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Amendment No.3 to the Clinical Trial Agreement

related to Protocol

(hereinafter referred to as “Study”)

This letter (hereinafter referred to as “Amendment
no.3”), amends the change of the clinical trial
agreement KHL/2019/029/La (hereinafter referred
to as “Agreement”) related to the above-
referenced Study, which was concluded between:

Fakultni nemocnice u sv. Anny v Brné
With its Registered Office in: Pekarska 53,
602 00 Brno, Czech Republic
Represented by: Ing. Vlastimil Vajdak
statutory/executive
(hereinafter referred to as “Institution”)

and

I
Date of Birth: [ EG—_—_—
I

Permanent residence:
,Czech Republic
(hereinafter referred to as “Investigator”)

and

Date of Birt

h:
Permanent residence: [N

Czech Republic

(hereinafter referred to as “Former Investigator”)

and

Eli Lilly Cork Limited,
Address: Island House, Eastgate Road, Eastgate
Business Park, Little Island, Cork, Ireland
ID: 615384, VAT ID: IE3508310BH
(hereinafter referred to as “Lilly”)

dated 10.January 2020, amended by
Amendmentl, dated 01.June 2020 and by
Amendment2, dated 02.July 2021.

The parties wish to make the following
amendments to the Agreement:

1) Following the Art. VII. of the Agreement, called
AMENDMENTS, the Parties have agreed to
change the person of principal Investigator which
takes over all the rights and obligations of the
Investigator from the original Agreement, which
forms an appendix to this Amendment nr.3 with
effective date of 01.january 2023.

2) Following the Article VII. of the Agreement,
called AMENDMENTS, the Parties have agreed to

Khl / 2019/ 029/ La

Dodatek ¢.3 ke smlouvé o provedeni klinického
hodnoceni dle protokolu

]
]
0]
]
I  (déle jen jako ,,Studie®)

Tento dodatek (déle jen jako “Dodatek ¢.3”) upravuje
zménu smlouvy ¢. KHL/2019/029/La o provedeni

klinického hodnoceni (dale jen jako “Smlouvu”)
uvedeného vySe, ktera byla uzaviena mezi:

Fakultni nemocnice u sv. Anny v Brné
se sidlem: Pekarska 53, 602 00 Brno,
Ceska republika
zastoupena Ing. Vlastimilem Vajdakem,
feditelem
(dale jen ,Zdravotnické zafizeni*)

a

I
datum narozeni: | IGczNEIN
bydiiste: [ IENEG
Ceska republika
(dale jen jako ,Zkousejici®)

a

I
datum narozeni: | GcNGEG
bydiists: I G
Ceska republika
(dale jen jako ,Plvodni zkousejici“)

a

Eli Lilly Cork Limited,

Adresa: Island House, Eastgate Road,
Eastgate Business Park, Little Island, Cork, Irsko,
ICO: 615384, DIC: IE3508310BH
(dale jen jako ,Lilly*)

podepsana dne 10. ledna 2020, upravena Dodatkem
€. 1, ze dne 01. ¢ervna 2020 a Dodatkem €. 2 ze dne
2. ¢ervence 2021.

Smluvni strany si preji ve smlouvé provést tyto
zmény:

1) Podle ¢&l. VII. Smlouvy, nazvaném DODATKY, se
smluvni strany dohodly na zméné osoby hlavni
ZkouSejici, ktera pfebira v§echna prava a povinnosti
ZkouSejiciho z pdvodni Smlouvy, ktera tvori pfilohu k
tomuto Dodatku ¢. 3, a to s ucinnosti od 01. ledna
2023.

