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AMENDMENT No.1TO THE
CLINICAL TRIAL AGREEMENT

This Amendment No. 1 to the Clinical Trial
Agreement dated December 17" 2020
(hereinafter “Amendment No. 17) is effective
from the day of its publication in the Register of
Contracts in accordance with the Act on the
Register of Contracts unless stated otherwise
(“Amendment No. 1 Effective Date”) and is
made by and between

Fakultni nemocnice Bulovka, located at
Budinova 67/2, Post Code (PSC): 180 81 Prague
8, Czech Republic, Company ID: 00064211,
VAT: CZ00064211, represented by MUDr.
Livia Vecefovd, MBA, deputy director for
science, research, grant activities and
development, according to authorisation (the
“Institution” or the “Site”),

and

Exelixis, Inc., located at 1851 Harbor Bay
Parkway, Alameda, CA 94502, U.S.A.
(hereinafter the “Sponsor”).

Institution and Sponsor are hereinafter jointly
referred to as the “Parties” or individually as the

“Party”.

XXX, an employee of the Institution located at
Budinova 67/2, 180 81 Prague 8, Czech
Republic, serving as the principal investigator
(hereinafter the “Investigator”), is contracted to
perform the duties of the principal investigator
for the Study under a separate agreement.

Furthermore, under a special Power of Attorney
issued on October 8, 2019, Sponsor has
appointed and authorized Pharmaceutical
Research Associates CZ, s.r.0. located at
Jankovcova 1569/2¢, Post Code (PSC): 170 00,
Praha 7, Czech Republic, IC (company ID
number): 27636852, the limited liability
company duly registered in the Commercial
Register of the Czech Republic maintained by
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DODATEK C. 1 KE SMLOUVE O
PROVEDENI KLINICKEHO
HODNOCENI

Tento Dodatek ¢. 1 ke Smlouvé o provedeni
klinického hodnoceni ze dne 17. prosince 2020
(dale jen ,,Dodatek ¢. 1) nabyva ucinnosti dnem
uvetejnéni v registru smluv postupem podle
zadkona o registru smluv, neni-li dale uvedeno
jinak (dale jen ,,Datum ué¢innosti Dodatku ¢. 1)
a uzavira se mezi

Fakultni nemocnici Bulovka, se sidlem
Budinova 67/2, 180 81 Praha 8, Ceska republika,
ICO: 00064211, DIC:  CZ00064211,

zastoupenou MUDr. Livii Vecefovou, MBA,
nameéstkyni pro védu, vyzkum, grantové ¢innosti
a rozvoj, dle povéteni (dale jen ,,Zdravotnické
zafizeni“ nebo ,,Regitelské centrum®),

a
spolecnosti  Exelixis, Inc., se sidlem
v 1851 Harbor Bay Parkway, Alameda,

CA 94502, USA (dale jen ,,Zadavatel*).

Zdravotnické zatizeni a Zadavatel dale spole¢ne
jako ,,smluvni strany*“ nebo jednotlivé jako
,,smluvni strana“.

XXX, zaméstnankyné Zdravotnického zafizeni
se sidlem Budinova 67/2, 180 81 Praha 8, Ceska
republika, vystupujici jako hlavni zkouSejici
(dale jen ,.Zkousejici“), kterd provadi povinnosti
hlavniho zkousejiciho pro Studii na zaklade
samostatné smlouvy.

Daéle, na zakladé¢ zvlastni plné moci vydané dne
8. fijna 2019, Zadavatel jmenoval a zplnomocnil
Pharmaceutical Research Associates CZ, s.r.o.,
se sidlem Jankovcova 1569/2¢c, PSC 170 00,
Praha 7, Ceska republika, IC: 27636852,
spolecnost s ruc¢enym omezenym fadné zapsanou
v Obchodnim rejstiiku Ceské republiky vedeném
Megéstskym soudem v Praze oddil C, vlozka
120574, zastoupenou XXX (dale jen ,,PRA%),
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the Municipal Court in Prague, Section C, Entry
120574, represented by XXX (“PRA”), to
execute this Amendment No. 1 in the name and
on behalf of the Sponsor, thus binding Sponsor
to the duties and obligations set out in this
Amendment No. 1.

