CLINICAL TRIAL AGREEMENT SMLOUVA O KLINICKEM HODNOCENT

The Clinical Trial Agreement (“Agreement”)is Tato smlouva o  Kklinickém  hodnoceni
made by and between: (“Smlouva”) je uzavirdna mezi nasledujicimi

Fakultni nemocnice v Motole, state
budgetary organization, having a place of
business at V Uvalu 84, 105 06 Praha 5,
Czech Republic, Identification number:
00064203, Tax identification number:
CZ00064203, represented by

- . based on
a mandate (the “Institution”), and

having an address atV Uvalu 84, 105 06
Praha 5,  Czech Republic  (the
“Investigator”), and

IQVIA RDS Czech Republic, s.r.o., having
a place of business at Pernerova 691/42, 186
00 Praha 8 - Karlin, Czech Republic,
Identification number: 247 68 651, Tax
identification number: CZ247 68 651,
represented by | G Vanaging
Director (“IQVIA”), and

Exelixis, Inc., having a place of business at
1851 Harbor Bay Parkway, Alameda, CA
94502, USA, Tax identification number: 04-
3257395, represented by | GTcCGG
Senior  Vice President, Development
Operations (or such individual’s designee)
(*“Sponsor™)

Each a “Party” and together the “Parties”.

stranami:

e Fakultni nemocnice v Motole, statni
prispévkova organizace, se sidlem V Uvalu 84,
105 06 Praha 5, Ceska republika, Identifikacni
¢islo: 00064203, Danové identifikacni Cislo:

cz00064203, zastoupena |
I - i na zéklad& povéfeni

(.Poskytovatel*  nebo  “Zdravotnické
zarizeni”), a

-
adresou V Uvalu 84, 105 06 Praha 5, Ceska
republika(“Zkousejici”), a

e IQVIA RDS Czech Republic, s.r.o., se
sidlem Pernerova 691/42, 186 00 Praha 8 -
Karlin, Ceska republika, IC: 247 68 651, DIC:
CZ24768651, zastoupeny
jednatelkou (“IQVIA”), a

e Exelixis, Inc., se sidlem 1851 Harbor Bay
Parkway, Alameda, CA 94502, USA, Danové
identifikacni ¢islo: 04-3257395, zastoupeny
I senior
viceprezidentkou pro z&leZitosti rozvoje (nebo
osoba ji povéiena) (“Zadavatel”)

Kazda samostatné jako “Strana” a spolecné jako
“Strany”.
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Protocol Cislo
Number: XL092-304 Protokolu: XL092-304
Randomizované, otevirené
. klinické  hodnoceni faze 3
ﬁh:SaéngorSntluzgS o(? p;Egé;bT Pﬁ]_)ravku XL092 v komb,i ngci
Protocol Nivolumab vs Sunitinib in | Nazev zunr::{[?rlltljtr)g ?T:)emVpOLOVSZZES
Title: Subjects with Advanced or | Protokolu: s pokrocilim p nebo
Metastatic Non-Clear Cell m]; tastati cyk'm
Renal Cell Carcinoma . yw , L,
nesvetlobunécnym  rendlnim
karcinomem
Egig:’co' 07 October 2022 Ef;gorﬂolu: 7. Fjna 2022
Sponsor: Exelixis, Inc. Zadavatel: Exelixis, Inc.
Stat, ve kterém
ma sidlo Misto
Country L axos
where Site is . provadéni . .
Conducting Czech Republic kIInICkehQ Ceska republika
Study hodr]ocenl, o
které provadi
Studii
V':/?}g?g?ﬂe O_npqlogy clinic, which is a | Misto, kde bude | Onkologicka klinika, ktera je
study will be d|V|_S|or_1/part of the prov?'ldéna soucdsti/oddélenim
conducted: Institution Studie: Zdravotnického zarizeni
Etické& komise SUKL Etické& komise SUKL
Srobéarova 48 Srobéarova 48
EC 190 41 Praha 10 EK 190 41 Praha 10
Ceska republika Ceska republika
E-mail: E-mail:
I @2
RECITALS: UVODNI USTANOVENI:
WHEREAS IQVIA is providing clinical VZHLEDEM K TOMU, Ze Spole¢nost IQVIA

research organisation services to Sponsor under
a separate contract between IQVIA and
Sponsor. IQVIA’s services include monitoring
of the Study and contracting with clinical
research sites;

WHEREAS the Institution and Investigator
(hereinafter jointly the “Site”) are willing to
conduct the Study and IQVIA requests the Site
to undertake such Study.

poskytuje Zadavateli sluzby klinické vyzkumné
organizace na zakladé¢ samostatné smlouvy
uzaviené mezi ni a Zadavatelem. Sluzby
spolec¢nosti IQVIA zahrnuji monitoring Studie
auzavirdni  smluv s klinickymi vyzkumnymi
centry.

VZHLEDEM K TOMU, Ze Zdravotnicke
zatizeni a Zkousejici (dale spolecné jako ,,Misto
provadéni klinického hodnoceni) jsou ochotni
provadét Studii a spole¢nost IQVIA zada Misto
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The following additional definitions shall apply
to this Agreement:

Case Report Form or CRF: case report form
(paper or electronic) to be used by the
Investigator(as defined below) to record all of
the information generated pursuant to the
Protocol to be reported to Sponsor on each
Study Subject (defined below).

Good Clinical Practices or GCPs: International
Council for Harmonization of Technical
Requirements for Pharmaceuticals for Human
Use (ICH)Harmonized Tripartite Guideline for
Good Clinical Practice as amended from time to
time and the applicable principles set out in the
Declaration of Helsinki as revised from time to
time.

Investigational Product: the drug referred to
internally as XL092, nivolumab, and/or
sunitinib (i.e., the compound(s) identified in the
Protocol) that is/are being tested in the Study
and shall be solely for the purposes of
conducting the Study.

Medical Records: the Study Subjects’ primary
medical records in medical documentation kept
by the Institution in its ordinary course of
business on behalf of the Study Subjects,
including, without limitation, original copies of
treatment entries, x-rays, biopsy reports,
ultrasound photographs, and other diagnostic
images.

Protocol: the clinical protocol referenced above
as it may be modified from time to time by the
Sponsor (defined below).

Sponsor: Exelixis, Inc., the sponsor of the
Study.

provadéni klinického hodnoceni,
provadélo.

aby Studii

Na tuto Smlouvu se vztahuji tyto dopliujici
definice:

Formulaf zaznamu subjektu hodnoceni nebo CRF
(papirovy nebo elektronicky) bude ZkouSejici
(definice viz niZe) pouZivat pro zaznamenavani
veskerych informaci vytvafenych v souladu
s Protokolem, které je povinno o0 kazdém
Subjektu Studie hlasit Zadavateli (definice viz
nize).

Spravna klinicka praxe (Good Clinical Practices)
neboli GCP: Harmonizovana trojstranna smérnice
o spravné klinicke praxi schvalena Mezinarodni
radou pro harmonizaci technickych pozadavki na
1é¢ivé piipravky pro huménni pouziti (ICH),
v platném znéni, aplatné principy stanovené
Helsinskou deklaraci, v platném znéni.

Hodnoceny  prfipravek:  pfipravek  interné
oznaCovany jako XL092, nivolumab a/nebo
sunitinib (. sloucenina (slouceniny) uvedena
v Protokolu), které jsou zkouméany ve Studii
a slouzi vyhradné pro tcely provadéni Studie.

LZdravotni  zdznamy“:  primarni  zdravotni
zaznamy Subjektd studie ve zdravotnické
dokumentaci vedené Zdravotnickym zafizenim
v ramci jeho bézné ¢innosti o Subjektech studie,
jako jsou napiiklad origindlni zaznamy
0 poskytnuté péci, zaznamy o rentgenech a
biopsiich, snimky z ultrazvukovych vySetfeni a
dalsi snimky diagnostické povahy.

Protokol: klinicky protokol, na ktery je odk&zano
vySe a ktery muze cas od Casu Zadavatel
(definovany nize) pozménit.

Zadavatel: Exelixis, Inc., zadavatel Studie.
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Study Data: all records, reports, results, and
other information, other than Medical Records,
prepared, developed, generated, collected, or
arising in connection with the Study including,
without limitation, reports (e.g., CRFs, data
summaries, interim reports and the final report),
laboratory worksheets, slides, radiographs,
ECG tracings, examination findings, clinical
data, specifications, computer programs or
models and all related documentation, results
and supporting data, or reports created by
Institution, Investigator or Study Staff required
to be delivered to Sponsor pursuant to the
Protocol and all records regarding inventories
and dispositions of all Investigational Product.

Study Staff: the individuals involved in
conducting the Study under the direction of the
Investigator and/or the Institution.

Study Subject: an individual who participates
in the Study, either as a recipient of the
Investigational Product (defined below) or as a
control.

Study: the performance of the clinical trial in
accordance with this Agreement and the
Protocol for purposes of gathering information
about the compound identified in the Protocol.

NOW THEREFORE, in consideration of the
foregoing and the mutual covenants and
promises to set forth herein and other good and
valuable consideration, the receipt and
adequacy of which are hereby acknowledged,
the parties hereby agree as follows:

1. CONDUCT OF THE STUDY

1.1 Compliance with Laws, Regulations,
and Good Clinical Practices

Site agrees that Site and Study Staff shall

perform the Study at Institution in strict

accordance with this Agreement, the

Protocol, any and all applicable laws,

regulations and guidelines, such as anti-

Studijni data: veSkeré zaznamy, zpravy, vysledky
a dalsi informace, kromé Zdravotnich zaznami,
piipravené, vypracovang, vytvoreneé,
shromazdéné nebo vzniklé v souvislosti se Studii,
mj. zpravy (napft. formulaie CRF, souhrny udaju,
prabézné zpravy a zavérecna zprava), laboratorni
prehledy, mikroskopické preparaty, rentgenové
snimky, zaznamy z EKG, vysledky vySetieni,
klinické udaje, specifikace, pocitatové programy
nebo modely a veSkera souvisejici dokumentace,
vysledky apodpurné tdaje nebo zpravy
vytvorené Zdravotnickym zafizenim,
Zkousejicim nebo Studijnim tymem, poskytované
Zadavateli podle Protokolu, aveSkeré zdznamy
tykajici se zasob Hodnocen¢ho ptipravku
a nakladani s nim.

Studijni tym: osoby podilejici se na provadéni
Studie pod vedenim ZkouSejiciho a/nebo
Zdravotnického zatizeni.

Subjekt studie: fyzicka osoba ucastnici se Studie
bud® jako wuzivatel Hodnoceného piipravku
(definice viz nize), nebo jako kontrolni subjekt.

Studie: provadéni klinického hodnocen v souladu
stouto Smlouvou a Protokolem Kk ziskani a
shromazdéni  informaci o latce  popsané
v Protokolu.

A PROTO, sohledem na vySe uvedené aza
vzajemné zadvazky a prisliby uvedené v této
Smlouvé a dal§i fadnd ahodnotna protiplnéni,
jejichz ptijeti a dostatecnost je timto potvrzena, se
Strany dohodly na uzavieni Smlouvy v tomto
znéni:

1. PROVEDENI STUDIE

1.1Soulad s  Pravnimi  pfedpisy,
nafizenimi a Spravnou klinickou praxi
Misto provadéni klinického hodnoceni

souhlasi s tim, ze Misto provadéni klinického
hodnoceni a Studijni personal provede ve
Zdravotnickém zafizeni Studii v pfisném
souladu s touto Smlouvou, Protokolem,
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corruption laws, anti-bribery laws, and
applicable privacy and data security laws
and regulations, including without
limitation, GCPs and those of the United
States Food and Drug Administration
(FDA), Act No. 378/2007 Coll., on
Pharmaceuticals and on amendments to
some related acts (“Act on
Pharmaceuticals”) and Decree No.
226/2008 Coll., on good clinical practice
and detailed conditions of clinical trials on
medicinal products, as amended, Act No.
372/2011 Coll., on Medical Services and
terms and conditions of performance of such
services (“Act on Medical Services®) or
any subsequent amendments or laws
substantially replacing any of the
foregoing(together "Applicable Laws").
Site and Study Staff acknowledge that
IQVIA and Sponsor, and their respective
affiliates, need to adhere to the provisions of
(i) the Bribery Act 2010 of the United
Kingdom (Bribery Act); (ii) the Foreign
Corrupt Practices Act 1977 of the United
States of America (FCPA) and (iii) any
other applicable anti-corruption legislation.

1.2 Informed Consent Form

Site agrees to use an informed consent form
that has been approved by Sponsor and is in
accordance with applicable regulations. Site
shall obtain the prior written informed
consent of each Study Subject before such
subject is enrolled in the Study.

1.3. Medical Records and Study Data

1.3.1 Collection, Storage and
Destruction: Site shall ensure the prompt,
complete, and accurate collection,
recording and classification of the Medical
Records, in accordance with its standard

veSkerymi ptisluSnymi pravnimi ptedpisy a
nafizenimi, napf. protikorupénimi zékony,
zakony proti uplaceni a platnymi pravnimi
pfedpisy a nafizenimi o ochrané¢ soukromi
aosobnich udaji, napf. GCP a piedpisy
Utadu pro potraviny a lé¢iva Spojenych stati
americkych (FDA), zéak. ¢. 378/2007 Sh., o
lé¢ivech a zménach nékterych souvisejicich
zakonu (“Zakon o lé¢ivech”) a Vyhlasky ¢.
226/2008 Sh., o spravné Klinické praxi a
blizSich podminkéch klinického hodnoceni
lé¢ivych ptipravkil, v platném znéni, zak. €.
372/2011 Sb., o Zdravotnich sluzbach a
podminkach jejich poskytovani (,,Zakon o
zdravotnich sluzbach®) nebo jakychkoli
naslednych pozméiujicich ¢i  podstatné
nahrazujicich pravnich ptedpisii ve vztahu ke
shora uvedenym pravnim normam, (spolecné
“Prislusné pravni piedpisy”). Misto
provadéni klinického hodnoceni a Studijni
personal timto berou na védomi, ze IQVIA a
Zadavatel, a jejich odpovédné pobocky, se
zavazuji dodrZovat (i) britsky zakon proti
korupci z roku 2010 (“Protikorup¢ni
zékon”); (ii) zakon USA z roku 1977 o
zahrani¢nich korup¢nich praktikach z roku
1977 (“FCPA”) a (iii) jakékoli dalSi pravni
prepisy na useku zdkazu korupc¢nich praktik.

