AMENDMENT TO THE AGREEMENT N 3

Between:

Bayer AG
Kaiser-Wilhelm-Allee 1
51373 Leverkusen
Germany
(hereinafter referred to as "Bayer")
represented by

ICON Clinical Research Limited
(hereinafter called “ICON”),

with a VAT number IE 8201978R and a place of
business at South County Business Park,
Leopardstown, Dublin 18, Ireland, represented by

, on the base of the Power of Attorney
(hereinafter “ICON”) (hereinafter referred to as
IICROII)

and
Nemocnice Jablonec nad Nisou, p.o.,

company ID number: 00829838, VAT ID number:
CZ00829838, Address: Nemocni¢ni 15, 466 60
Jablonec nad Nisou, Czech Republic, represented by:

(hereinafter referred to as "Institution™)

>
o

(hereinafter referred to as “Investigator™)

(Institution and Investigator collectively hereinafter
referred to as “Contract Partners™)

(Bayer and CRO, Institution and Investigator
hereinafter referred to as the “Parties” and each a
“Party”)

WHEREAS:
(A)

The Parties entered into a Clinical Investigator
Agreement dated 24 Nov 2014 (hereinafter
referred to as the “Agreement”) with regard to
the clinical trial “A multinational, randomised,
double-blind, placebo-controlled, Phase Il
efficacy and safety study of ODM-201 in men
with  high-risk non-metastatic castration-

resistant prostate cancer” (“Study”™),

(B)

Bayer has contracted CRO to provide services

DODATEK KE SMLOUVE ¢&. 3

Mezi:
Bayer AG
Kaiser-Wilhelm-Allee 1
51373 Leverkusen
Germany
(dale jen ,,Bayer®)
Zastoupeny

ICON Clinical Research Limited

(dale jen ,,JCON%),

DIC IE 8201978R, se sidlem na adrese South
County Business Park, Leopardstown, Dublin 18,

Irsko, kterou zastupuje [IEEEEEEG_—G_—

I o 7ikladé pln¢
moci (dale jen ,,JCON*)

a
Nemocnici Jablonec nad Nisou, p.o.,

IC: 00829838, DIC: CZ00829838, se sidlem na
adrese Nemocni¢ni 15, 466 60 Jablonec nad
Nisou, Ceskd republika, kterou zastupuje [l

(dale jen ,,zdravotnické zafizeni®)

||| m

(dale jen ,,hlavni zkousejici")

(Zdravotnické zatizeni a zkousSejici, spole¢né
dale jen ,,smluvni partneti*)

(Spole¢nost Bayer a CRO, zdravotnické zatizeni
a zkousejici, spole¢né dale jen ,,smluvni strany*
a kazdy jednotlivé dale jen ,,smluvni strana®)

VZHLEDEM K TOMU, ZE:

Smluvni strany uzavieli
poskytovani sluzeb zkouSejicim ze dne
24. listopadu 2014 za ucelem provedeni
klinického hodnoceni nazvaného:
Mezinarodni, randomizovana, dvojité
zaslepena, placebem kontrolovana studie
faze III. hodnotici ucinnost a bezpecnost
pripravku ODM-201 u muzii ohrozenych
vysokym  rizikem  nemetastazujiciho
kastracné rezistentniho karcinomu

>

smlouvu o
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to facilitate the conduct of the Study,
including without limitation authorizing CRO
to sign this amendment of the Agreement
(hereinafter referred to as the “Amendment”)
in the name and on behalf of Bayer.

The Parties wish to supplement the Agreement by a
new attachment that includes terms on the budget as
described in Section 2 below.

NOW, THEREFORE, THE PARTIES ENTER

INTO THE FOLLOWING AMENDMENT
AGREEMENT:
1. DEFINITIONS

All capitalised terms used but not defined
herein shall have the respective meanings
given to such terms in the Agreement unless
otherwise indicated

2. AMENDMENT TO COMPENSATION

The Agreement shall be supplemented by an
additional attachment enclosed to this
Amendment as Exhibit | (hereinafter referred
to as “Attachment 1b”), which shall form an
integral part of the Agreement.

The Parties hereto wish to amend the
Agreement by revising the budget set forth in
Exhibit A to provide the additional funds as
per Sponsor decision.

The attached revised budget is effective as of
21Sep2017.

B. Spolecnost

prostaty. (,,smlouva‘).

CRO
smlouvu o poskytovani sluzeb za tcelem
usnadnéni provadeéni studie, ktera mimo

Bayer uzavfela s

jiné opraviiuje CRO podepsat tento
dodatek smlouvy (dale jen ,,dodatek®)
jménem spolecnosti Bayer.

Smluvni strany si pieji doplnit smlouvu o novou

prilohu, ktera obsahuje podminky rozpoctu, jak
je popsano nize v bodu 2.

UZAVIRAJI
NASLEDUJICI

NA ZAKLADE TOHO
SMLUVNI STRANY
DODATEK KE SMLOUVE:

1. DEFINICE

Vsechny terminy, oznacené velkym
pismenem, které jsou zde pouzity, avSak
nejdou zde definovany, maji prislusny
vyznam, ktery jim dava smlouva, pokud

neni uvedeno jinak.
2. DODATEK K ROZPOCTU

Smlouva bude doplnéna o dalsi ptilohu
ptilozenou ktomuto dodatku jako
pfiloha | (dale jen ,piiloha 1b“), ktera
bude tvofit nedilnou soucast smlouvy.