RECITALS:

WHEREAS, the Parties executed Clinical Trial
Agreement (“Agreement”) to conduct a clinical
study with the title “A Phase 3, Randomized,
Open-Label, Controlled Study of Cabozantinib
(XL184) in Combination with Atezolizumab vs
Second Novel Hormonal Therapy (NHT) in
Subjects with Metastatic Castration-Resistant
Prostate Cancer ”, (the “Study”), under protocol
number XL184-315 (the “Protocol”).

WHEREAS, the Institution notified Sponsor
and PRA that as of January 1% 2021 it had
changed its name, but remained the same legal
entity; and

WHEREAS, the Parties now desire to make
certain modifications to the Agreement to
account for change to Institution’s name, all as
set forth in this Amendment No. 1.

NOW THEREFORE, in consideration of the
premises and mutual covenants herein contained,
and for other good and valuable consideration,
the receipt and sufficiency of which are hereby
acknowledged, the Parties hereto agree as
follows:

AGREEMENT:

The Parties hereby agree as follows:

1. The name of the Institution in the preamble
of the Agreement “Nemocnice Na Bulovce”
is deleted in its entirety and replaced with the
new name “Fakultni nemocnice Bulovka”.

2. Furthermore, references under Section 15.
Notices and Exhibit A, Payment Schedule in
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XL184-315
k podpisu tohoto Dodatku ¢. 1 jménem
Zadavatele, ¢imz zavaze Zadavatele

k povinnostem a zavazktim stanovenym v tomto
Dodatku ¢. 1.

ODUVODNENI:

VZHLEDEM K TOMU, ze smluvni strany
uzaviely Smlouvu o provedeni klinického
hodnoceni (dale jen ,.Smlouva”) za ucelem

provedeni klinickée studie S nazvem
. Randomizovand, oteviend, kontrolovana

studie faze 3 kombinace kabozantinibu (XL184)
s atezolizumabem v porovnani s druhou novou
hormonalni  terapii  (NHT)  u subjektii
s metastatickym malignim nadorem prostaty
rezistentnim na kastraci”,(dale jen ,,Studie®)
pod protokolem XL184-315 (dale jen
,»Protokol™).

VZHLEDEM K TOMU, 7zZe Zdravotnické
zafizeni informovalo Zadavatele a PRA, Ze od 1.
ledna 2021 zménilo nazev, ale zistalo stejnou
pravnickou osobou; a

VZHLEDEM K TOMU, ze smluvni strany si
nyni pieji provést urcitli tpravu Smlouvy, ktera
popisuje zménu jména Zdravotnického zafizeni
jak je uvedeno v tomto Dodatku €. 1;

PROTO NYNI sohledem na zde obsazené
predpoklady avzajemné Smlouvy a dohody
spolu stadnym ahodnotnym protiplnénim,
jehoz ptijem a dostatecnost jsou timto uznany, se
smluvni strany dohodly takto:

DOHODA:
Smluvni strany se dohodly takto:
1. V  Preambuli  Smlouvy se jméno
Zdravotnického zafizeni “Nemocnici Na
Bulovce” rusi a nahrazuje se novym jménem

“Fakultni nemocnici Bulovka”.

2. Déle, odkazy v ¢asti 15. Oznameni a Pfiloha
A, Rozvrh plateb ve Smlouvé odkazujici na
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the Agreement referring to “Nemocnice na
Bulovce, Budinova 67/2, 180 81 Prague 8,
Czech Republic” are hereby deleted in their
entirety and replaced with “Fakultni
nemocnice Bulovka, Budinova 67/2, 180 81
Prague 8, Czech Republic.”

