Amendment to Bayer
Protocol Number: 17777

Labcorp

DODATEK KE SMLOUVE 0] PROYEDENi
KLINICKEHO HODNOCENI

AMENDMENT TO AGREEMENT
FOR THE PERFORMANCE OF A CLINICAL

TRIAL

A randomized, double-blind, placebo—controlled Phase III study of
darolutamide (ODM-201) versus placebo in addition to standard androgen
deprivation therapy and docetaxel in patients with metastatic hormone—

Randomizovana, dvojité zaslepena, placebem kontrolovana studie faze III
pripravku Darolutamide (ODM-201) oproti placebu jako dopliku ke
standardni androgen deprivacni terapii a docetaxelu u pacientd s
metastazujici hormon-senzitivni rakovinou prostaty

PROTOCOL NUMBER/ 17777

CISLO PROTOKOLU:

PROTOCOL TITLE/ sensitive prostate cancer

NAZEV PROTOKOLU:

STUDY SPONSOR/ Bayer AG

ZADAVATEL STUDIE:

CRO/ Labcorp Drug Development Inc.
CRO:

PRINCIPAL INVESTIGATOR/ I
HLAVNIi ZKOUSEJICI:

1. UVOD

1. INTRODUCTION

Dodatek €. 1 (tento ,,dodatek €. 1°) mezi

Amendment No.1 (this “Amendment No. 1”’) among and
between

spole¢nosti Bayer AG

Bayer AG

se sidlem na adrese: Kaiser-Wilhelm-Allee 1, 51373
Leverkusen, Némecko, zapsanou v obchodnim rejstiiku
vedeném u oblastniho soudu v Koliné nad Rynem,
Némecko, pod reg. ¢. HRB 48248

DIC: DE 123.659.859

(dale jen jako ,,Bayer”)

zastoupenou
spole¢nosti Labcorp Drug Development Inc. 206

Carnegie Center, Princeton, New Jersey, 08540, USA,
DPH ¢islo: 22-3265977

zastoupenou: I
] (vedouci pro danou zemi)

(dale jen jako ,,CRO”)

with its registered office: Kaiser-Wilhelm-Allee 1, 51373
Leverkusen, Germany, entered into the Trade Register
kept at the District Court in Cologne, Germany under the
ref. No. HRB 48248

Tax Code No.: DE 123.659.859

(hereinafter referred to as “Bayer”)

represented by

Labcorp Drug Development Inc. 206 Carnegie Center,
Princeton, New Jersey, 08540, USA,VAT ID: 22-
3265977

Acting:
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(hereinafter referred to as “CRQO”)

Masarykiv onkologicky ustav

Se sidlem: Zluty kopec 7, 656 53 Brno, Ceska republika

1C: 00209805

DIC: CZ00209805

statni pfispévkova organizace zfizena rozhodnutim
Ministerstva zdravotnictvi Ceské republiky ze dne
7.9.1990

(dale jen ,,Centrum®)

Masarykuv onkologicky tstav

With its registered seat at: Zluty kopec 7, 656 53 Brno,
Czech Republic

ID No.: 00209805

VAT No.: CZ00209805

State contributory organization established by the
decision of the Ministry of Health of the Czech Republic
dated 07-Sep-1990

(hereinafter referred to as “Center”)

(dale jen ,,zkousejici”)

(hereinafter referred to as “Investigator”)

dale zde spole¢n¢ oznac¢ovanymi jako ,,strany*.

Collectively hereafter referred to as the “Parties”.