1.2 Formulaf  pisemného  informovaného
souhlasu
Misto provadéni klinického hodnoceni

souhlasi s tim, Ze bude pouZzivat formular
informovaného souhlasu, ve znéni
schvaleném Zadavatelem, a ktery je v souladu
s prislusSnymi pravnimi predpisy. Misto
provadéni klinického hodnoceni pfedem
zajisti pisemny informovany souhlas kazdeho
Subjektu studie pted zafazenim Subjektu do
Studie.

1.3. Zdravotni zdznamy a Studijni data a Udaje
1.3.1  Shromazd’ovani, uskladnéni a
likvidace: Misto provadéni klinického
hodnoceni zajisti promptni, uplné a presné
shromazd’ovani, zaznamenavani a
klasifika¢ni roztfidéni Zdravotnich zaznamu
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operating procedures, and Study Data, in
accordance with the Protocol.

Site shall:
a) maintain and store Medical Records

podle jeho obvyklych provoznich postupt a
Studijnich dat a tdaji podle Protokolu.

Misto provadéni klinického hodnoceni bude:
a) vést a skladovat Zdravotni zaznamy a

and Study Data in a secure manner
with physical and electronic access
restrictions, as applicable and
environmental controls appropriate to
the applicable data type and in
accordance with applicable laws,
regulations and industry standards;
and

b) protect the Medical Records and Study

Data from unauthorized use, access,

b)

Studijni data a tudaje bezpecnym
zptisobem s omezenim fyzického 1
elektronického pfistupu, dle podminek
konkrétniho pfipadu a s kontrolou
prostiedi pfislusnou pro konkrétni typ
dat a udaji v souladu s piislusSnymi
pravnimi  pfedpisy, nafizenimi a
technickymi standardy; a

chranit Zdravotni zaznamy a Studijni
data a udaje proti neopravnénému

duplication, and disclosure. If directed zneuziti, pfistupu, kopirovani  ¢i
by Sponsor or IQVIA, Site will submit odhaleni. Bude-li tak poZadovano
Study Data using the electronic system Zadavatelem ¢i  IQVIA, Misto
provided by Sponsor or IQVIA or their provadéni klinického hodnoceni
designated representative and in predlozi Studijni data a tidaje za pouziti
accordance with Sponsor’s elektronického systému pro

instructions for electronic data entry.
Site shall prevent unauthorized access
to the Study Data by maintaining
physical security of the electronic
system and ensuring that Study Staff
maintain the confidentiality of their
passwords. Investigator agrees to
collect all Study Data and Medical
Records prior to entering it into the
CRF. Site shall ensure the prompt
submission of CRFs within five (5)
business days after a Study Subject
visit, Study procedure, or receipt of
Study results. Site shall promptly
resolve all CRF-related queries within

elektronicky zaznam dat, ktery bude
poskytnuty Zadavatelem nebo IQVIA
nebo jimi urenym zastupcem, a to v
souladu s pokyny Zadavatele pro
elektronicky  zdznam dat. Misto
provadéni klinického hodnoceni zabrani
neopravnénému pristupu ke Studijnim
datim a udajim zajisténim fyzické
bezpecnosti elektronického systému a
dale zajisti, Ze Studijni personal bude
zachovavat v duvérném rezimu jim
pfidélena pfistupova hesla. Zkousejici
souhlasi, Ze shromazdi veSkera Studijni
data a udaje obsazené ve Zdravotnich
zdznamech pifed jejich vlozenim do

ten (10) business days of receipt by CRF. Misto provadéni klinického
Institution or Investigator; and hodnoceni zajisti neprodlené
predkladani CRFs do peti
(5) pracovnich  dni  od navstévy

CONFIDENTIAL

Exelixis - XL092-304
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Subjektu studie, Ukonu v ramci Studie
nebo obdrzeni vysledkii Studie. Na
veSkeré dotazy tykajici se formulait
CRF bude Misto provadéni klinického
hodnoceni  odpovidat  neprodlené,
nejpozdéji do deseti (10) pracovnich
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c) take measures to prevent accidental or
premature destruction or damage of
these and any other Study-related
documents, including without
limitation, complete and accurate
records of amounts paid or payable in
connection with the Study. Neither
Institution nor Investigator shall
destroy or permit the destruction of
any Medical Records or Study Data
without prior written permission from
the Sponsor. The Institution will keep
all Medical Records and Study Data as
well as any documentation related to
Study subjects under adequate
conditions to prevent their damage or
destruction for twenty-five (25) years
after completing the Study (the
“retention period”). The Sponsor shall
notify Institution six (6) months prior
to the expiration of the retention period
about how the Study Data will be
handled. If Sponsor fails to notify
Institution at agreed time, it is
understood that the Institution may
destroy the Study Data. In the event
that the Sponsor requests an extension
of the retention period at the
Institution, the Institution may be
entitled to request a proportional fee
from the Sponsor.

In case of termination of Investigator ‘s
employment relationship with Institution,
Institution shall continue to be responsible
for maintaining Medical Records and Study
Data, and Institution will not in any case be
relieved of its obligations under this
Agreement for maintaining the Medical
Records and Study Data.

dnti od jejich doruceni Zdravotnickému
zatizeni nebo Zkousejicimu; a

C) pfijme opatieni za Géelem zabranéni
nahodného ¢i predCasného znifeni ¢i
poskozeni téchto a ptipadnych dalSich
dokumentd souvisejicich se Studii,
napi. Uplnych apiesnych zaznamu
0 ¢astkach uhrazenych nebo
vyplacenych v souvislosti se Studii.
Ani  Zdravotnické zafizeni, ani
Zkous$ejici nezni¢i ¢1  nepovoli
likvidaci  jakychkoli  Zdravotnich
zaznamu ¢i Studijnich dat a udajt bez
ptedchoziho pisemného  souhlasu
Zadavatele. Zdravotnické zafizeni
uchova Zdravotni zaznamy a Studijni
data a U(daje, jakoz i veSkerou
dokumentaci  vztahujici se Kk
Subjektim Studie v adekvatnich
podminkach  zamezujicich  jejich
poskozeni nebo zni¢eni po dobu
dvaceti péti (25)let od ukonceni
Studie (dale jen ,,doba archivace®).
Zadavatel bude informovat
Poskytovatele nejpozdéji Sest (6)
mésict pted uplynutim doby archivace
o tom, jakym zptisobem bude s t€émito
a Studijnimi daty a Gdaji naloZzeno. V
piipadé, Ze Zadavatel ve stanovené
dobé¢  Poskytovatele  informovat
nebude, ma se za to, Ze souhlasi se
skartaci. V ptipad¢, ze bude Zadavatel
Zadat o prodlouzeni doby archivace u
Poskytovatele, je Poskytovatel
opravnén po Zadavateli pozadovat
umérné zpoplatnéni.

V pifipadé ukonCeni pracovnépravniho
poméru ZkouSejiciho ve Zdravotnickém
zafizeni ponese odpovédnost za vedeni
Zdravotnich zaznamil a Studijnich dat a udaji
v souladu s pfisluSnymi pravnimi ptedpisy
nadale Zdravotnické zafizeni a v Z&dném
piipadé nebude zprosténo svych povinnosti,
jez mu plynou z této Smlouvy ve vztahu k
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1.3.2.  Ownership. Institution shall retain
and store Medical Records. The Institution
and the Investigator hereby assigns to
Sponsor all of their rights, title and interest,
including any related intellectual property
rights thereto, to all Confidential
Information (as defined below) and any
other Study Data.

1.3.3.__Access, Use, Monitoring, and
Inspection. Site shall provide original or
copies (as the case may be) of all Study Data
to IQVIA and Sponsor for Sponsor’s use.
Site shall afford Sponsor and IQVIA and
their  representatives and  designees’
reasonable access to Site’s facilities and to
Medical Records, Study Data, and any other
records related to the Study, so as to permit
Sponsor and IQVIA and their
representatives and designees to monitor the
Study. Such inspection/ monitoring visit
will be scheduled at mutually agreeable
times and standard operations of the
Institution shall not be disturbed by such an
audit/ monitoring visit

Site shall afford regulatory authorities’
reasonable access to Site’s facilities and to
Medical Records and Study Data, and the
right to copy Medical Records and Study
Data.

The Site agrees to cooperate with the
representatives of IQVIA and Sponsor who
visit the Site, and the Site agrees to ensure
that the employees, agents and
representatives of the Site do not harass, or
otherwise create a hostile working
environment for such representatives.

vedeni Zdravotnich zdznamu a Studijnich dat
a udaju.

1.3.2. Vlastnictvi. Zdravotnické zafizeni Si
ponechd a bude uchovavat Zdravotni
zaznamy. Zdravotnické zatizeni a ZkouSejici
timto ptrevadéji na Zadavatele veSkerd sva
prava, naroky a tituly, vcetné piipadnych
souvisejicich prav duSevniho vlastnictvi k
Duvérnym informacim (ve smyslu nizZe
uvedeném) a k jakymkoli jinym Studijnim
datim a dajim.

1.3.3. Piistup, Pouziti, Monitoring a Kontrola.
Misto provadéni klinického hodnoceni
poskytne originaly ¢i kopie (dle podminek
konkrétniho ptipadu) vSech Studijnich dat a
udaju IQVIA a Zadavateli pro moznost jejich
vyuziti Zadavatelem. Misto provadéni
klinického hodnoceni umozni Zadavateli a
IQVIA a jejich zastupcim a zmocnéncim
odpovidajici pfistup do prostor a zafizeni
Mista provadéni klinického hodnoceni a k
Zdravotnim zdznamlm a Studijnim datim a
udajim apiipadnym dalS$im zdznamim
souvisejicim se  Studii, aby umozZnilo
Zadavateli a IQVIA a jejich zastupcim a
zmocnénclim provedeni monitoringu Studie.
Takova  kontrola/  monitoring  bude
naplanovdna ve vzajemné piijatelnych
terminech a zaroven touto ¢innosti nesmi byt
narusen bézny chod Poskytovatele.

Misto provadéni klinického hodnoceni
umozni regulatornim Gfadim piiméfeny
pristup do prostor a zafizeni Mista provadéni
klinického hodnoceni a ke Zdravotnim
zaznamum a Studijnim datim a udajim, a
poskytne opravnéni ke kopirovani
Zdravotnich zaznamt a Studijnich dat a udaja.

Misto provadéni klinického hodnoceni
souhlasi, Ze bude spolupracovat se zastupci
IQVIA a Zadavatele, ktefi navstivi Misto
provadéni klinického hodnoceni, a Misto
provadéni klinického hodnoceni souhlasi, ze
zajisti, ze zameéstnanci a zastupci Mista
provadéni klinického hodnoceni nebudou
Klast jakékoli piekazky ¢&i jakkoli jinak

Czech Republic - Clinical Trial Agreement—Fakultni nemocnice v Motole& | EGTcTcNcNENNINIGIGIGNG

CONFIDENTIAL

Exelixis - XL092-304
4855-1067-8630, v. 4_redacted_250424

Page 8 of 77



The Site shall promptly notify IQVIA of,
and provide IQVIA copies of, any inquiries,
correspondence or communications to or
from any governmental or regulatory
authority relating to the Study, including,
but not limited to, requests for inspection of
the Site’s facilities, and the Site shall permit
IQVIA and Sponsor to attend any such
inspections and review and comment on any
correspondence to be sent to such
governmental or regulatory authority. The
Site will make reasonable efforts to
separate, and not disclose, all Confidential
Information that is not required to be
disclosed during such inspections.

1.3.4. Survival. This section 1.3 “Medical
Records and Study Data” shall survive
termination or expiration of this Agreement.

1.4. Duties of Investigator

Investigator is responsible for the conduct of
the Study at Institution and for supervising
any individual or party to whom the
Investigator delegates in Delegation-Log
Study-related duties and functions. In
particular, but without limitation, it is the
Investigator’s duty to review and understand
the information in the Investigator’s
Brochure or any other instructions from the
Sponsor regarding the Study. IQVIA or
Sponsor will  ensure that all required
reviews and approvals by applicable
regulatory authorities and ECs are obtained.
The Investigator is responsible prior to
commencement of the Study to ensure that
all approvals by applicable regulatory

vytvaret nepiiznivé pracovni podminky pro
takové zastupce.

Misto provadéni klinického hodnoceni
neprodlené¢ vyrozumi IQVIA, a v téze
souvislosti IQVIA poskytne veskeré kopie, 0
jakékoli  Zadosti,  korespondenci  ¢i
komunikaci pfijaté ¢i zaslané jakémukoli
statnimu/spravnimu  ufadu ¢i  regulatorni
autorit¢ vztahujici se ke Studii, zejména
véetné zadosti ¢i oznameni o kontrole prostor
a zafizeni Mista vykonu klinického
hodnoceni, a Misto provadéni klinického
hodnoceni umozni IQVIA a Zadavateli, aby
se takovych kontrol zucastnili a mobhli
posoudit a ptipadné piipominkovat veskerou
korespondenci zasilanou takovému statnimu
nebo kontrolnimu ufadu. Misto provadéni
klinického hodnoceni vyvine nezbytné Usili za
uCelem odd¢€leni, nikoli vSak odhaleni ¢i
zptistupnénti, veskerych Duvérnych
informaci, jejichz odhaleni ¢i zptistupnéni
neni v této souvislosti vyzadovano béhem
takovych kontrol.