2) Podle ¢l. VII. Smlouvy, nazvaném DODATKY, se
smluvni strany dohodly na zméné Smlouvy, a
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change Agreement and due to the entry into force
of Article 58, Regulation EU 536/2014, the
archiving period and the fee are regulated in Part |.
B. Materials used in clinical evaluation and

z ddvodu nabyti ucéinnosti ¢l. 58, nafizeni EU
536/2014, se doba archivace a poplatek upravuji
véasti I. _pism. B. Materialy pouZivané pri
klinickém hodnoceni a uchovavani zaznamt méni

record keeping changes as follows:

"The Institution undertakes to retain all Study
records for a period of twenty-five (25) years after
completion or termination of the Study or as
required by applicable law";

3) Whereas there were cancelled in Protocol(b) these

procedures from Visit7:

L)

Following the Article VII. of the Agreement, called
AMENDMENTS, the contracting parties have
agreed to change the Agreement, that all tables in
Exhibit 1 "Budget" of the Agreement are canceled
and replaced by new tables in the following wording
Exhibit 1: Budget Amendment, with effective date
from 11.November 2022.

nasledovné:

L,Zdravotnické zafizeni se zavazuje vSechny
zaznamy o Studii uchovavat po dobu dvaceti péti (25)
let od jejiho dokonceni nebo zastaveni nebo podle
poZadavku platnych pravnich predpist”;

3) Vzhledem k tomu, Ze dodatkem Protokolu (b), byly
zruseny tyto procedury od Navstévy 7:

se podle ¢&l. VIl. Smlouvy, nazvaném DODATKY,
smluvni strany dohodly na zméné Smlouvy, a to tak,
Ze veSkeré tabulky v Pfiloze 1 ,Rozpocet” Smlouvy
se ru8i a nahrazuji novymi tabulkami v nasledujicim
znéni PFiloha 1: Zména Rozpoctu, ato s ucinnosti
ode dne 11. listopadu 2022.

The contracting parties also agreed that with effective Rovnéz se smluvni strany dohodly, Ze s ucinnosti
date from 01.January 2023, the number of Payees will od 01. ledna 2023 se méni pocet Prijemcu plateb,
be changed, when all remuneration will be invoiced kdy ve$kera odména bude fakturovana pouze
only by the Institution and Pharmacy(including Zdravotnickym zafizenim a Lékarnou (véetne
visits, optional procedures and administrative fees). navstev, volitelnych procedur a adminstrativnich
poplatk().

Odmeéna pro novou Hlavni Zkousejici a Studijni tym
bude vyplacena interné v ramci Zdravotnického
zafizeni.

Remuneration for the new Principal Investigator and
Study Team will be paid internally within the Institution.

Page 2 of 13



Tripartite Institution Contract Amendment
OUS Lilly LoA Amendment Template
Global Version: 01 2018

Affiliate Version: April 2018

Exhibit 1: Budget Amendment/ Pfiloha 1: Zména Rozpoctu
Effective date Protocol(b) Signed by PI/ Uéinnost Protokolu (b), podepsany HZ: 11.November 2022

Change of Payees to Institution only/ Zména pfijemce platby na jen Zdr.zarizeni: | Ol.Januarx 2023|
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4) New principal Investigator is replacing the
Former Investigator from 01.January 2023.
Remuneration for the new principal Investigator
and Study Team will be paid internally within
the Institution. The Exhibit 1.B, and Exhibitl.C
is amended as follows:

4) Nova hlavni ZkouSejici nahradi Pudvodniho
zkousejiciho od 01. ledna 2023.
Odmeéna pro novou Hlavni ZkouSejici a Studijni
tym bude vypldacena interné v ramci
Zdravotnického zafizeni. Pfiloha 1.B a PFiloha 1.C

Smlouvy se méni nasledovné:

Exhibit 1.B: Supplier Information Form (SIF)

Priloha 1.B: Formular — Informace o poskytovateli
(SIF)

Enclosed: SIF of the following payment recipients:

- Fakultni nemocnice u sv. Anny v Brné

- B - il 31.Dec.2022

- Fakultni nemocnice u sv. Anny v Brné -
pharmacy

Soucasti smlouvy je formular vyplnény od nize
uvedenych pfijemct plateb:

- Fakultni nemocnice u sv. Anny v Brné

- I  co 31.prosince 2022

- Fakultni nemocnice u sv. Anny v Brné -
Iékarna

Exhibit 1.C: Invoicing Details

Priloha 1.C: Fakturacni detaily

Invoices must be issued and addressed to (service
recipient):