2. STVRZUII:

2. WITNESSETH:

VZHLEDEM K TOMU, ZE smluvni strany uzaviely
SMLOUVU O PROVEDEN[I KLINICKEHO
HODNOCENI ze dne 26. zaii 2017 (a v&etnd jejich
prilezitostnych zmén a modifikaci (dale ,,tato smlouva®);
pojmy definované ve smlouvé a nedefinované jinak v
tomto dodatku budou pouzivany ve smyslu definice ze
smlouvy), pricemz pfedmétem smlouvy byla realizace
nékterych sluzeb Centrem a zkousejicim;

WHEREAS, Parties have entered in to that
AGREEMENT FOR THE PERFORMANCE OF A
CLINICAL TRIAL dated 26 September 2017 (as
amended, modified or supplemented from time to time,
the “Agreement”; terms defined in the Agreement and not
otherwise defined herein are used herein as defined
therein) for the performance of certain services by the
Center and Investigator;

JELIKOZ si smluvni strany pieji formaln& upravit
smlouvu, aby odstranily limity poctd navstév a procedur
povolenych dle studijniho rozpoé¢tu a aby provedly dalsi
upravy v Ptiloze 1 ke smlouvé;

WHEREAS Parties would like to formally amend
the Agreement to remove caps on number of visits and
procedures allowed under the study budget and to
introduce other revisions to Appendix 1 of the
Agreement;

NYNI TUDIZ se smluvni strany se zietelem na
nalezita a hodnotna protiplnéni, jejichz pfijeti a
dostatecnost se timto uznavaji, dohodly takto:

NOW, THEREFORE, for good and valuable
consideration the sufficiency and receipt of which are
hereby acknowledged, the parties hereto agree as follows:
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Priloha 1 ,,Finan¢ni podminky* smlouvy se v plném
rozsahu nahrazuje znénim pfilozenym k tomuto
dodatku jako Ptiloha €. 1.

Smluvni strany se dohodly, Ze spole¢nost Bayer
uhradi Centru cenu ve vysi K¢ za
administrativni tkony souvisejici s projednanim a
uzavienim tohoto dodatku. Tato cena je splatnd na
zaklad¢ faktury vystavené Centrem po uzavieni
tohoto dodatku, a to ve lhuté 30 dnt ode dne doruceni
faktury spolecnosti Bayer.

Smluvni strany se dale dohodly, Ze spole¢nost Bayer
uhradi Centru navstévy, vysetfeni a dal§i sluzby
provedené od uzavieni smlouvy do uzavieni tohoto
dodatku, a to v cenach dle Ptilohy ¢. 1 tohoto
dodatku. Cena za tyto navstévy, vySetfeni a dalsi
sluzby prip. ¢astka odpovidajici rozdilu mezi cenou
stanovenou za navs$tévy, vySetfeni a dal$i sluzby
Prilohou ¢. 1, ktera je nedilnou soucasti tohoto
dodatku, a jiz uhrazenou cenou, je splatnd v
nejbliz§im platebnim obdobi nasledujicim po
uzavieni tohoto dodatku.

The Appendix 1 to the Agreement “Financial Terms”
is replaced in its entirety and replaced with the new
wording attached hereto as Appendix 1.

The parties have agreed that Bayer will pay the
Center the amount of CZK || tor
administrative activities related to the discussion and
conclusion of this Amendment. This price is payable
on the basis of an invoice issued by the Center after
the conclusion of this Amendment, within 30 days
from the date of delivery of the invoice to Bayer.

The parties further agree that Bayer will reimburse
the Center for visits, examinations and other services
performed from the conclusion of the Agreement to
the conclusion of this Amendment, at prices in
accordance with Appendix No. 1 to this Amendment.
Price for these visits, examinations and other services
or the amount corresponding to the difference
between the price set for visits, examinations and
other services in Appendix 1, which is an integral part
of this Amendment, and the price already paid, is
payable in the next payment period following the
conclusion of this Amendment.

3. Smlouva a veskeré jeji piilohy a dopliiky, které nejsou

dotceny zménami provedenymi timto Dodatkem €. 1,
zlstanou v plné platnosti a i€innosti.

3. The Agreement and all its Exhibits and which are not

affected by changes introduced through this
Amendment 1, shall remain in full force and effect.

. V ptipadé¢, ze dodatek €. 1 podléha uvetejnéni dle
zakona ¢. 340/2015 Sb., o registru smluv (,,Zakon o
registru®), uplatni se nasledujici ujednani. Strany se
zavazuji v elektronické podobé dodatku ¢. 1 pied jeho
zaslanim do registru znecitelnit a v registru zajistit
neuvetejnéni obchodniho tajemstvi Bayer a Centra a
veskeré osobni udaje fyzickych osob.