1.3.4Pfetrvavajici platnost. Tento odstavec
1.3 “Zdravotni zadznamy a Studijni data a
udaje” ziistane zavazny i v piipad¢ zaniku
platnosti ¢i vyprseni platnosti této Smlouvy.

1.4.Povinnosti Zkousejiciho

Zkousejici je odpovédny za provedeni Studie
ve Zdravotnickém zaiizeni a za dohled nad
vSemi fyzickymi ¢i pravnickymi osobami,
kterym svéii v tzv. Delegation Log povinnosti
a funkce v souvislosti se Studii. Konkrétné
pak jde zejména ale nejen o povinnost
Zkousejiciho zkontrolovat a porozumét
informacim obsazenym v Souboru informaci
pro zkouSejiciho nebo ptipadnych dalsich
pokynech od Zadavatele ke Studii. IQVIA
nebo Zadavatel zajisti, Ze budou opatiena
veSkerd poZadovana kontrolni schvéleni od
prislusnych regulatornich uUfadd a EK.
Zkousejici se zavazuje, Ze pied zahajenim
Studie ov¢éti, Ze byly ziskany veSkeré souhlasy
a povoleni pfislusnych regulatornich tfadi a
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authorities and ECs have been obtained and
to review all CRFs to ensure their accuracy
and completeness.

If the Investigator and Institution retain the
services of any individual or party to
perform Study-related duties and functions,
the Institution and Investigator shall ensure
this individual, or party is qualified to
perform those Study-related duties and
functions and shall implement procedures to
ensure the integrity of the Study-related
duties and functions performed and any data
generated.

Investigator agrees to provide a written
declaration revealing Investigator’s possible
economic or other interests, if any, in
connection with the conduct of the Study or
the Investigational Product.

Investigator agrees to provide a written
declaration revealing Investigator’s
disclosure obligations, if any, with the
Institution in connection with the conduct of
the Study and the Investigational Product.

Site agrees to provide prompt advance
notice to Sponsor and IQVIA if Investigator
will be terminating its employment
relationship with the Institution or is
otherwise no longer able to perform the
Study. The appointment of a new
Investigator must have the prior approval of
Sponsor and IQVIA. Institution will ensure
that the original Investigator will continue to
comply with the terms of this Agreement,
including without limitation, those under
Section 3 “Confidentiality”, Section 4
“Intellectual Property”, and Section 5
“Publications”.

1.5. Adverse Events

The Investigator shall report adverse events
and serious adverse events as directed in the
Protocol and by required applicable laws
and regulations. The Investigator shall

EK a Ze byly zkontrolovany vSechny CRF tak,
aby byla zajiSténa jejich presnost a uplnost.

Pokud Zkousejici a Zdravotnické zafizeni
vyuzivaji k plnéni povinnosti a funkci
v souvislosti se Studii sluzby jakékoli fyzické
nebo pravnické osoby, museji zajistit, aby tyto
fyzické nebo pravnické osoby byly k plnéni
prislusnych povinnosti a funkci souvisejicich
se Studii zplsobilé, a zavést postupy
zaruCujici integritu povinnosti a funkci
provadénych v souvislosti se Studii a
veskerych generovanych udaju.

Zkousejici souhlasi, Ze poskytne pisemné
prohlaseni vztahujici se k potencialnim
zajmim ZkousSejiciho ekonomické ¢i jiné
povahy, ¢i odhali jiné zajmy, je-li jich, ato v
souvislosti s provadénim této Studie ¢i ve
vztahu k Hodnocenému 1éCivu.

Zkousejici souhlasi, Ze poskytne pisemné
prohlaseni, jez bude odhalovat zavazky
ZkouSejiciho, jsou-li né&jaké, a to vaci
Zdravotnickému zafizeni ve vztahu a v

souvislosti s  provadénim  Studie a
Hodnocenym lécivem.
Misto provadéni klinického hodnoceni

souhlasi, Ze zaSle pfedem promptni ozndmeni
Zadavateli a IQVIA v ptipad¢, ze Zkousejici
ukon¢i pracovni pomeér ve Zdravotnickém
zatizeni ¢i nebude-li Zkousejici z jakéhokoli
jiného davodu schopen provadét Studii.
Ustanoveni nového ZkouSejiciho bude
podléhat predchozimu schvaleni Zadavatele a
IQVIA. Zdravotnické zaiizeni zajisti, aby
ptuvodni  ZkouSejici nadale dodrzoval
podminky této Smlouvy, mj. podminky
stanovené v ¢lanku 3 ,.Duvérnost®, ¢lanku 4
»,Dusevni vlastnictvi* a ¢lanku 5 ,,Publikace®.

1.5. Nezadouci ptihody

Zkou$ejici oznami nezadouci piihody a
zavazné nezadouci piihody v souladu s
pozZadavky Protokolu a platnymi pravnimi
predpisy a nafizenimi. ZkousSejici se zavazuje,
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cooperate with Sponsor in its efforts to
follow-up on any adverse events. The Site
shall comply with its EC reporting
obligations.

Sponsor will promptly report to the Site, the
Site’s EC, and IQVIA, any adverse trends
that in its good faith determination would
likely affect the safety of Study Subjects or
their willingness to continue participation in
the Study, influence the conduct of the
Study, or alter the Site’s EC approval to
continue the Study.

1.6. Use and Return of Investigational
Product and Equipment

Sponsor or a duly authorized agent of
Sponsor, shall supply Institution or
Investigator with a sufficient amount of
Investigational Product as described in the
Protocol.

Sponsor via vendor shall secure distribution
of shipment of the Investigational Product to
the pharmacy of the Institution, where the
shipment shall be received and examined by
the pharmacist (in the same manner as any
other shipment — e.g. whether the delivery is
unharmed, in case of any specific
requirements as to the means of transport
also whether such requirements were duly
met, and confirms due acceptance of the
delivery), Investigational Product shall be
stored and furthermore, on the basis of an
order form, the Investigator shall collect the
Investigational Product and transport it to
the site.

IQVIA shall notify the Institution via e-mail,
to email addresses

pharmacists:

and who are

Ze bude spolupracovat se Zadavatelem
v souvislosti s jeho Usilim vynaloZzenem v
ramci kontrolniho procesu ve vztahu Kk
jakékoli nezadouci ptihod€. Misto provadéni
klinického hodnoceni bude jednat v souladu s
oznamovacimi povinnostmi vyZadovanymi
jeho EK.

Zadavatel bez zbyte¢ného odkladu vyrozumi
Misto vykonu klinického hodnoceni, EK a
IQVIA, ohledné neptiznivych trendd, které by
podle jeho uvazeni v dobré vife mohly
nepiiznivé ovlivnit bezpecnost Subjekth
Studie ¢i jejich vuli a ochotu pokracovat v
ucasti ve Studii, mit vliv na provadéni Studie,
¢1 zménit vydané souhlasné stanovisko EK
Mista provadéni klinického hodnoceni
vztahujici se k pokracovani ve Studii.

1.6. Pouziti a vraceni Hodnoceného 1é¢iva a
Vybaveni

Zadavatel, ¢i jeho fadn¢ opravnény zastupce,
doda Zdravotnickému zafizeni ¢i
Zkousejicimu dostatecné mnozstvi
Hodnoceného 1é¢iva dle podminek popsanych
v Protokolu.

Zadavatel prostfednictvim tieti osoby zajisti
distribuci zasilky Hodnoceného 1é¢iva do
lekarny Poskytovatele, kde je Iékarnik
pfevezme a zkontroluje (jako jiné zasilky -
tzn. neni-li poskozena, v pfipadé zvlastnich
pozadavkli na transport, byly-li tyto
pozadavky dodrzeny, piijem zasilky potvrdi),
Hodnocene Ié¢ivo bude v 1ékarné uchovavano
a nasledné si na Zzadanku Zkousejici
Hodnocené 1é¢ivo vyzvedne na misto vykonu
klinického hodnoceni, kde je za né pIné
odpovédny.

IQVIA je povinna oznamit do 3 pracovnich
dnt pfed dodanim, kdy bude zasilka do
1¢karny predana, bud’to emailem, na emailove
adresy: a
, farmaceuti
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authorized for the Study by pharmacy of the
Institution, within 3 working days prior to
the delivery, as to when the shipment is to be
delivered to the pharmacy.

Disposal of any unused Investigational
Product shall be performed by IQVIA at the
reasonable expense of Sponsor. IQVIA shall
secure delivery to following address:
Fakultni nemocnice Motol, nemocni¢ni
lékarna, V Uvalu 84, 150 06 Praha 5, Czech
Republic, with label of the authorized
pharmacist.

The Site shall use the Investigational
Product and any comparator products
provided in connection with the Study,
solely for the purpose of properly
completing the Study and shall maintain the
Investigational Product as specified by
Sponsor and according to applicable laws
and regulations, including storage in a
locked, secured area at all times.

Upon completion or termination of the
Study, the Site shall destroy the
Investigational Product, comparator
products, and materials and all Confidential
Information (as defined below) at Sponsor’s
sole expense.

Institution and Investigator shall comply
with all laws and regulations governing the
disposition or destruction of Investigational
Product and any instructions from IQVIA
that are not inconsistent with such laws and
regulations.

If Sponsor provides funding for low-value
or disposable equipment, or funding for any
leased equipment paid to IQVIA or a vendor
engaged by Sponsor to procure equipment
for the Institution, such equipment (i) shall
be used only by Institution for the

a1l
, ktefi jsou Studii za

nemocni¢ni 1ékarnu povéteni.

Likvidaci nevyuzit¢ho Hodnoceného 1éCiva
zajisti  IQVIA na pifimétené néklady
Zadavatele. IQVIA zajisti dodavku na adresu:
FN Motol, nemocniéni 1ékarna, V Uvalu 84,
150 06 Praha 5, Ceské republika, a oznaéi ji
jménem poveérenych 1ékarniki.

Misto provadéni klinického hodnoceni bude
pouzivat Hodnocené I1éc¢ivo a jakykoli
komparacni produkt poskytnuty v souvislosti
se Studii vyhradné¢ pro ucely tadného
dokonceni Studie a bude uchovavat
Hodnocen¢ 1¢¢ivo dle pokynli Zadavatele a v
souladu s pfisluSnymi pravnimi ptedpisy,
nafizenimi a pravidly, vcetn¢ povinnosti
skladovat Hodnocené 1é¢ivo v uzamcéeném a
zabezpeCeném prostoru, a to po celou
pfedmétnou dobu.

V névaznosti na dokonceni ¢i ukonceni
Studie, Misto provadéni klinického hodnoceni
zlikviduje Hodnocené 1é¢ivo, komparaéni
produkty a materialy, jakoz 1 veskeré Daveérné
informace (ve smyslu niZze uvedené definice)
pln¢ a vylu¢né na naklady Zadavatele.

Zdravotnické zafizeni a ZkouSejici se
zavazuji, Ze budou jednat v souladu s
veskerymi pravnimi pifedpisy, nafizenimi a
pravidly upravujicimi nakladani S
Hodnocenym 1écivem ¢i likvidaci
Hodnoceného 1é¢iva a jakymikoli instrukcemi
a pokyny poskytnutymi IQVIA, jez nejsou v
rozporu s takovymi pravnimi piepisy,
nafizenimi a pravidly.

Pokud  Zadavatel = poskytne  finan¢ni
prostiedky na vybaveni s nizkou hodnotou
nebo na jednordzové vybaveni nebo na
financovani pronajatého vybaveni hrazeneho
spolecnosti  IQVIA  nebo  dodavateli
povéfenému  Zadavatelem, aby  pro
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performance of the Study in accordance
with the Protocol and all instructions
provided by the equipment vendor and/or
manufacturer; and (ii) upon completion of
the Study, shall be (a) disposed of or
destroyed by Institution in accordance with
all applicable laws, including without
limitation all international and local
environmental laws applicable to such
disposal or destruction, or (b) with respect
to leased equipment, returned to the vendor
in accordance with the vendor’s
instructions.

2. PAYMENT

In consideration for the proper performance of
the Study by Site in compliance with the terms
and conditions of this Agreement, payments
shall be made in accordance with the provisions
set forth in Attachment A, with the last payment
being made after the Site completes all its
obligations hereunder, including without
limitation answering all CRF-related queries,
and IQVIA has received all properly completed
CRFs and Site has returned or destroyed, at
Sponsor’s option, all other Confidential
Information (as defined below) in accordance
with this Agreement.

The estimated value of financial payment under
this Agreement shall be approximately CZK
941 684.

3. CONFIDENTIALITY

3.1  Definition

"Confidential Information” means the
confidential or proprietary information of
Sponsor and includes without limitation (i)
all information disclosed by or on behalf of
Sponsor to Institution, Investigator or other
Institution personnel, including without
limitation, the Investigational Product,
technical information relating to the
Investigational Product, all Pre-Existing
Intellectual Property (as defined in Section

Zdravotnické zafizeni pofidil vybaveni, smi
byt  takové  vybaveni (i) pouzivano
Zdravotnickym zafizenim pouze k provadéni
Studie v souladu s Protokolem a vSemi
pokyny dodavatele nebo vyrobce vybaveni;
a (i) po dokonceni Studie bude
(@) Zdravotnickym zafizenim zlikvidovano
nebo zni¢eno podle platnych pravnich
piedpisu, mj. viech mezinarodnich
a vnitrostatnich pravnich pfedpist o Zivotnim
prostiedi, které¢ se na takovou likvidaci nebo
zniceni  vztahuji, nebo  (b) Vv pfipadé
pronajatého vybaveni vraceno dodavateli
podle jeho pokyntl..

2. PLATBY

V souvislosti s fadnym plnénim Studie Mistem
provadéni klinického hodnoceni, a to v souladu
s podminkami a ustanovenimi této Smlouvy,
budou poskytovany platby dle podminek a
ustanoveni definovanych v Pfiloze A, pficemz
posledni platba bude uskutecnéna poté, co
Misto provadéni klinického hodnoceni splni a
dokonci veSkeré zavazky, jez mu vyplyvaji z
této Smlouvy, napt. zodpovézeni vSech dotazl
k formulaitim CRF, a IQVIA obdrZi veSkeré
fadn¢ vyplnéné CRF aMisto provadéni
klinického hodnoceni podle uvazeni Zadavatele
vrati nebo zni¢i veskeré dalsi Duvérné
informace (ve smyslu niZe uvedené definice).