Eli Lilly Cork Limited

Island House

Eastgate Road

Little Island

Co. Cork, Ireland

Tax/VAT Number: IE3508310BH

Invoices may also be sent electronically via email at

Kindly provide the following identificators into the
“subject line” of each message:

o  Protocol number/code

o Investigator’s last name

o Site number

Faktury musi byt vystaveny a zaslany na (pfijemce
sluzby):

Eli Lilly Cork Limited
Island House
Eastgate Road
Little Island

Co. Cork, Irsko

DIC: IE3508310BH

Faktury Ize rovnéz zaslat elektronicky e-mailem na

V “pfedmétu” e-mailu, prosim, vzdy uvedte:
o Protokol studie (I IEIEGEGzG)
o Prijmeni Zkousejici (I NN
o Cislo centra (
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5) This Amendment No.3 is made part of the
Agreement and is an integral part of it at the date of
its signature by all contracting parts.

6) This Amendment No.3 shall become effective on
the date of its publication in the Register of
Contracts.

7) As the tables in the section 3) of this Amendment
No.3, represents Lilly’s trade secret, the wording of
these tables shall be eradicated for the purposes of
the publication in the Register of Contracts.

8) For the purposes of publishing the Amendment
No.3 in the Register of Contracts, the parties declare
that the estimated total financial remuneration
provided according to the Agreement, as amended
by this Amendment No.3, is CZK 7 000 000.

9) As hereby amended, the Agreement No.3 remains
in full force and effect.

10) This Amendment No.3 is made in three copies
with the validity of the original. Each party will receive
one copy of the signed Amendment.

11) This Amendment No.3 is written in Czech and
English. In the event of discrepancy between the
Czech and English version, the Czech version shall
prevail.

12) Its appendices are also an integral part of this
Addendum No. 3:
- Clinical trial Agreement including Amendments.

5) Tento Dodatek ¢. 3 méni smlouvu a predstavuje
Jjeji nedilnou soucast ke dni podpisu tohoto Dodatku
¢.3 v8emi smluvnimi stranami.

6) Tento Dodatek ¢&. 3 nabyva ucinnosti dnem jeho
uvefejnéni v Registru smiuv.

7) Z ddvodu, Ze tabulky uvedené v bodé 3) tohoto
Dodatku €. 3 prfedstavuji obchodni tajemstvi Lilly,
bude obsah téchto tabulek, pro ucely uverejnéni v
Registru smluv, znecitelnén.

8) Pro ucely uvefejnéni Dodatku ¢. 3 prostrednictvim
registru smluv strany prohlasuji, Zze pfedpokladané
celkové finanéni plnéni poskytnuté na zakladé
smlouvy ve znéni tohoto Dodatku ¢. 3 je 7 000 000,-
Kc.

9) Mimo zmén Dodatkem ¢. 3 provedenych z(istava
smlouva v pIné uéinnosti a beze zmén.

10) Tento Dodatek ¢ 3 je vyhotoven ve 4
vyhotovenich s platnosti originalu, z nichz kazda
smluvni strana obdrzi po jednom.

11) Tento Dodatek ¢. 3 je sepsan v éeském a
anglickém jazyce. Bude-li rozpor mezi ¢eskym a
anglickym znénim, bude rozhodujici ¢eské znéni.

12) Nedilnou souéasti tohto Dodatku ¢. 3 jsou také

Jeho prilohy:
- Smlouva o klinickém hodnoceni, véetne Dodatkd.
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Eli Lilly Cork Limited

Senior manager, Trial Capabilities

Date / Datum: 24.2.2023

Institution/Zdravotnické zafizeni:

Ing. Vlastimil Vajdak
Director/ feditel

Date / Datum: 14.3.2023

Investigator/ Zkousejici:

1. 3.2023
Date / Datum:

Former Investigator/ Plvodni zkousejici:

9. 3. 2023
Date / Datum:
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