3. This Amendment No. 1 is retroactively
effective as of January 1% 2021.

MISCELLANEOUS:

This Amendment No. 1 amends the terms of the
Agreement and is deemed incorporated into and
governed by all other terms of the Agreement. To
the extent that the Agreement is explicitly
amended by this Amendment No. 1, the terms of
this Amendment No. 1 will control where the
terms of the Agreement are contrary to or
conflict with the following provisions. Where the
Agreement is not explicitly amended, the terms
of the Agreement will remain in full force and
effect. Capitalized terms used in this
Amendment No. 1 that are not otherwise defined
herein shall have the same meanings as such
terms have in the Agreement. Except as
expressly modified by this Amendment No. 1, all
the other provisions contained in the Agreement
remain valid, binding and unchanged. Each Party
shall execute, acknowledge and deliver such
further instruments, and do all other acts, as may
be necessary or appropriate in order to carry out
the purposes and intent of this Amendment No.
1. This Amendment No. 1 is signed in two
counterparts, from which each Party shall
receive one counterpart.

Signature page to follow.
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“Nemocnice na Bulovce, Budinova 67/2,
180 81 Praha 8, Ceska republika“ se timto
vcelém rozsahu ruSi a nahrazuje se
“Fakultni nemocnice Bulovka, Budinova
67/2, 180 81 Praha 8, Ceska republika.*

3. Tento Dodatek ¢. 1 je zpétné Géinny ode dne
1. ledna 2021.

RUZNE:

Tento Dodatek ¢. 1 upravuje podminky Smlouvy
a je povazovan za zaClenény do vSech ostatnich
podminek Smlouvy afidi se vSemi ostatnimi
podminkami Smlouvy. Do rozsahu, do néhoz je
Smlouva vyslovné upravena timto Dodatkem
¢. 1, budou podminky tohoto Dodatku ¢. 1

regulovat ustanoveni, kde jsou podminky
Smlouvy  protichtidné  nebo v rozporu
s nasledujicimi  ustanovenimi.  Tam, kde

Smlouva neni vyslovné upravena, zistanou jeji
ustanoveni plné platnd a i€inna. Vyrazy psané
velkym pismem, které se pouzivaji v tomto
Dodatku ¢. 1 anejsou v ném jinak definovany,
maji  stejny vyznam jako ve Smlouve.
S vyjimkou vyslovné Upravy timto Dodatkem
¢. 1 zistavaji vSechna ostatni ustanoveni
obsazena  ve Smlouvé  platnd, zavazna
a nezménéna. Kazda smluvni strana vyhotovi,
potvrdi a doru¢i dalsi listiny a provede vSechny
dalsi ukony tak, jak miZze byt nezbytné nebo
vhodné, aby bylo mozné uskutecnit ucely a
zamér tohoto Dodatku ¢. 1.Tento Dodatek €. 1 je
podepsan na dvou stejnopisech, z nichz kazda
smluvni strana obdrzi jedno vyhotoveni.

Podpisova strana nasleduje.
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IN WITNESS WHEREOF, the Parties have NA DUKAZ CEHOZ, smluvni strany
caused this Amendment No. 1 to be executed uzaviely tento Dodatek ¢. 1 prostiednictvim
by their duly authorized representatives, and fadné zmocnénych zastupci a nabude ucinnosti
will become effective as of the Amendment No.  dnem Datumu u¢innosti Dodatku ¢. 1.

1 Effective Date.

PHARMACEUTICAL RESEARCH ASSOCIATES CZ, s.r.o.
acting as authorized representative of Exelixis, Inc. / jednajici jako zmocnény zastupce
spolecnosti Exelixis, Inc.

By/Podepsal:
Authorised Signature / Podpis zmocnéného zastupce

Name/Jméno: XXX
Title/Funkce: XXX

Date/Datum:

FAKULTNI NEMOCNICE BULOVKA

By/Podepsal:
Authorised Signature/ Podpis zmocnéného zastupce

Name / Jméno: MUDr. Livia Vedéefova, MBA

Title / Funkce: Deputy director for science, research, grant activities and development /
Nameéstkyné pro védu, vyzkum, grantové ¢innosti a rozvoj

Date/Datum:
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