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AMENDMENT NO.1TO THE
CLINICAL TRIAL AGREEMENT

This Amendment No. 1 (“Amendment
No. 1”) to that certain Clinical Trial Agreement
dated 28™ of April, 2021 (“Agreement”) by and
among

Fakultni nemocnice u sv. Anny v
Brné located at Pekaiska 53, 656 91 Brno, Czech
Republic, IC (Company ID): 00159816, DIC
(VAT ID): CZ00159816, represented by Ing.
Vlastimil Vajdak, director (the “Institution”),

Exelixis, Inc., located at 1851 Harbor
Bay Parkway, Alameda, CA 94502, U.S.A. (the

“Sponsor’),

and

xxxxX with a place of permanent
residence: xxxx date of birth: xxxx, who serves
as the principal investigator (“Investigator”),

each of which are also referred to herein
individually as a “Party,” and collectively as the
“Parties”,

is effective on the day of its publishing
in the Register of Contracts in accordance with
the Act no. 340/2015 Coll. On the Register of
Contracts (“Amendment No. 1 Effective Date”).

Furthermore, under a special Power of
Attorney issued on 24 April, 2020, Sponsor has
appointed and authorized Pharmaceutical
Research Associates CZ, s.r.0. (“PRA”),
located at Jankovcova 1569/2c, 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 the Municipal Court in Prague,
Section C, Entry 120574, represented by XXxxX.,
authorized by the executive on power of
attorney, to execute this Amendment No. 1 in the
name and on behalf of the Sponsor, thus binding
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DODATEK C. 1 KE SMLOUVE O
PROVEDENI KLINICKEHO
HODNOCENI

Tento Dodatek ¢. 1 (dale jen ,,Dodatek €.
1) kuvedené Smlouvé o provedeni klinického
hodnoceni ze dne 28. dubna 2021 (dale jen
»omlouva”) mezi

Fakultni nemocnici u sv. Anny v Brné
se sidlem Pekaiska 53, 656 91 Brno, Ceska
republika, IC: 00159816, DIC: CZ00159816,
zastoupenou Ing. Vlastimilem Vajdakem,
feditelem (dale jen ,,Zdravotnické zatizeni‘),

spole¢nosti  Exelixis, Inc., se sidlem
v 1851 Harbor Bay Parkway, Alameda,
CA 94502, USA (dale jen ,,Zadavatel*),

a

XXXX., bytem = xxxxx, nar. XXXX.
odpovidajici za Studii jako hlavni zkouSejici
(dale jen ,,Zkousejici®),

znichz kazdy je zde také oznaCovan
jednotlive jako ,,smluvni strana“ a spolecné jako

»smluvni strany*,

nabyva ucinnosti dnem zvefejnéni dle
zakona ¢. 340/2015 Sb., o registru smluv (dale
jen ,,Datum t¢innosti Dodatku ¢. 1 ).

Dale, na zaklad¢ zvlastni plné moci
vydané dne 24. dubna 2020, Zadavatel jmenoval
a zplnomocnil ~ Pharmaceutical  Research
Associates CZ, s.r.0. sesidlem Jankovcova
1569/2¢, 1C: 27636852, spole¢nost s ruéenim
omezenym fadné zapsanou v Obchodnim
rejstitku Ceské republiky vedeném Méstskym
soudem v Praze oddil C, vlozka 120574,
zastoupenou XxXxXX, zmocnénou jednatelem na
zakladé plné moci K podpisu tohoto Dodatku €. 1
jménem Zadavatele, ¢imz zavaze Zadavatele
k povinnostem a zavazkiim stanovenym v tomto
Dodatku ¢. 1.
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Sponsor to the duties and obligations set out in
this Amendment No. 1.

RECITALS:

WHEREAS, the Parties executed 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
XL.184-315 (the “Protocol™).

WHEREAS, Protocol Amendment No. 2 was
implemented, which revised costs for the
performance of the Study; and

WHEREAS, the Parties now desire to make
certain modifications to the Agreement to
account for changes to the Payment Schedule
and Budget, 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:

Effective as of the Amendment No. 1 Effective
Date, the Parties hereby agree as follows:

1. Change in Payment Schedule.  The
Payment Schedule set forth under Exhibit A
to the Agreement, is hereby deleted in its
entirety and replaced with the “Revised
Payment Schedule” set forth under Exhibit A
to this Amendment No. 1, attached hereto
and incorporated herein by this reference.