Strany vyslovné sjednavaji, ze znecitelnéni vyse
uvedenych udajii a zaslani dodatku ¢. 1 do registru
provede Centrum.

Smluvni strany se dohodly, Ze  Centrum uvefejni
verzi dodatku €. 1, kterou mu za timto ucelem pfipravi
spole¢nost Bayer nejpozdéji v den podpisu dodatku,
a to ve strojové Citelném formatu v elektronické
podobé. Notifikace spravce registru smluv o
uvefejnéni dodatku bude zaslana na e-mail osoby

. If this Amendment No. 1 is subject to publication

under the Act no. 340/2015 Coll.,, on Contract
Registry  (,,Registry  Act“), the following
arrangements shall apply. The Parties undertake to
blank out in the electronic form of the Amendment
No. 1 before sending it to the registry and to ensure
the non-publication in the registry, Bayer and Center
trade secret and all the personal data of natural
persons.

The Parties explicitly agree that sending the
Amendment No. 1 to the registry shall be done by
Center.

The Parties agree that the Center shall publish a
version of this Amendment No. 1 prepared for this
purpose by Bayer no later than the date of signing this
Amendment No. 1, in machine-readable format in
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povérené spole¢nosti Bayer. Predpokladana celkova
vyse odmény za provedeni sluZzeb za maximalni pocet
pacienti, ktefi absolvuji vSechny navstévy dle
protokolu ¢ini 4 762 191,- K¢.

Pokud je dle Zakona o registru ucinnost tohoto
dodatku €. 1 vazana na uvefejnéni v registru, pak tato
ucinnost nastava takovym uvetejnénim.

electronic form. The notification about the
publication in Contract registry will be sent to the e-
mail of the person authorized by Bayer.

The expected total amount of remuneration for the
performance of services for the maximum number of
patients who complete all visits according to the
protocol is 4 762 191, - CZK.

If the effectiveness hereof is bound to the publication
in the registry pursuant to the Registry Act, this
Amendment No. 1 shall become effective upon such
publication.

5. NA DUKAZ CEHOZ smluvni strany této smlouvy | 5. IN WITNESS WHEREOF, the parties hereto have
podepsaly nebo nechaly tento dodatek ¢. 1 podepsat executed or caused this Amendment No. 1 to be
svou pfislusSnou tUfedni osobou nebo jinym executed by their respective officer or other
zastupcem, ktery byl fadné opravnén na zaklad¢ této representative officer or other representatives
smlouvy, a to ke dni uvedenému nize. hereunder duly authorised, as of the date first bellow

written.
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BAYER AG
Zastoupen/Represented by: Labcorp Drug Development Inc.

Place/date - Misto/datum: Praha, 2.9.2021

Name/Jméno a piijmeni: ||

Function/Funkce: based on Power of Attorney

Masarykitiv onkologicky ustav

Place/date - Misto/datum: Brno, 9-9-2021

prof. MUDr. Marek Svoboda, Ph. D. feditel

Name/jméno a piijmeni:
Function/Funkce:

9.9.2021
Place/date - Misto/datum: Brno,

zkousejici

Name/jméno a piijmeni:
Function/Funkce:
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halouzka
Text napsaný psacím strojem
Praha, 2. 9. 2021

halouzka
Text napsaný psacím strojem
9. 9. 2021

halouzka
Text napsaný psacím strojem
prof. MUDr. Marek Svoboda, Ph. D. ředitel

halouzka
Text napsaný psacím strojem
9. 9. 2021

halouzka
Text napsaný psacím strojem
zkoušející
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Ptiloha €. 1: Finanéni podminky Appendix 1: Financial Terms

NEBUDE ZVEREJNENO V REGISTRU SMLUV WILL NOT BE PUBLISHED IN THE CONTRACTS
REGISTER
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