Ptedpokladand hodnota financniho plnéni dle
této Smlouvy €ini pfiblizné 941 684K¢.

3. DUVERNY REZIM

3.1 Definice

"Davérné informace" budou vykladany jako
informace duvérné nebo chranéné povahy
nalezejici  Zadavateli, pficemz budou
zahrnovat mj. (i) veSkeré informace, jez byly
Zdravotnickému zafizeni, ZkouSejicimu ¢i
kterémukoli ¢lenu personalu Zdravotnického
zafizeni, poskytnuty, odhaleny, zpfistupnény
¢1 sdéleny Zadavatelem ¢i jeho jménem,
zejména vcetné informaci o Hodnoceném
1é¢ivu, technickych informaci vztahujicich se
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4) of Sponsor, and the Protocol; (ii) Study
enrollment information, information
pertaining to the status of the Study,
communications to and from regulatory
authorities, information relating to the
regulatory status of the Investigational
Product, and Study Data and Inventions (as
defined in Section 4); and (iii) all
information  prepared, developed, or
generated in  connection with this
Agreement or the Study; and (iv)
cumulative Study data, results, and reports
from all sites conducting the Study.

Confidential Information shall not include
information that, to the extent Site can
demonstrate through competent written
evidence:

i. is or becomes public knowledge
prior to or after disclosure by
Sponsor, other than through
wrongful acts or omissions
attributable  to  Investigator,
Institution or any of its personnel;

ii. was already in the possession of
Investigator, Institution or any of
other Institution personnel prior to
disclosure by Sponsor, from
sources other than Sponsor that
did not have an obligation of
confidentiality to Sponsor;

iii. is independently developed by
Investigator, Institution or any of
its personnel without reference to
or reliance upon Sponsor’s
Confidential Information; or

k Hodnocenému Ié¢ivu, veskeré Existujici
duSevni vlastnictvi (ve smyslu definice
uvedené v Clanku 4) Zadavatele, a Protokol;
(if) informace vztahujici se k procesu
zafazovani do Studie, informace vztahujici se
k aktualnimu stavu Studie, komunikace viicéi a
od regulatornich ufadi, informace vztahujici
se k aktudlnimu stavu Hodnoceného 1é¢iva na
regulatorni trovni a Studijnich dat a tdajui, a
déle k Objeviim (ve smyslu definice uvedené
v Clanku 4); (iii) ve3keré informace
vytvofené, vypracované¢ nebo vyvinuté
v souvislosti s touto Smlouvou nebo se Studii
a (iv) souhrnné Gdaje, vysledky a zpravy
o Studii ze vSech pracovist provadéjicich
Studii.

Pojem Duvérmé informace nezahrnuje
informace, U nichz mize Misto provadéni
klinického hodnoceni pisemné¢ dolozit, ze:

i. jsou nebo byly vefejné znamé pied
okamzikem ¢i po okamziku jejich
odhaleni, zpfistupnéni ¢i sdéleni ze
strany Zadavatele, aniz by tim doslo k
jakémukoli protipravnimu jednani c¢i
opominuti pficitatelnému
Zkousejicimu, Zdravotnickému
zafizeni ¢1 jakémukoli  jejich
zaméstnanci;

ii. uZz byly v dispozici Zkousejiciho,
Zdravotnického zafizeni ¢i jiného
zaméstnance Zdravotnického zatizeni
pied jejich zvetejnénim, sdélenim c¢i
zptistupnénim ze strany Zadavatele, a
byly ziskany ze zdroji odlisnych od
Zadavatele, pticemz tyto nebyly
vazany povinnosti davérnosti vici
Zadavateli;

iii. Byly vyvinuty nezavisle Zkousejicim,
Zdravotnickym zafizenim ¢i
jakymkoli jejich zaméstnancem bez
odkazu na Zadavatelovy Divérné
informace nebo spoléhani se na n¢,;

nebo
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iv.is permitted to be disclosed by
written authorization from
Sponsor.

3.2 Obligations
Site and Institution’s personnel, including

Study Staff shall not

I. use Confidential Information for any
purpose other than the performance
of the Study; or

ii. disclose Confidential Information to
any third party, except as permitted
by this Section 3. or by Section 5
“Publication Rights”, or as required
by applicable law or by a regulatory
authority or as authorized in writing
by the Sponsor or IQVIA.

To protect Confidential Information, Site
agrees to:

i. limit dissemination of Confidential
Information to only those Study Staff
having a need to know for purposes
of performing the Study;

ii.advise all Study Staff who receive

Confidential Information of the
confidential nature  of  such
information;

iii. use reasonable measures to protect
Confidential Information from
disclosure; and

Iv. ensure any recipients of
Confidential Information, including
without limitation Study Staff, are
legally bound by obligations of
confidentiality as protective as
those in this Agreement.

Nothing herein shall limit the right of Site to
disclose Study Data as permitted by and

iv. jejich  odhaleni,
sdéleni 1ze provést na
pisemného svoleni Zadavatele.

zptistupnéni  ¢i
zéakladé

3.2 Povinnosti
Misto provadéni klinického hodnoceni a
zaméstnanci Zdravotnického zatfizeni, a to
vcetné Studijniho personalu, nebudou
I.vyuzivat Divérné informace pro
jakykoli jiny ucel, nezli je provadéni
Studie, nebo
ii.odhalovat, zpfistupniovat ¢i sdélovat
Duvérné informace jakékoli treti
stran¢, s vyjimkou opravnéni
povoleného v tomto Clanku 3. nebo
Clanku 5 “Prava na zvefejnéni”, nebo
povinnosti uloZené platnym zékonem
¢1 jakymkoli regulatornim ufadem
nebo na zékladé pisemného svoleni
Zadavatele nebo spolec¢nosti IQVIA.
Za ucelem ochrany Duvérnych informaci,
Misto provadéni klinického hodnoceni
souhlasi, ze:

I. omezi distribuci Duvérnych informaci
pouze vuc¢i tém c¢lenim Studijniho
personalu, ktefi takové skuteCnosti
potiebuji ~ znat v souvislosti s
provadénim Studie;

ii. bude informovat vSechny c¢leny
Studijniho personalu, kterym budou
Dutvérné informace odhaleny,
zptistupnény ¢i sdéleny, o divérné
povaze takovych informaci;

lii.pfijme nezbytna opatifeni za ucelem
ochrany Duvérnych informaci pted
jejich odhalenim ¢i zptistupnénim; a

Iv.zajisti, aby  vSichni  pfijemci
Duvérnych informaci, napi. Studijni
persondl, byli  prdvné  vazani
povinnostmi mlcenlivosti ve stejném
rozsahu jako podle této Smlouvy.

Z&dné ze shora uvedenych ustanoveni
neomezuje opravnéni Mista provadéni
klinick¢ého hodnoceni odhalit, zpfistupnit,
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subject to Section 5 “Publication Rights”.

3.3 Compelled Disclosure

In the event that Institution or Investigator
receives notice from a court, tribunal, or
other governmental authority seeking to
compel disclosure of any Confidential
Information, the notice recipient shall
provide Sponsor with prompt notice prior to
making any such disclosure so that Sponsor
may seek a protective order or other
appropriate remedy. In the event that such
protective order or other remedy is not
obtained sufficientlyin advance so that the
deadline provided by the respective
authority for submission of the requested
information is met, the notice recipient shall
furnish only that portion of the Confidential
Information which is legally required to be
disclosed and shall request confidential
treatment for the Confidential Information.

IQVIA and Sponsor acknowledge that the
Provider, as a state contributory
organization, is a statutory organization
within the meaning of the Act. 340/2015
Coll., on the Register of Contracts, as
amended, and notwithstanding  the
foregoing, Institution, Sponsor and IQVIA
hereby acknowledge that this Agreement
shall be published pursuant to Act no.
340/2015 Sh., on Agreements Register. As
and between the Parties, Institution agrees to
publish a redacted version of the Agreement
pursuant to the foregoing. Any information
which constitutes trade secret or confidential
information of either Party is exempted from
such publication. For the purposes of this
Agreement, such confidential information
includes, but is not limited to, Attachment A
— Budget and payment schedule, the

zvetejnit €1 sdé€lit Studijni data a udaje v
povoleném rozsahu av souladu s Upravou
uvedenou v Clanku 5 “Prava na zvefejnéni”.

3.3 Zakonem ulozené odhaleni

V ptipad¢, Ze Zdravotnické zafizeni C¢i
Zkous$ejici obdrzi oznameni ¢i vyzvu od
soudu, tribundlu nebo jiné¢ho statniho ufadu,
ktera bude pozadovat odhaleni, sdéleni ¢i
zptistupnéni jakékoli Duvérné informace,
pfijemce takové vyzvy Zadavateli takovou
skutecnost  pred  sd€lenim  informaci
neprodlen¢ oznami, aby mél Zadavatel
moznost uplatnit predbézné/ochranné
opatfeni ¢i jakykoli jiny vhodny ochranny ¢i
napravny prostiedek. V pripadé, ze takové
pfedbézné/ochranné opatteni ¢i jiny vhodny
ochranny ¢i napravny prostfedek neni vydan
¢i dosaZen v dostate¢ném predstihu, aby byla
zachovdna piipadna lhita ke splnéni
povinnosti stanovena piislusnym organem,
piijemce vyzvy poskytne pouze takovou cast
Duivérnych informaci, a to v rozsahu, v jakém
je jejich odhaleni, sd€leni ¢i zpfistupnéni
pozadovano, pficemz bude Zadat o
uplatnovani davérného rezimu ve vztahu
k témto Divérnym informacim.

Spole¢nost IQVIA a Zadavatel berou na
védomi, ze Poskytovatel jakozto statni
piispévkova  organizace je  statutdrni
organizaci ve smyslu zakona 340/2015 Sb.,
o registru smluv, v platném znéni, a bez
ohledu na vySe uvedené, Zdravotnické
zafizeni, Zadavatel a IQVIA timto berou na
védomi, ze tato smlouva bude zvefejnéna
v souladu se zak. ¢. 340/2015, o registru
smluv. Strany se dohodly, ze za zvetejnéni
upraveneé  verze  Smlouvy  odpovida
Zdravotnické zatizeni. Takovémuto
zvetejnéni nepodléhaji ty udaje, které tvori
obchodni tajemstvi nebo duvérné informace
nékteré ze smluvnich stran. Dle této Smlouvy
se takovymi duvérnymi informacemi rozumi
zejména Priloha A — Rozpocet a platebni
pfehled, minimalni cilovy pocet zafazeni,
ocekdvany zarazeny pocCet subjekti a
ocekavana délka trvani Studie. Dale nebudou
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minimum enrolment goal, expected number
of Study subjects enrolled and the expected
duration of the Study. Furthermore, personal
data of the individuals are also exempted
from publication, unless they have been
previously published in another public
register. The version of this Agreement
intended for publication will be provided to
Institution by Sponsor or IQVIA via e-mail
for approval and publication. The Institution
is obliged to publish this Agreement in
accordance with the article referenced herein
above. The Institution will inform IQVIA of
publishing the Agreement in the Agreements

Register by designating the following email
address: % as the
email address to which a notification of
publication in the Agreements Register shall
be sent. Should the Institution fail to publish
this Agreement within five (5) working days
from the last signature date or from being
provided with a properly redacted version
(whichever occurs later), it may be published
by the Sponsor or IQVIA.

Sponsor hereby acknowledges that the
Institution as a state budgetary organization
is obliged to provide information to
requesting third parties under Act No.
106/1999 Coll., on Free Access to
Information, as amended. The Institution
will promptly notify Sponsor and IQVIA of
such a request and will inform them what
information is being requested.

3.4 Return or Destruction

Upon termination of this Agreement or upon
any earlier written request by Sponsor at any
time, Site shall return to Sponsor, or destroy,
at Sponsor’s option, all Confidential
Information other than Study Data.

3.5 Survival

takovémuto zvetejnéni podléhat osobni tidaje
fyzickych osob, ledaze jsou jiz zvetejnény v
jiném vefejné pristupném registru. Verzi této
Smlouvy urcené ke zvetfejnéni poskytne
Zadavatel nebo  spole¢nost  IQVIA
k odsouhlaseni a zvefejnéni Poskytovateli
prostiednictvim e-mailu. Za zvefejnéni
smlouvy dle pfedchoziho odstavce odpovida
Zdravotnické zatfizeni. Zdravotnické zatizeni
vyrozumi IQVIA o zvefejnéni smlouvy
vregistru smluv tak, Ze ve formulafi

pouzivaném ke zvefejnéni smlouvy zada
ccres N -
emailovou adresu, na kterou ma byt zaslana
notifikace 0 wuvefejnéni. Neni-li smlouva
Zdravotnickym zafizenim zvetejnéna ve lhité
péti (5) pracovnich dni od data posledniho
podpisu nebo poskytnuti fadné zaslepené
verze (dle toho, ktera skuteCnost nastane
pozdgji), jsou k jejimu zvefejnéni opravnéni
IQVIA ¢i Zadavatel.

Zadavatel bere na védomi, ze Poskytovatel
jakoZto statni pfispévkova organizace je
povinna na dotaz tfeti osoby poskytnout
informace podle zak. ¢ 106/1999 Sb.,
0 svobodném pfistupu k informacim, ve znéni
pozdéjSich ptedpist. V piipadé takového
dotazu vyrozumi Poskytovatel Zadavatele a
IQVIA auvede, jaka informace byla
poZadovana.

