlem: Zabrdovicka 3/3,

Z&brdovice (Brno-Zidenice), 615 00 Brno,
Ceska republika

MUDr.
DIC: CZ60555530

Zastoupena:

(dale jen ,poskytovatel”)

a

{hereinafter referred to as “Investigator”)
and

Eli Lilly Cork Limited,

Address: Island House, Eastgate Road,
Eastgate Business Park, Little Island, Cork,
Ireland

ICO: 615384,
DIS:IE3508310BH

Represented by: Alessandro Dall'occo

Senior Manager

(hereinafter referred to as “Lilly”)

The Parties hereby amend by this Amendment 2
(hereinafter as “Amendment”) the Agreement
with respect to revised Record Retention period
with the effective date of 31 January 2022 and
with respect to the budget with the effective date
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(déle jen jako ,zkousSejici*)
a

Eli Lilly Cork Limited,
Adresa: Island House, Eastgate Road,

Eastgate Business Park, Little Island, Cork,
Irsko,

ICO: 615384,
DIC:IE3508310BH

. Alessandro Dall'occo
Zastoupena:

senijor Manager

(déle jen jako ,Lilly")

Strany pozméfiuji timto Dodatkem &.2 (ddle jen
sDodatek™) Smlouvu s ohledem na revidovanou
dobu uchovavani zdznam@ s datem u¢innosti 31.
ledna 2022 a s ohledem na revidovany rozpocet, s
uginnosti od 01. dubna 2021, nasledovné. . Migrace
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of 01 April 2021 as follows. Data migration
effective as per 21 September 2022, in
accordance with II/B Payment Schedule of
the Agreement.
§./B. Clinical
Retention:

Due to Art.58, EU Regulation 536/2014, is archiving
period is changed by the following: Institution
undertakes to retain all study records for twenty-five
(25) years after completion or termination of Study or
the duration required by the EU directive, efc.

Trial Materials and Record

2) In Exhibit 1/B of the Agreement — “Budget’, the

following shall be changed:

+  Additional item: "Exit interview” — included site
training, Informed Consent and Site time and
effort for exit interview coordination with
Vendor;

¢ Additional item paid by invoice: CT scans if
performed in accordance with the protocol;
price is per area of the body.

¢ Time and Effort for Inform to Veeva eDC data
migration training

+ Time and Effort for data entry related to the
Inform to Veeva eDC migration; price is per
patient/event

3) This Amendment is made part of the Agreement
and is an integral part of it at the date of its signature
by all contracting parts.

4) This Amendment shall become effective on the
date of its publication in the Register of Contracts.

5) As the tables in the section 1) of this Amendment,
represents Lilly’s trade secret, the wording of these
tables shall be eradicated for the purposes of the
publication in the Register of Contracts.

6) As hereby amended, the Agreement remains in
full force and effect.

i6T-MC-AMAM_CZ_AMDT2_3rty_861 JJJJ24Nov2022_Finai

dat Uginné od 21. za¥i 2022 (,,Datum G&innosti) v
souladu s oddilem IB Harmonogram Plateb
Smlouvy.

1) L/B. Materidly pouzivané pfi klinickém
hodnoceni a uchovavani zaznamil:
Z dovodu ¢1.58, EU nafizeni 536/2014 se doba
archivace upravuje nésledovné:

Poskytovatel se zavazuje vSechny zaznamy o studii
uchovavat po dobu dvacetipéti (25) let od jejtho
dokonéeni nebo zastaveni nebo podle poZzadavkl
smérnice EU, atd.

2) V Pfiloze 1/B Smiouvy — ,Rozpocet" se méni
nasledujici:

e Dodate¢na polozka ,Vystupni pohovor* —
vietné Skoleni na mist&, informovaného
souhlasu a ¢asu a Gsili mista pro koordinaci
vystupniho pohovoru s dodavatelem;

» Dodatecna polozka placena fakturou: ,CT
skeny, pokud jsou provedeny v souladu s
protokolem; cena je za plochu téla

o Cas a tsili pro koleni o migraci dat Inform to
Veeva eDC. Maximainé 1 podas Studie.

o Cas a Gsili pro zadavani dat souvisejicich s
migraci Inform to Veeva eDC,; cena je za
pacienta/akce

3) Tento Dodatek méni smilouvu a piedstavuje
Jeji nedilnou souéést ke dni podpisu tohoto
Dodatku vdemi smiuvnimi stranami.

4) Tento Dodatek nabyva acinnosti dnem
uverejnéni Dodatku v registru smiuv

5) Z davodu, Ze tabulky uvedené v bodé 1) tohoto
Dodatku predstavuji obchodni tajemstvi Lilly, bude
obsah téchto tabulek, pro tGcely uvefejnéni v registru
smiuv, znecitelnén.

6} Mimo zmén Dodatkem provedenych ziistava
smiouva v piné ¢innosti a beze zmén.
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IN WITNESS WHEREOF, the parties, by their NA DUKAZ CEHOZ strany svym fadné
duly authorized officers, have executed this povéreni Gfednici to proved|i ukol k nize
Assignment on the date set forth below, to be uvedenému datu bude s u€innosti od vyse
effective on the date set forth above. uvedeného data.

Eli Lilly Cork Limited

Senior Manager

24 November 2022
Date / Datum:

AGREED AND ACCEPTED/SOUHLASI A PRIJIMA:

Institution/Poskytovatel:

30 Tistopadu 2022
Date / Datum:

Investigator/Zkousejici:

24 November 2022

Date / Datum:

I6T-MC-AMAM_CZ_AMDT2_3rty_861 I 24Nov2022_Final
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Exhibit 1A: Budget for Investigator Piiloha 1A. Rozpoctet pro zkousejiciho
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Items To Be Paid By Invoice by Investigator
Polozky vyzadujici vystaveni zvlastni faktury zkousejicim
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