2. Change in Budget. The Budget set forth
under Exhibit B to the Agreement, is hereby
deleted in its entirety and replaced with the
“Revised Budget” set forth Exhibit B to this
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ODUVODNENI:

VZHLEDEM K TOMU, ze smluvni strany
uzaviely Smlouvu za ucelem provedeni klinické
studie s nazvem , Randomizovana, oteviena,
kontrolovana studie faze 3 kombinace
kabozantinibu (XL184) s atezolizumabem
vV porovnani s druhou novou hormonalni
terapii (NHT) u subjekti s metastatickym
malignim nadorem prostaty rezistentnim na
kastraci” (dale jen ,,Studie*) pod Protokolem
XL184-315 (dale jen ,,Protokol”).

VZHLEDEM K TOMU, Ze byl implementovan
Dodatek Protokolu ¢. 2, ktery upravil naklady na
provedeni Studie; a

VZHLEDEM K TOMU, Ze smluvni strany si
nyni pfeji provést urcitou tipravu Smlouvy, ktera
zohledni zménu Pfehledu plateb a Rozpoctu, jak
je uvedeno v tomto Dodatku €. 1;

PROTO NYNIi sohledem na zde obsazené
predpoklady a vzajemné Smlouvy a dohody
spolu sfadnym ahodnotnym protiplnénim,
jehoz ptijem a dostate¢nost jsou timto uznany, se
smluvni strany dohodly takto:

DOHODA:

S ucinnosti k Datu ucinnosti Dodatku ¢. 1 se
smluvni strany dohodly takto:

1. Zména rozvrhu plateb. Rozvrh plateb
stanoveny v Pfiloze A Smlouvy se timto v
celém  rozsahu rusi a  nahrazuje
“Revidovanym Rozvrhem plateb” v Piiloze
A k tomuto Dodatku ¢. 1, pfipojeny nize a
zahrnuty timto odkazem.

2. Zména Rozpoctu. Rozpocet stanoveny v
Ptiloze B Smlouvy se timto v celém rozsahu
rusi a nahrazuje “Revidovanym Rozpoctem”
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Amendment No. 1, attached hereto and
incorporated herein by this reference.

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 made in three (3)
counterparts, each of which Parties receives one
(1) at time.

Signature page to follow.
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v Ptiloze B k tomuto Dodatku €. 1, ptipojeny
nize a zahrnuty timto odkazem.

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 né¢hoz je
Smlouva vyslovn¢ 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 dotéena timto dodatkem,
zlstanou jeji ustanoveni plné platnd a ti¢inna.
Vyrazy psané velkym pismem, které se pouzivaji
vtomto Dodatku ¢. 1 anejsou vném jinak
definovany, maji stejny vyznam jako
ve Smlouvé. S vyjimkou vyslovné Gpravy timto
Dodatkem ¢. 1 =zdstavaji vSechna ostatni
ustanoveni obsazena ve Smlouve platnd, zavazna
anezménénd. Kazda Strana vyhotovi, potvrdi
a doruci dalsi listiny a provede vSechny dalsi
ukony tak, jak mize byt nezbytné nebo vhodné,
aby bylo mozné uskutecnit ucely a zamér tohoto
Dodatku ¢. 1. Tento Dodatek ¢. 1 je vyhotoven
ve tfech (3) stejnopisech, pifiCemz kazda ze
smluvnich stran obdrzi po jednom (1) paré.

Podpisova strana nasleduje.
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IN WITNESS WHEREOF, the Parties have
caused this Amendment No. 1 to be executed
by their duly authorized representatives as of

Fakultni nemocnicie u sv. Anny v Brné / xxxx
Protocol XL184-315

NA DUKAZ CEHOZ smluvni strany uzaviely
tento Dodatek ¢. 1 prostiednictvim fadné
zmocnénych zastupci kuvedenému Datu

the Amendment No. 1 Effective Date. udéinnosti Dodatku ¢. 1.

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: XXXXX

Title/Funkce:  Authorised by the executive on power of attorney / Zmocnéna jednatelem na zakladé
plné moci
Date/Datum:  21-9-2022

FAKULTNI NEMOCNICE U SV. ANNY V BRNE

By/Podepsal:
Authorised Signature/ Podpis zmocnéného zastupce

Name / Jméno: Ing. Vlastimil Vajdak

Title / Funkce: Director / Reditel
4.10. 2022

Date/Datum:

XXXXX

By/Podepsal:

Name/Jméno: XXXX

Title/Funkce: Principal Investigator / Hlavni zkous$ejici

Date/Datum: /- 10- 2022
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EXHIBIT A / PRILOHA A
REVISED PAYMENT SCHEDULE / REVIDOVANY ROZVRH PLATEB

EXHIBIT B/ PRILOHA B
REVISED BUDGET / REVIDOVANY ROZPOCET
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