3.4 Vraceni ¢i likvidace

V navaznosti na ukonceni platnosti této
Smlouvy ¢i v kterykoli diivejsi okamzik na
zaklad¢ pisemného pozadavku Zadavatele,
Misto provadéni klinického hodnoceni
Zadavateli vrati, pifipadn¢ dle pozadavku
Zadavatele zlikviduje, vesSkeré Duvérné
informace, odlisné od Studijnich dat a tidajt.

3.5 Pretrvavajici platnost
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This Section 3 “Confidentiality” shall
survive termination or expiration of this
Agreement for ten (10) years.

4. INTELLECTUAL PROPERTY

4.1 Pre-existing Intellectual Property
Ownership of inventions, discoveries,
works of authorship and other
developments existing as of the
Effective Date and all patents,
copyrights, trade secret rights and other
intellectual property rights therein
(collectively, “Pre-existing Intellectual
Property”), is not affected by this
Agreement, and no Party or Sponsor
shall have any claims to or rights in any
Pre-existing Intellectual Property of
another, except as may be otherwise
expressly provided in any other written
agreement between them. Sponsor does
not transfer to Institution by operation of
this Agreement any patent right,
copyright, or any other proprietary right
of Sponsor.

4.2  Inventions

For purposes hereof, the term
“Inventions” means all inventions,
discoveries and developments
conceived, first reduced to practice, or
otherwise discovered or developed by
the Site, Study Staff, or any Institution
personnel (i) in the performance of the
Study; (ii) that incorporates or uses
Confidential Information; or (iii) that is
made using the Investigational Product
or any other materials provided by
Sponsor, in each case together with all
intellectual property rights relating
thereto. Sponsor shall exclusively own
all Inventions.

4.3. Assignment of Inventions
Investigator shall and Institution shall,

Tento Clanek 3 “Divérny rezim” zistane v
platnosti i v pfipad€ ukonceni platnosti ¢i pii
vyprseni platnosti této Smlouvy, a to po dobu
deseti (10) let.

4. DUSEVNI VLASTNICTVI

4.1 Existujici duSevni vlastnictvi
Vlastnictvi vSech objevll, vynalezi,
autorskych dél a jinych vysledkt dusevni
¢innosti, jez existuji k Datu ucinnosti, a
dale veSkeré patenty, autorska prava,
obchodni tajemstvi a dalsi prava k
objektim dusSevniho vlastnictvi, s timto
souvisejici (spolecné dale jen, “EXxistujici
duSevni vlastnictvi”), neni jakkoli
dotceno touto Smlouvou, a jakakoli Strana
¢i Zadavatel nemaji naroky viici ¢i prava k
jakémukoli predmétu Existujiciho
duSevniho vlastnictvi jiného, neni-li tak
vyslovné pisemné ujednédno v jakékoli
pisemné dohod¢ mezi Stranami uzaviené.
Zadavatel touto Smlouvou nepfevadi na
Zdravotnické zatizeni Zadnd sva patentova
aautorska prava ani Zadna jind prava
k duSevnimu vlastnictvi.

4.2. Objevy

Pojem “Objevy* znamena pro ucely této
Smlouvy veSkeré objevy, vynélezy a
predméty vyvoje, jez byly vyvinuty,
uvedeny poprvé do praxe ¢i jakkoli jinak
vynalezeny ¢ rozvinuty — Mistem
provadeéni klinického hodnoceni,
Studijnim personélem nebo
zaméstnancem Zdravotnického zaftizeni
(i) pti provadéni Studie; (ii) které obsahuji
nebo vyuzivaji Divérné informace nebo
(iii) které jsou vyrobeny za pouZiti
Hodnoceného piipravku nebo jakychkoli

jinych materialt poskytnutych
Zadavatelem, v kazdém piipadé spolecné
s veSkerymi pravy k duSevnimu

vlastnictvi, ktera se knim vztahuji.
Zadavatel bude vyhradnim vlastnikem
veskerych Objeva.

4.3. Pievod prav k Objevim
Zkousejici se zavazuje, Ze odhali,
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and shall cause Study Staff and its
personnel to, disclose all Inventions
promptly and fully to Sponsor in
writing, and Investigator and Institution,
on behalf of itself, Study Staff and its
personnel, hereby assigns to Sponsor all
of its rights, title and interest in and to
Inventions, including all patents,
copyrights and other intellectual
property rights therein and all rights of
action and claims for damages and
benefits arising due to past and present
infringement of said rights. Investigator
and Institution shall cooperate and assist
Sponsor by executing, and causing
Study Staff and its personnel to execute,
all documents reasonably necessary for
Sponsor to secure and maintain
Sponsor’s  ownership  rights in
Inventions. Institution undertakes to
obey the obligations hereunder unless
this is inconsistent with applicable
legislation.

4.4. Patent Prosecution

Site shall cooperate, at Sponsor’s
request and reasonable expense, with
Sponsor’s preparation, filing,
prosecution, and maintenance of all
patent applications and patents for
Inventions If the cooperation of the
Institution in the enforcement of the
rights of the Sponsor would be
associated with an excessive time and
financial burden, the Parties undertake
to negotiate an amendment to this
Agreement. An amendment to this
Agreement would provide reasonably
adequate compensation for time and
financial burdens that are not

zptistupni ¢i sdéli a dale zajisti, Ze
Studijni personal ajeho zaméstnanci
odhali, zptistupni ¢i sd€li veskeré Objevy,
a to neprodlen¢ a pln¢ Zadavateli v
pisemné formé, a Zkousejici
a Zdravotnické zatizeni, jménem svym a
jménem a v zastoupeni Studijniho
persondlu asvych zaméstnanct, timto
pievadi na Zadavatele veSkera sva prava,
naroky a zajmy k Objeviim, v¢etné vSech
patentli, autorskych dél a jinych prav
dudevniho vlastnictvi k tomuto se
vztahujicim, jakoZz i veSkerd prava
procesni povahy a naroky na néhrady
Skod a uzitky, jez jiz vznikly v disledku
minulého ¢i soucasného poruseni shora
uvedenych prav. Zkousejici
a Zdravotnické zafizeni se zavazuji, Ze
budou nalezité spolupracovat a poskytnou
Zadavateli soucinnost pfi vyhotoveni a
uzavieni, a zajisti, ze Studijni personal
a jejich zaméstnanci vyhotovi a uzaviou,
veskeré dokumenty davodné
Zadavatelem pozadované za ucelem
ochrany a zajisténi vlastnickych prav
Zadavatele k Objevam. Poskytovatel se
zavazuje ke splnéni povinnosti uvedenych
vtomto odstavci, jestliZe to neni
V rozporu s platnymi pravnimi piedpisy.

4.4. Patentové fizeni

Misto provadéni klinického hodnoceni se
zavazuje, Ze bude spolupracovat a
poskytne soucinnost, a to v navaznosti na
vyzvu Zadavatele a na jeho pifimétené
naklady a s jeho ucasti, v souvislosti s
ptipravou, podanim, vedenim patentového
fizeni a  udrzovanim  veskerych
patentovych pfihldsek a patentd pro
veSkeré Objevy. Pokud by soucinnost
Poskytovatele  pifi  uplatnéni  prav
Zadavatele Dbyla spojena snadmérnou
¢asovou a financni zatézi, Smluvni strany
se zavazuji jednat o dodatku Kk této
Smlouveé. Dodatkem k této Smlouvé by
byla stanovena adekvatni kompenzace za
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foreseeable at the time of concluding the
Agreement.

4.5. Survival

This Section 4 “Intellectual Property”
shall survive termination or expiration
of this Agreement.

. PUBLICATION RIGHTS

5.1.  Publication and Disclosure
Institution and Investigator shall have
the right to publish or present the Study
results of Institution’s and Investigator’s
activities  conducted  under  this
Agreement, including Study Data, only
in accordance with the requirements of
this Section 5. Institution and
Investigator agree to submit any
proposed publication or presentation to
Sponsor for review at least thirty (30)
days prior to submitting any such
proposed publication to a publisher or
proceeding  with  such  proposed
presentation. Within thirty (30) days of
its receipt, Sponsor shall advise
Institution and/or Investigator, as the
case may be, in writing of any
information contained therein which is
Confidential Information (other than
Study Data) or which may impair the
availability of patent protection for
Inventions. Sponsor shall have the right
to require Institution and/or Investigator,
as applicable, to remove specifically
identified Confidential Information
(other than Study Data) and/or to delay
the proposed publication or presentation
for an additional sixty (60) days to
enable Sponsor to seek patent protection
for Inventions.

Casovou a finan¢ni zatéz, Kktera neni
V dobé uzavirani Smlouvy piedvidatelna.

4.5. Pretrvavajici platnost

Tento Clanek 4 “Dusevni vlastnictvi”
zlstane v platnosti i v pfipadé ukonceni
platnosti ¢i pii vyprSeni platnosti teto
Smiouvy.

. PRAVA NA ZVEREJNENI

5.1. Publikovani a zpiistupnéni

Zdravotnické zafizeni a ZkouSejici budou
opravnéni publikovat a prezentovat
vysledky  Cinnosti Zdravotnického
zatizeni a ZkouSejiciho tykajici se Studie,
jez je provadéna na zaklad¢ této Smlouvy,
a to v¢etné Studijnich dat a udaji, vylucéné
v souladu s pozadavky stanovenymi v
tomto Clanku 5.Zdravotnické zaiizeni a
Zkousejici  souhlasi, Ze Zadavateli
ptedlozi jakoukoli navrhovanou publikaci
a prezentaci pro ucely jejich kontroly ve
lhaté alespon tficeti (30) dna pred
piedlozenim jakékoli takové publikace
prislusnému vydavateli ¢i pred jejich
navrhovanou prezentaci. Ve lhité tficeti
(30) dnt od jejich pfijeti, Zadavatel se
pisemné vyjadii Zdravotnickému zafizeni
a/nebo Zkousejicimu, vZdy dle podminek
konkrétniho ptipadu, ve vztahu k jakékoli
informaci  obsazené v  takovych
materidlech, jez pfedstavuje Divérnou
informaci (odliSnou od Studijnich dat a
udaji) nebo jez muze predstavovat
pfekazku moznosti dosazeni patentové
ochrany piislusného Objevu. Zadavatel
bude  opravnén  pozadovat  vici
Zdravotnickému Zafizeni a/nebo
Zadavateli, vidy dle  podminek
konkrétniho piipadu, odstranéni
definovanych informaci oznacenych jako
Dtivérné informace (jez jsou odlisné od
Studijnich dat a udaji) a/nebo pozadovat
odlozeni navrhované publikace i
prezentace po dobu dodateénych Sedesati
(60) dnd, aby wumoznil Zadavateli
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5.2. Multi-Center Publications

If the Study is a multi-center study,
Institution and Investigator agree that
they shall not, without the Sponsor’s
prior written consent, independently
publish, present or otherwise disclose
any Study results or information
pertaining  to  Institution’s  and
Investigator’s activities conducted under
this Agreement until a multi-center
publication is published; provided,
however, that if a multi-center
publication is not published within
eighteen (18) months after completion
of the Study and lock of the database at
all research sites or any earlier
termination or abandonment of the
Study, Institution and Investigator shall
have the right to publish and present the
results of Institution’s and Investigator’s
activities  conducted  under  this
Agreement, including Study Data, solely
in accordance with the provisions of this
Section 5.

5.3. Confidentiality of Unpublished
Data

Institution and Investigator
acknowledge and agree that Study Data
that is not published, presented or
otherwise disclosed in accordance with
Section 51 or Section 5.2
(“Unpublished Data”) remains within
the  definition of  Confidential
Information, and Institution and
Investigator shall not, and shall require
their personnel not to, disclose
Unpublished Data to any third party or
disclose any Study Data to any third
party in greater detail than the same may
be disclosed in any publications,

uplatnéni patentové ochrany ve vztahu k
takovému Objevu.

5.2. Multicentrické publikovani

Je-li tato Studie multicentrickou studii,
Zdravotnické zafizeni a ZkouSejici timto
souhlasi, Ze bez predchoziho pisemného
souhlasu Zadavatele nebudou nezavisle
publikovat, prezentovat ¢i jakkoli jinak
odhalovat, zvefejnovat, sd¢lovat ¢i
zpiistupnovat jakékoli vysledky Studie
nebo informace vztahujici se k ¢innostem
Zdravotnického zafizeni a Zkousejiciho,
jez jsou provadény na zdklad¢ této
Smlouvy, a to az do doby, nez dojde ke
zvetejnéni multicentrické publikace; to
vdak za podminky, Ze nedojde-li k
multicentrickému zvefejnéni nejpozdéji
do osmnacti (18) mésict od okamziku
dokonceni Studie a uzavieni databaze ve
vSech vyzkumnych centrech ¢i k

vvvvvv

¢i  predCasnému ukonceni  Studie,
Zdravotnické zafizeni a ZkouSejici budou
opravnéni publikovat a prezentovat
vysledky  Cinnosti Zdravotnického
zafizeni a ZkousSejiciho, jez je provadéna
na zakladé¢ této Smlouvy, a to vcetné
Studijnich dat a udaja, vyhradné v souladu
s podminkami stanovenymi v tomto
odstavci 5.3.

5.3. Davérnost nepublikovanych udaju

Zdravotnické zafizeni a ZkouSejici timto
berou na védomi a souhlasi, ze Studijni
data a Udaje, jeZz nebyly publikovany,
prezentovany ¢i jakkoli jinak odhaleny,
zvetejnény, zpfistupnény ¢i sdéleny na
zaklad¢ upravy stanovené v odstavci 5.1
nebo 5.2 (“Nepublikované udaje”),
zustanou zahrnuty do ramce definice
Duvérnych informaci, a Zdravotnicke
zatizeni a ZkouSejici se zavazuji, Ze
neodhali, nezvefejni, nezpfistupni ¢i
nesdéli a zavazou své zameéstnance ve
shodném rozsahu v této souvislosti,
jakékoli Nepublikované udaje jakékoli
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presentations or disclosures made in
accordance with Section 5.1 or Section
5.2.