Smluvni strany této smlouvy si pteji

pozménit tuto smlouvu revidovanim
rozpoCtu stanoveného v piiloze A za

ucelem poskytnuti dodate¢nych
finan¢nich prosttedkt dle rozhodnuti
zadavatele.

Ptilozeny revidovany rozpocet je uéinny
od 21. zati 2017.
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3. MISCELLANEOUS

a.

This Assignment Agreement shall be effective
as of the Effective Date.

The Parties acknowledge that in
accordance  with  the transparency
requirements of Act no. 340/2015 Coll,
certain provisions of this Amendment and
Agreement may be subject to publication
by the Institution in the Register of
contracts. The Institution hereby agrees
that the publication of the terms of this
Amendment and Agreement will be
limited to the information that needs to be
disclosed as per the requirements of Act
no. 340/2015 Coll and will be subject to
prior review and approval by the Sponsor

Prior to the publication being made, the
Institution shall provide an opportunity to
the Sponsor to identify and redact any and
all provisions of this Amendment and
Agreement and its appendices that the
Sponsor deems as sensitive or business
secret information, and which are not
subject to mandatory disclosure by law
(the protocol, study timelines, fees/costs,
insurance and beneficiary template). The
Sponsor shall make all reasonable
attempts to provide to the Institution an
acceptable version of the Agreement for
publication no later than on its signature
date. At any rate, the Institution shall not
submit for publication a version of this
Amendment and Agreement that has not
been previously consented by the Sponsor.

Confirmation of the publication of the
Agreement in the contracts register will be
sent to the data mailbox n3mbdwi.

The Parties declare that in relation to the
Act no. 340/2015 Coll. maximum
monetary value of the Agreement is
814.699 CZK at the Effective Date of the
Agreement.

Except as amended by this Amendment, all
terms and conditions of the Agreement shall

Page 3 of 6

3. RUZNA USTANOVENI
a. Tato smlouva o postoupeni bude t¢inna
od data nabyti G¢innosti.

b. Strany berou na védomi, ze v souladu
S pozadavky na dodrzeni
transparentnosti stanovenymi
zdkonem ¢. 340/2015 Sb. je mozné, ze
zdravotnické zafizeni bude povinno
zvefejnit nekterd ustanoveni tohoto
dodatku i Smlouvy v Registru smluv.
Zdravotnické  zafizeni se timto
zavazuje, ze se pili zvefejnéni
podminek tohoto dodatku i Smlouvy
omezi na informace, které musi byt
zvefejnény v souladu s pozadavky
zékona ¢. 340/2015 Sb. a které budou
pfedem piezkoumany a schvaleny
zadavatelem

Pfred samotnym zvefejnénim je
zdravotnické  zafizeni  povinno
poskytnout zadavateli ptileZitost, aby
mohl identifikovat ~ a redigovat
jakakoliv ustanoveni tohoto dodatku i
Smlouvy ajejich ptiloh, ktera
povazuje za citlivdA nebo kterd
obsahuji obchodni tajemstvi, a ktera
nemusi byt ze =zdkona povinné
zvefejnéna (protokol, harmonogram
studie, odmeéna/ndklady pojisSténi a
bankovni detaily ptijemce). Zadavatel
je povinen vyvinout maximalni usili,
aby poskytl zdravotnickému zatizeni
pfijatelnou  verzi  smlouvy ke
zveiejnéni nejpozdéji k datu jejiho
podpisu. V zadném piipadé vSak
zdravotnické zafizeni neptedlozi ke
zvetejnéni verzi tohoto dodatku nebo
Smlouvy, kterd nebyla zadavatelem
pfedem schvalena.

Potvrzeni o uvefejnéni smlouvy v
registru smluv bude zaslano do
datove schranky n3mbdwi.

Smluvni strany prohlasuji, Ze ve
vztahu k zakonu ¢. 340/2015 Sb.,
maximalni pené€zni hodnota smlouvy
je 814 699 K¢ v den ucinnosti
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remain unchanged. Smlouvy.

c. Vyjma toho, co tento dodatek
pozménuje, zistanou vSechny podminky
této smlouvy beze zmén.

D. ATTACHMENT 4. PRILOHA
The following Exhibit shall form an integral Néasledujici  prfiloha tvofi nedilnou
part of this Amendment: soudast tohoto dodatku:
Exhibit | STUDY BUDGET Ptiloha | ROZPOCET STUDIE

IN WITNESS WHEREOF, the Parties NA DUKAZ CEHOZ smluvni strany uzaviely
have executed this Amendment on the dates tento dodatek k nize uvedenym datim.
indicated below.

Signed for and behalf of ICON Clinical
Research Limited on behalf of:

Bayer AG / Podepsan(a) za spoleénost ICON
Clinical Research Limited jménem
spole¢nosti:

Bayer AG

Signed for and behalf of Nemocnice Jablonec
nad Nisou, p.o. / Podepsan(a) za Nemocnici
Jablonec nad Nisou, p.o. a jeho jménem

Date / Datum: Date / Datum:

Signature / Signature /
Podpis: Podpis:

Name / Jméno: NN Name / Jnéno:
-

Function / Funkce: |
I

Signed by Investigator / Podepsano
zkouSejicim:

Date / Datum:

Function / Funkce:

Signature /
Podpis::

Name / Jméno: [
Ph.D.

Function / Funkce: Principal investigator

Exhibit 1 Piiloha 1
STUDY BUDGET ROZPOCET STUDIE
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