5.4. Media Contacts

Institution and Investigator shall not and
shall ensure that Institution’s personnel
do not engage in interviews or other
contacts with the media, including but
not limited to newspapers, radio,
television and the Internet, related to the
Study, the Investigational Product,
Inventions, or Study Data without the
prior written consent of Sponsor. This
provision does not prohibit publication
or presentation of Study Data in
accordance with this section 5.

55. Use of Name, Reqgistry and
Reporting

No Party hereto shall use any other
Party’s name, or Sponsor’s name, in
connection with any advertising,
publication or promotion without prior
written permission, except that the
Sponsor and IQVIA may use the Site’s
name in Study publications and
communications, including clinical trial
websites and Study newsletters, and to
the extent reasonably necessary for (a)
regulatory filings; (b) prosecuting or
defending litigation; and (c) complying
with applicable law. Sponsor will
register the Study with a public clinical
trials registry in accordance with
applicable laws and regulations and will
report the results of the Study publicly
when and to the extent required by
applicable laws and regulations.

treti stran¢ ¢i nezvetejni jakakoli Studijni
data ¢i udaje jakékoli tfeti strané, a to v
rozsahu vétSim, nezli v jakém mohou byt
odhaleny, zvefejnény, zpfistupnény c¢i
sd€leny v jakékoli publikaci, prezentaci Ci
jiném odhaleni na zaklad¢ odstavce 5.1
nebo 5.2.

5.4. Kontakty s médii

Zdravotnické zafizeni a ZkousSejici
nebudou, a zajisti, Zze zameéstnanci
Zdravotnického zafizeni nebudou,
poskytovat jakékoli rozhovory ¢i jiné
formy kontaktti s médii, zejména vcetné
vydavatelstvi  novin, provozovateli
radiového vysilani, provozovateli
televizniho vysilani a  spole¢nostmi
pusobicimi na internetu, a to v souvislosti
se Studii, Hodnocenym lé¢ivem, Objevy
nebo Studijnimi daty a Udaji bez
predchoziho pisemného svoleni
Zadavatele. Toto ustanoveni nebrani
moznosti  publikovat ¢  prezentovat
Studijni data a Udaje v souladu s timto
Cléankem.

5.5. Pouziti ndzvu ¢i jména, registrace a
0znamovani

Z4dna strana této Smlouvy neni
opravnéna pouzit jména ¢i nazvu jiné
Strany, ndzvu Zadavatele, a to
v souvislosti s jakoukoli reklamni
¢innosti, k publika¢nim ¢i marketingovym
ucelim bez piredchoziho pisemného
svoleni, svyjimkou ptipadd, kdy
Zadavatel a IQVIA budou opravnéni
pouzit nazvu Mista provadéni klinického
hodnoceni v souvislosti s publikacemi
tykajicimi  se  Studie a vramci
komunikace, vcetné webovych stranek
vénovanych klinickym hodnocenim a pro
ucely newsletterti vydavanych
v souvislosti se  Studii, avrozsahu
pfiméfené nezbytném pro: (a) predkladani
dokumentt kontrolnim uradim,
(b) vedeni nebo obhajobu soudnich sporii
a (c) dodrzovéani  platnych  pravnich
predpisi.  Zadavatel  bude  Studii
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5.6. Survival

This Section 5 “Publication Rights”
shall survive termination or expiration
of this Agreement.

6.PERSONAL DATA

The Site and IQVIA agree to comply with any
applicable data privacy or data protection
legislation in the processing of personal data,
as it is defined under such applicable data
privacy or data protection legislation.

The Parties agree that each will comply with
their respective obligations as required under
applicable privacy and data protection
laws, including  without limitation the
applicable provisions of GDPR, using
appropriate technical and organizational
measures for the processing, integrity,
confidentiality and security of personal
information and Study Data. The parties agree
to comply with the current version of the
Standard Contractual Clauses for data
transfers pursuant to “Module 4: Processor-to-
Controller”, which is incorporated herein by
this reference.

a) Institution owns and shall be
responsible for source documents (as
defined by ICH GCP).

b) Sponsor owns and shall be responsible
for all Study Data (as defined above).
¢) The Sponsor will be the data controller
with respect to Study Data; the
Institution and Study Team will be the
data processor for Study performance at
Institution and shall act in accordance
with instructions provided by Sponsor
or IQVIA; and IQVIA acts as data

6.

registrovat  vsouladu s pfislusnymi
pravnimi piedpisy a nafizenimi a bude
oznamovat vysledky Studie vefejné tehdy
a Vrozsahu ulozeném  pfisluSnymi
pravnimi piedpisy a nafizenimi.

5.6. Pretrvavajici platnost

Tento Clanek 5 “Priva na zveiejnéni”
zlstane v platnosti i v pfipadé ukonceni
platnosti ¢i pfi vyprSeni platnosti této
Smiouvy.

OsOBNI UDAJE

Misto provadéni klinického hodnoceni a
IQVIA se zavazuji dodrZovat veSkeré
pfislusné pravni ptredpisy o soukromi tidaji a
ochran¢ tudajii pifi zpracovavani osobnich
udaji tak, jak jsou definovany v téchto
prislusnych pravnich piedpisech o soukromi
udajii a ochran¢ udaji.

Strany se dohodly, Ze budou dodrZovat své
povinnosti vyZzadované plathymi pravnimi
predpisy o ochran¢ soukromi a osobnich
udajii, napf. platnymi ustanovenimi natizeni
GDPR, a Ze budou pouZivat vhodna technicka
aorganizacni opatfeni pro zpracovani,
integritu, davérnost a zabezpeceni osobnich
udaji a Studijnich dat. Strany se zavazuji
dodrzovat aktualni verzi  standardnich
smluvnich dolozek pro predavani udajii podle
tzv. modulu 4: Od zpracovatele spravci, ktery
se odkazem na néj stavéa nedilnou soucésti této
Smiouvy.

a) Zdravotnické =zafizeni je vlastnikem
zdrojovych dokument (viz definice
smérnice GCP ICH) a odpovida za né.

b) Zadavatel je spravcem veSkerych
Studijnich dat (definice viz vysSe)
a odpovida za né¢.

C) Zadavatel bude spravcem udaju ve
vztahu ke Studijnim dattim.
Zdravotnické zafizeni a Studijni tym
budou zpracovateli udajt tykajicich se
provadéni Studie ve Zdravotnickém
zafizeni abudou jednat v souladu
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processor for clinical trial management
and monitoring duties.

The Institution shall make available to
Sponsor and/or IQVIA, all information
required to demonstrate and verify
compliance with obligations.

7. STUDY SUBJECT INJURY, INSURANCE AND

LIABILITY

Sponsor hereby represents and warrants that
it will provide clinical trial insurance in
accordance with § 58, par. 2 Act on
Pharmaceuticals as may be subsequently
amended.

The insurance of the Sponsor does not
relieve the Institution and Investigator from
its liability and responsibility to the Sponsor
for Institution’s or Investigator’s own
negligence and wilful misconduct, or its
failure to adhere to the terms of the
Agreement, the Protocol or, any laws or
regulations applicable to the Study. The Site
represents and warrants that it possesses
insurance or otherwise sufficient financial
resources to meet its obligations under this
Agreement and under applicable law.

Institution represents and warrants that it has
taken out insurance required by § 45, par. 2,
letter n) of the Act No. 372/2011 Coll., on
Medical Services (Medical Services Act), as
amended, which covers professional liability
arising out of provision of medical services
and the insurance must be taken out for the
entire period during which the Institution
provides medical services, i.e.. even for the
duration of this Study.

s pisemnymi pokyny od Zadavatele
aspolecnosti  IQVIA.  Spolecnost
IQVIA jedna jako zpracovatel tdajii pti
plnéni povinnosti tykajicich se fizeni
a monitorovani klinickeho hodnoceni.

Zdravotnické zatizeni poskytne Zadavateli
a/nebo spolecnosti IQVIA veskeré informace
nezbytné kdoloZeni aovéfeni plnéni
zavazka.

7. POSKOZENI ZDRAVI SUBJEKTU STUDIE,
POJISTENI A ODPOVEDNOST

Zadavatel prohlasuje a potvrzuje, ze v
souladu s ust. 8 58 odst. 2 zakona ¢.
378/2007 Sb., o 1é¢ivech, v platném znéni,
zajisti pojisténi klinického hodnoceni.

Pojisténi uzaviené Zadavatelem
nezbavuje Zdravotnické zatizeni
a Zkousejiciho odpovédnosti vici
Zadavateli za nedbalost aumysiné

pochybeni nebo za nedodrzeni podminek
Smlouvy, Protokolu nebo platnych
pravnich ptedpisti a nafizeni vztahujicich
se na Studii ze strany Zdravotnického
zafizeni nebo ZkouSejicitho. Misto
provadéni klinického hodnoceni
prohlaSuje azaruCuje se, Ze uzavielo
pojisténi nebo ma jiné dostatecné finan¢ni
zdroje K plnéni svych zavazki ztéto
Smlouvy apodle platnych pravnich
predpisi.

Poskytovatel prohlasuje, Ze je dle ust. § 45
odst. 2 pism. n) zédkona ¢. 372/2011 Sb., o
zdravotnich sluzbach a podminkéach jejich
poskytovani  (zdkon o zdravotnich
sluZzbach), ve znéni pozdéjsich predpisd,
pojistén pro piipad odpovédnosti za Skodu
zpusobenou v souvislosti s poskytovanim
zdravotnich sluzeb a musi byt pojisténi
uzavieno po celou dobu, po kterou
Poskytovatel poskytuje zdravotni péci,
tzn. i po dobu trvani této Studie.
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The Site shall promptly notify IQVIA and
Sponsor in writing of any claim of illness or
injury actually or allegedly due to an adverse
reaction to the Investigational Product and
cooperate with Sponsor in the handling of
the adverse event.

Sponsor shall reimburse Institution for the
direct, reasonable, and necessary medical
expenses incurred by Institution for the
treatment of any adverse event, including
illness or bodily injury, experienced by a
Study Subject that is directly caused by the
proper administration of the Investigational
Product or a Protocol-required procedure,
both to the extent in accordance with the
Protocol, except to the extent that such
adverse event, illness or personal injury is
caused by:

a) a failure by Institution, Investigator,
or any of their respective personnel to
comply with this Agreement, the
Protocol, any written instructions of
Sponsor concerning the Study, or any
applicable law, regulation or guidance,
including GCPs, issued by any
regulatory authority,

b) the negligence or wilful misconduct
by Institution, Investigator, or any of
their respective personnel;

c) a failure of the Study Subject to
follow the reasonable instructions of the
Investigator relating to the requirements
of the Study;

d) the natural progression of a Study
Subject’s  underlying,  preexisting
medical condition or disease; or

Misto provadéni klinického hodnoceni je
povinno neprodlené pisemné vyrozumeét
IQVIA a Zadavatele o jakemkoli naroku
vztahujicimu se k onemocnéni ¢i jm¢ na
zdravi, k nimz skute¢né ¢i udajné doslo v
souvislosti s nezadouci reakci na
Hodnocené 1éCivo a zavazuje se plné
spolupracovat se Zadavatelem pfi feSeni
nezadouci udalosti.

Zadavatel uhradi  Zdravotnickéemu
zafizeni piimé, piiméfené a nezbytné
zdravotni  vydaje,  které  vznikly
Zdravotnickému zafizeni v souvislosti s
1écbou jakychkoli nezadoucich udalosti,
napf. onemocnéni nebo Uymy na zdravi,
zptisobenych fadnym podavanim
Hodnoceného ptipravku nebo provedenim
Ukonu vyZadovaného Protokolem v
souladu s Protokolem, s vyjimkou
ptipadt, kdy takova nezddouci udalost,
nemoc nebo tjma na zdravi je zptisobeno:

a)  pochybenim  Zdravotnickeho
zafizeni, Zkousejiciho nebo
jakéhokoliv jejich zaméstnance jednat
vsouladu s touto  Smlouvou,
Protokolem, jakoukoliv pisemnou
instrukci  Zadavatele tykajici se
Studie, nebo jakéhokoliv platného
zdkona nebo provadéciho predpisu
nebo postupu, véetné GCP, vydaném
jakoukoliv regulacni autoritou,

b) nedbalosti nebo  Umyslnym
nespravnym jednanim
Zdravotnického zatizeni, ZkousSejicim
nebo jakymkoliv jejich zastupcem,

C) poruSenim povinnosti Studijnim
Subjektem  jednat v  souladu
s divodnymi pokyny ZkousSejiciho
tykajicich se pozadavki Studie,

d) ptirozenou progresi zakladniho, jiz
existujiciho zdravotniho stavu nebo
onemocnéni Subjektu studie nebo
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e) a lack of effectiveness or therapeutic
benefit of the Investigational Product.

Subject to the terms of this Section 7, the
Sponsor’s  liability to reimburse the
Institution under this provision shall not be
limited to the amount payable under any
insurance required to be carried by Sponsor
but shall extend to the full amount of the
Institution’s actual damages in the amount
of Study Subject’s claim or of Study
Subject's legal representative’'s claim
successfully claimed under Czech legal
order.

Institution shall not be entitled to such
reimbursement according to the previous
paragraph if:

- The injury of the Study Subject
(including death) has been caused by
the wilful act, negligence, recklessness,
wrongful conduct or breach of any
obligation stipulated for the Institution
or the Investigator by legal guideline or
by this Agreement, including all its
appendices, or a failure by Institution,
Investigator, or any Study Staff, to
conduct the Study in accordance with
the  Protocol, this  Agreement,
Sponsor’s  written instructions, or
applicable law;

- The Institution fails to notify the
Sponsor in writing within twenty (20)
working days of the date the Institution
became aware of the claim for damages
having been made. The notice shall be
sent by registered post to the Sponsor.

- Upon Sponsor’s request the Institution
has not made possible for the Sponsor
to take a part in out of court

e) nedostateCnou  ucinnosti  nebo
terapeutickym pfinosem
Hodnoceného ptipravku.

V souladu s ustanovenimi tohoto ¢lanku 7
nebude odpovédnost Zadavatele
odskodnit Zdravotnické zafizeni dle
tohoto ustanoveni limitovana castkou
splatnou dle jakéhokoliv  pojisténi
uzavieného Zadavatelem, ale bude se
vztahovat na celou ¢astku skutecné skody
Zdravotnického zatfizeni ve vySi ndroku
Subjektu  Studie nebo naroku jeho
zakonného zastupce uspésné uplatnéného
dle ¢eského pravniho tadu.

Narok Zdravotnického zafizeni na
ndhradu  Skody dle  ptedchoziho
ustanoveni nevznika, jestlize:

poskozeni  zdravi (v€etné¢  smrti)
Subjektu  Studie bylo zptsobeno
umysIné, nedbalosti, lehkomysinosti,

protipravnim jednanim nebo
nesplnénim  povinnosti  stanovené
Zdravotnickému zafizeni ¢i

Zkousejicimu pravnim piedpisem nebo
v této Smlouve, vcetné vSech jejich
ptiloh, nebo pochybenim
Zdravotnického zatizeni, Zkousejiciho
nebo c¢lena Studijniho personalu pii
provadéni Studie v souladu
s Protokolem, touto Smlouvou,
pisemnymi pokyny Zadavatele nebo
platnymi pravnimi ptedpisy;
Zdravotnického zatizeni do dvaceti (20)
pracovnich dnid ode dne, kdy se
dozvédéla, ze byl viici ni uplatnén narok
na nahradu Skody, neoznamila tuto
skute¢nost pisemné Zadavateli.
Oznameni  musi byt  odeslano
doporucenou postou Zadavateli.

na Zadost Zadavatele mu Zdravotnické
zafizeni neumoznila GCastnit se
mimosoudniho vyjednavani 0
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negotiations concerning the claim
which may result in a legal suit at law;

- The Institution has recognized the

claim  without prior  obtaining
Sponsor’s written consent to such
recognition.

Institution is and shall remain liable for any
and all Losses arising from the negligent,
reckless, or intentional acts or omissions of
Institution, Investigator, and Study Staff; a
breach by Institution, Investigator, or any
Study Staff, of its obligations under this
Agreement; or a failure by any Institution,
Investigator, or any Study Staff to conduct
the Study in accordance with the Protocol,
this  Agreement, Sponsor’s  written
instructions, or applicable law.

8. IQVIA DISCLAIMER

IQVIA expressly disclaims any liability
in connection with the Investigational
Product, including any liability for any
claim arising out of a condition caused
by or allegedly caused by any Study
procedures associated with such
product except to the extent that such
liability is caused by the negligence,
willful misconduct or breach of this
Agreement by IQVIA.

This Section 8 “IQVIA Disclaimer”
shall survive termination or expiration
of this Agreement.

9. INDEMNIFICATION AND INSURANCE

9.

vzneseném naroku nebo nasledného
soudniho fizeni;

- Zdravotnické zafizeni uznalo vzneseny
narok, aniz by obdrzela ptedchozi
pisemny souhlas Zadavatele.

Zdravotnické  zafizeni je  azistava
odpovédné =za veskeré Ztraty vzniklé
v disledku nedbalostniho, lehkomyslného
nebo umysiného jednani nebo opomenuti
Zdravotnického zafizeni, ZkouSejiciho nebo
Studijniho personélu, v disledku poruseni
povinnosti vyplyvajicich z této Smlouvy ze
strany Zdravotnického zafizeni,
Zkousejiciho nebo Studijniho personalu nebo
v disledku toho, ze Zdravotnické zafizeni,

Zkousejici  nebo  Studijni  personal
neprovadéji Studii v souladu s Protokolem,
touto  Smlouvou, pisemnymi  pokyny

Zadavatele nebo platnymi pravnimi ptedpisy.

8.ODMITNUTI ODPOVEDNOSTI IQVIA

IQVIA timto vyslovné odmité jakoukoli
odpovédnost v souvislosti s Hodnocenym
lécivem, vcetné jakékoliv odpovédnosti

za  jakekoliv  naroky  vyplyvajici
Z okolnosti zptsobené¢ nebo domnéle
zpusobené jakymkoliv Studijnim

postupem spojenym s takovym 1é¢ivem
vyjma rozsahu, v jakém je takova
odpovédnost fici nedbalosti,
amysinym protipravnim jednanim nebo
porusenim této Smlouvy ze strany IQVIA.

Tento Clanek 8 "Odmitnuti odpovédnosti
IQVIA" ziistane v platnosti i po ukonceni
nebo uplynuti doby trvani této Smlouvy.

ODSKODNENIi A POJISTENI.

Sponsor shall indemnify, defend, and hold
harmless Institution, Investigator, and Study
Staff (collectively, “Site Indemnitees”) from
and against any and all losses, liabilities,

Zadavatel se zavazuje, ze Zdravotnické zatizeni,
Zkousejiciho a Studijni tym (dale souhrnné
»,OdSkodiiované osoby Mista provadéni
klinického hodnoceni*) odSkodni, bude je hajit
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damages, expenses, and costs, including
without limitation reasonable attorney’s fees
(collectively, “Losses”), in connection with any
third-party claims or lawsuits incurred by Site
Indemnitees as a result of bodily injury,
including death, caused by or resulting from the
performance of the Study in accordance with the
Protocol and this Agreement; or the negligence,
recklessness, or willful misconduct of any
Sponsor Indemnitee (as defined below);
provided, however, that Sponsor shall not be
obligated to indemnify, defend, or hold
harmless Site Indemnitees to the extent that
Losses arise from the negligence, recklessness,
or willful misconduct of any Site Indemnitee; a
breach by any Site Indemnitee of its obligations
under this Agreement; or a failure by any Site
Indemnitee to conduct the Study in accordance
with the Protocol, this Agreement, Sponsor’s
written instructions, or applicable law.

Site shall indemnify, defend, and hold harmless
Sponsor and its affiliates, employees, and
agents (collectively, the “Sponsor
Indemnitees”) from and against any and all
Losses, in connection with any third-party
claims or lawsuits incurred by Sponsor
Indemnitees as a result of bodily injury,
including death, caused by or resulting from the
negligence, recklessness, or willful misconduct
of any Site Indemnitee; provided, however, that
Site shall not be obligated to indemnify, defend,
or hold harmless Sponsor Indemnitees to the
extent that Losses arise from the negligence,
recklessness, or willful misconduct of any
Sponsor Indemnitee; a breach by any Sponsor
Indemnitee of its obligations under this
Agreement; or a failure by any Sponsor
Indemnitee to comply with applicable law.

a zbavi je odpovédnosti v souvislosti se ztratami,
zavazky, Skodami, vydaji anaklady, vcetné
piiméfenych vydaji na pravni zastoupeni (dale
spole¢né ,,Ztraty*) souvisejicimi s jakymikoli
naroky tfetich stran nebo soudnimi spory, které
Odskodnovanym osobam Mista provadéni
klinického hodnoceni vzniknou v disledku Gjmy
na zdravi, vcetné Umrti, zptisobené provadénim
Studie v souladu s Protokolem a touto Smlouvou
nebo vdusledku jejiho provadéni, nebo
nedbalosti, lehkomyslnosti nebo Umysinym
jednanim OdSkodnované osoby Zadavatele
(definice viz nizZe), avSak s tim, Ze Zadavatel neni
povinen Odskodniované osoby Zdravotnického
zafizeni odskodnit, hajit je nebo je zbavit
odpovédnosti v ptipadé Ztrat, které vzniknou
v disledku nedbalosti, lehkomyslnosti nebo
umyslného jednani Odskodnovanych osob
Zdravotnického zafizeni, porusenim povinnosti
vyplyvajicich ztéto Smlouvy ze strany
Odskodnovanych osob Zdravotnického zafizeni
nebo tim, Ze  OdSkodiované  osoby
Zdravotnického =zafizeni neprovadéji  Studii
vsouladu s Protokolem, touto Smlouvou,
pisemnymi pokyny Zadavatele nebo platnymi
pravnimi predpisy.

Misto provadéni klinického hodnoceni se
zavazuje, Ze Zadavatele ajeho pfidruzené
spole¢nosti, zaméstnance a zastupce (déle
souhrnn¢ ,,0dskodnované osoby Zadavatele®)
odskodni, bude je hdjit a zbavi je odpovédnosti
v souvislosti s veSkerymi Ztratami spojenymi
S naroky tfetich stran nebo soudnimi spory, které
Odskodnovanym osobam Zadavatele vzniknou
v disledku Ujmy na zdravi, vcetné¢ Umrti,
zpusobené nedbalosti, lehkomyslnosti nebo
umyslnym jednanim OdSkodiiovanych osob
Zdravotnického zafizeni, avSak stim, Ze Misto
provadéni klinického hodnoceni neni povinno
Zadavatele odSkodnit, hajit ho nebo ho zbavit
odpovédnosti, pokud Ztraty vzniknou v disledku
nedbalosti, lehkomyslnosti nebo uUmysinéeho
pochybeni OdsSkodnovanych osob Zadavatele,
poruseni povinnosti Odskodnovanych osob
Zadavatele ztéto Smlouvy nebo nedodrZeni

Czech Republic - Clinical Trial Agreement—Fakultni nemocnice v Motole& | EGTcTcNcNENNINIGIGIGNG

CONFIDENTIAL

Exelixis - XL092-304
4855-1067-8630, v. 4_redacted_250424

Page 28 of 77



The Parties hereto acknowledge that Sponsor
has obtained insurance coverage, as may be
required by applicable law, to cover obligations
arising from Sponsor’s conduct of the Study.
The insurance of the Sponsor does not relieve
the Institution and Investigator from its liability
and responsibility to the Sponsor for
Institution’s or Investigator’s own negligence
and willful misconduct, or its failure to adhere
to the terms of the Agreement, the Protocol or,
any laws or regulations applicable to the Study.
The Site represents and warrants that it
possesses insurance or otherwise sufficient
financial resources to meet its obligations under
this Agreement and under applicable law.

10. DEBARMENT

The Site represents and warrants that neither
Institution nor Investigator, nor any of
Institution’s employees, agents or other
persons performing any activities in
connection with the Study at Institution,
have been or are -currently debarred,
disqualified, banned, or are otherwise
ineligible from conducting clinical trials or
are under investigation by any regulatory
authority for debarment or any similar
regulatory action in any country, and the Site
shall immediately (i) notify IQVIA and
Sponsor if any such investigation,
disqualification, debarment, or ban occurs;
and (ii) remove the individual or entity in
question from the Study.

platnych pravnich piedpisi OdSkodnovanymi
osobami Zadavatele.

Strany timto berou na védomi, Zze Zadavatel
uzaviel pojiSténi s pojistnym krytim piipadné

vyzadovanym platnymi pravnimi ptedpisy
K pokryti zavazka vyplyvajicich z provadéni
Studie = Zadavatelem.  Pojisténi  uzaviené

Zadavatelem nezbavuje Zdravotnické zafizeni
a Zkousejicitho odpovédnosti viici Zadavateli za
nedbalost aumysiné pochybeni nebo za
nedodrzeni podminek Smlouvy, Protokolu nebo
platnych pravnich predpist a nafizeni
vztahujicich  se na  Studii ze strany
Zdravotnického zafizeni nebo ZkousSejiciho.
Misto provadéni klinického hodnoceni prohlasuje
a zaruCuje se, ze uzavielo pojisténi nebo ma jiné
dostatecné¢ finanéni zdroje k plnéni svych
zavazku ztéto Smlouvy apodle platnych
pravnich ptedpist.

10. VYLOUCENI

Misto provadéni klinického hodnoceni
prohlauje a potvrzuje, Ze ani Zdravotnické
zafizeni, ani ZkouSejici, ani kterykoli ze
zam&stnancl,  zastupci  Zdravotnického
zafizeni ¢i jakékoli jind osoba, ktera se podili
na provadéni Cinnosti souvisejicich se Studii
ve Zdravotnickém zafizeni, nebyla nebo neni
zbavena piisluSného opravnéni, nebyla ji
uloZzena sankce zakazu vykonu cinnosti
klinickych hodnoceni nebo z jiného dtvodu
nesplituje podminky pro provadéni klinickych
hodnoceni a dale, ze kterykoli z téchto
subjektd neni vySetfovan jakoukoli kontrolni
instituci, kdy vysledkem takového Setfeni ¢i
fizeni mtiZze byt ulozeni sankce zékazu vykonu
Cinnosti ¢i odebrani opravnéni, a to Vv

kterémkoli  staté, a Misto provadeni
klinického hodnoceni se dale zavazuje
neprodlené (i) vyrozumét IQVIA

a Zadavatele v pfipadé, ze dojde k takovému
vySetfovani, diskvalifikaci, ulozeni sankce
zdkazu vykonu cinnosti nebo k odejmuti
opravnéni k vykonu klinického hodnoceni
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This Section 10 “Debarment” shall
survive termination or expiration of this
Agreement.

11. FINANCIAL DISCLOSURE AND CONFLICT OF

INTEREST

Site agrees that, for each listed or
identified  investigator or  sub-
investigator who is directly involved in
the treatment or evaluation of Study
Subjects, Investigator shall promptly
return to IQVIA the financial and
conflict of interest disclosure form that
has been completed and signed by such
investigator or sub-investigator, which
shall disclose any applicable interests
held by those investigators or sub-
investigators or their spouses or
dependent children. For clarity, the
financial disclosure form shall be the
Form FDA 1572, which the Investigator
(and sub-investigator, as applicable)
shall complete, sign, and return to
IQVIA.

IQVIA may withhold payments if it
does not receive a completed form from
each such investigator and sub-
investigator.

Investigator shall ensure that all such
forms are promptly updated as needed to
maintain their accuracy and
completeness during the Study and for
one (1) year after Study completion.

Site agrees that the completed forms
may be subject to review by
governmental or regulatory agencies,
Sponsor, IQVIA, and their agents, and
the Site consents to such review.

a (i) vyfadit danou fyzickou nebo pravnickou
osobu ze Studie.

Tento Clanek 10 "Vyloudeni" zlistane v
platnosti po ukonceni nebo uplynuti doby
trvani této Smlouvy.

11. FINANCNI INFORMACE A STRET ZAJMU

Misto provadéni klinického hodnoceni
souhlasi, Ze ZkouSejici pro kazdého
uvedeného a identifikovaného
zkousejiciho  nebo  spoluzkousejiciho,
kteti se pfimo podili na IéCeni nebo
hodnoceni Subjektti studie neprodlené
pfeda IQVIA vyplnény a podepsany
formulat  finan¢niho  prohlaSeni a
konfliktu zajmu, ktery byl vyplnén a
podepsan takovym zkouSejicim nebo
spoluzkousejicim, ve  kterém tito
zkousejici €1 spoluzkouSejici ptiznavaji
jakékoli pfislusné zajmy, které maji oni
sami nebo jejich manzelé/manzelky c¢i
nezaopatfené déti. Pro uptesnéni bude
jako formulaf pro informace o financ¢nich
vztazich pouzit formulai FDA 1572, ktery
Zkousejici (a ptipadné spoluzkousejici)
vyplni, podepiSe a zasle zpét spole¢nosti
IQVIA.

IQVIA je opravnén pozdrzet platby,
Vv pfipad¢, Ze neobdrzi vyplnéné formulate
od kazdeho takoveho zkouSejiciho a
spoluzkousejiciho.

Zkousejici zajisti urychlenou aktualizaci
formulait dle potieby, s cilem zajistit
jejich presnost a uplnost v pribé¢hu
realizace Studie a jeden (1) rok po
dokonceni Studie.

Misto provadéni klinického hodnoceni
souhlasi stim, ze vyplnéné formulafe
mohou kontrolovat statni a regulacni
utrady, Zadavatel, IQVIA a jejich zastupci,
a Misto provadéni klinického hodnoceni
s takovymi kontrolami.
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The Investigator further consents to the
transfer of his/her financial disclosure
data to the Sponsor’s country of origin
and to the U. S., even though data
protection may not exist or be as
developed in those countries as in the
Site’s own country.

This Section 11 “Financial Disclosure
and Conflict of Interest” shall survive
termination or expiration of this
Agreement.

12. ANTI-KICKBACK AND ANTI-FRAUD

Institution and Investigator agree that
their judgment with respect to the advice
and care of each Study Subject will not
be affected by any compensation
received in connection with this
Agreement, that such compensation
does not exceed the fair market value of
the services they are providing, and that
no payments are being provided to them
for the purpose of inducing them to
purchase or prescribe any drugs, devices
or products.

If the Sponsor or IQVIA provides free of
charge or otherwise pays for any
products or items for use in the Study,
Institution and Investigator agree that
they will not bill any Study Subject,
insurer or governmental agency, or any
other third party, for such products or
items.

Institution and Investigator agree that
they will not bill any Study Subject,
insurer, or governmental agency for any
Vvisits, services or expenses incurred
during the Study for which they have
received compensation from IQVIA or
Sponsor, or which are not part of the
ordinary care they would normally
provide for the Study Subject, and that
neither Institution nor Investigator will

12.
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Zkousejici dale souhlasi s pienosem dat o
finanénim prohlaseni do zemé sidla
Zadavatele a Spojenych statti americkych,
a to i kdyby v téchto zemich neplatil nebo
neexistoval natolik vyspé€ly rezim ochrany
dat jako ve vlastni zemi Mista provadéni
klinického hodnoceni.

Tento Clanek 11 "Finanéni informace a
sttet zajmu" zOstane v platnosti po
ukonc¢eni nebo uplynuti doby trvani této
Smiouvy.

ZAMEZENI UPLATKARSTVi A PODVODU

Zdravotnické zafizeni a ZkouSejici
souhlasi, Ze jejich Gsudek, pokud jde o

poradenstvi a péci o kazdy subjekt
hodnoceni, nebude ovlivnén thradou,
kterou obdrZzi v souvislosti s touto

Smlouvou, a dale osveédcuji, ze tato
kompenzace nepiesahuje redlnou trzni
hodnotu sluzeb, které poskytuji a Ze Zadné
platby nejsou poskytovany za ucelem
pfimét je k nadkupu nebo predepisovani
jakychkoliv 1€k, zatizeni nebo produkti.

Pokud Zadavatel nebo IQVIA poskytnou
jakékoli produkty nebo piedméty pro
pouZziti ve Studii zdarma (nebo jejich
poskytnuti  uhradi),  Zdravotnického
zafizeni a ZkousSejici souhlasi, Ze nebudou
Zadat Uhradu po Zadném Subjektu studie,
pojistovné nebo statnim/spravnim uiadu
nebo jakékoli jiné tfeti strané za tyto
poskytnuté produkty nebo predméty.

Zdravotnické zafizeni a Zkousejici
souhlasi, Ze nebudou Zadat Uhradu po
zadném Subjektu Studie, pojistovné nebo
statnim ufad¢ za jakékoliv navstévy,
sluzby nebo vydaje vzniklé v pribchu
Studie, za které obdrZeli Uhradu od IQVIA
nebo Zadavatele, nebo které nejsou
soucasti bézné péce, kterou by za
normalnich okolnosti poskytli Subjektu
studie a Ze ani Zdravotnické zafizeni ani
Zkousejici nebudou poskytovat platbu
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pay another physician to refer subjects

to the Study.
13. ANTI-BRIBERY

Institution and Investigator agree that the fees
to be paid pursuant to this Agreement
represent fair compensation for the services to
be provided by Site. Institution and
Investigator represent and warrant that
payments or Items of Value received pursuant
to this Agreement or in relation to the Study
will not influence any decision that Institution,
Investigator or any of Institution’s respective
owners, directors, employees, agents,
consultants, or any payee under this
Agreement may make, as a Government
Official or otherwise, in order to assist
Sponsor or IQVIA to secure an improper
advantage or obtain or retain business. For the
purposes of this Agreement, “Government
Official” means any officer or employee of a
government or of any ministry, department,
agency, or instrumentality of a government;
any person acting in an official capacity on
behalf of a government or of any ministry,
department, agency, or instrumentality of a
government; any officer or employee of a
company or of a business owned in whole or
part by a government; any officer or employee
of a public international organization such as
the World Bank or the United Nations; any
officer or employee of a political party or any
person acting in an official capacity on behalf
of a political party; and/or any candidate for
political office; any doctor, pharmacist, or
other healthcare professional who works for or
in any hospital, pharmacy or other healthcare
facility owned or operated by a government
agency, ministry or department. And “ltem(s)
of Value” should be interpreted broadly and
may include, but is not limited to, money or
payments or equivalents, such as gift
certificates; gifts or free goods; meals,
entertainment, or hospitality; travel or
payment of expenses; provision of services;
purchase of property or services at inflated
prices; assumption or forgiveness of

jinému lékati za doporuceni subjekti do
Studie.

13. ZAKAZ PODPLACENI

Zdravotnické zafizeni a ZkouSejici timto
souhlasi, Ze platby, které budou uhrazeny na
zaklad¢ této Smlouvy, predstavuji tadnou
kompenzaci za sluzby poskytnuté Mistem
provedeni Klinického
hodnoceni. Zdravotnické zatizeni a
Zkousejici timto prohladuji a zavazuji se, Ze
platby ¢i Hodnotné véci, které obdrzi na
zaklade této Smlouvy €i v souvislosti se Studii
jakkoli  neovlivni  jakékoli  rozhodnuti
Zdravotnické  zafizeni, ZkouSejiciho ¢i
jakéhokoli prislusného vlastnika
Zdravotnického zafizeni, c¢leny spravnich
organd, zamé&stnance, zastupce, konzultanty ¢i
jakékoli pfijemce plnéni na zdklad¢ této
Smlouvy k tomu, aby ucinil, jakozto Zastupce
vefejné moci ¢i jakkoli jinak, za ucelem
poskytnuti pomoci Zadavateli ¢i IQVIA v
podobé zajisténi neopravnéné vyhody ¢i za
ucelem ziskani ¢i zachovéani si obchodni
ptilezitosti. Pro ucely této Smlouvy se
»Zastupcem vefejné moci* rozumi jakykoli
vykonny fidici pracovnik ¢i zaméstnanec
vlady nebo jakéhokoli ministerstva, resortu,
ufadu ¢i agentury, zastupce statniho/spravniho
ufadu, jakakoli osoba plisobici v tfedni funkci
jménem vladdy nebo jakéhokoli vladniho
ministerstva, resortu, ufadu ¢i agentury, nebo
zastupce statniho/spravniho ufadu, jakykoli
vykonny fidici pracovnik nebo zaméstnanec
spolec¢nosti ¢i podniku vlastnéného zcela nebo
castecné statem, jakykoli vykonny fidici
pracovnik nebo  zaméstnanec  vefejné
mezinarodni organizace, napiiklad Svétové
banky nebo Organizace spojenych narodu,
jakykoli vykonny fidici pracovnik ¢i
zaméstnanec politické strany nebo osoba
jednajici v oficialni funkci za politickou
stranu a/nebo jakykoli kandidat na politickou
funkci, jakykoli Iékaf, lékarnik nebo jiny
zdravotnik, pracujici pro jakoukoli nemocnici,
Iékdrnu nebo zdravotnické zafizeni nebo
Vv jakékoli nemocnici, lékarné nebo jiném
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indebtedness; intangible benefits, such as
enhanced social or business standing (e.g.,
making donations to government official’s
favored charity); and/or benefits to third
persons related to Government Officials (e.g.,
close family members).

Institution and Investigator further represent
and warrant that neither they nor any of their
respective owners, directors, employees,
agents, or consultants, nor any payee under
this Agreement, will, in order to assist
Sponsor or IQVIA to secure an improper
advantage or obtain or retain business, directly
or indirectly pay, offer or promise to pay, or
give any Items of VValue to any person or entity
for purposes of (i) influencing any act or
decision: (ii) inducing such person or entity to
do or omit to do any act in violation of their
lawful duty; (iii) securing any improper
advantage; or (iv) inducing such person or
entity to use influence with the government or
instrumentality thereof to affect or influence
any act or decision of the government or
instrumentality.

In addition to other rights or remedies under
this Agreement or at law, IQVIA or Sponsor
may immediately terminate this Agreement if
Site breaches any of the representations or
warranties contained in this Section or if

zdravotnickém zafizeni vlastnéném nebo
fizeném statnim Uradem, ministerstvem nebo
resortem. A ,Hodnotné plnéni“ bude
vykladano v Sir§im smyslu a mize zahrnovat
naptiklad penézni Castky, platby nebo jejich
ekvivalent, jako naptiklad darkové poukazy,
dary nebo bezplatné poskytované vyrobky,
pohosténi, zabavu nebo ubytovani, cesty nebo
propléaceni cestovnich vydaji, koupi majetku
nebo sluzeb za nadhodnocenou cenu, pievzeti
nebo prominuti splatnych zdvazki, vyhody
nehmotné povahy jako napiiklad zvyhodnéné
socialni  nebo podnikatelské  postaveni
(napt. poskytovanim dari na dobrocinné
ucely podporované zastupcem vetejné moci)
a/nebo vyhody poskytované tretim osobam
spiiznénym se zastupcem vetejné moci (napf.
jeho blizkym rodinnym pfislusnikiim).

Zdravotnické zafizeni a ZkouSejici dale
prohlaSuji a zavazuji se, Ze ani oni, ani
jakykoli jejich vlastnik, c¢len statutdrniho
organu, zastupce ¢i konzultant, ani jakykoli
piijemce plnéni dle této Smlouvy, a to za
ucelem pomoci Zadavateli ¢i IQVIA k
zajisténi neopravnéné vyhody ¢i ziskani ¢i
zachovani obchodni pfilezitosti, pfimo ¢i
nepfimo, neuhradi, nenabidne ¢i neslibi
uhradit, nebo nedaruje jakoukoli Hodnotnou
véc jakékoli osobé ¢i subjektu v souvislosti s
nasledujicimi ucely: (i) ovlivnéni jakéhokoli
jednani ¢i rozhodnuti: (i1) pobidky ¢i pohnuti
takové osoby ¢i subjektu, aby néco konal nebo
se zdrzel urcit¢ho jedndni v rozporu s se
zakonem uloZenou povinnosti; (iii) zajisténim
jakékoli neopravnéné vyhody; nebo (iv)
pobidky ¢i pohnuti takové osoby ¢i subjektu k
zneuziti vlivu vO¢i  statnimu/spravnimu
organu ¢i jeho zastupci v této souvislosti, a to
za ucCelem ovlivnéni jakéhokoli jednani ¢i
rozhodnuti statniho/spravniho organu ¢i jeho
zastupce.

Nad rédmec ostatnich prav a prostfedka
napravy dle této Smlouvy, ¢1 na zékladé
ptislusnych pravnich predpist, IQVIA nebo
Zadavatel budou opravnéni okamzité ukoncit
platnost této Smlouvy v piipadé, ze Misto
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IQVIA or Sponsor learns that improper
payments are being or have been made to or
by Institution or Investigator or any individual
or entity acting on its or their behalf.

14. INDEPENDENT CONTRACTORS

The Investigator and Institution and
Study Staff are acting as independent
contractors of IQVIA and Sponsor and
shall not be considered the employees or
agents of IQVIA or Sponsor.

Neither IQVIA nor Sponsor shall be
responsible for any employee benefits,
pensions,  workers’  compensation,
withholding, or employment-related
taxes as to the Investigator or Institution
or their staff.

15. TERM & TERMINATION
15.1. Term

This Agreement will enter into force on
the date of signature by all Parties, and
become effective on the date of its
publication in the Register of
Agreements (the “Effective Date*) and
shall continue until completion or until
terminated in accordance with this
Section 15 “Term & Termination”.

The estimated duration of the Study is
from to

15.2. Termination

IQVIA and/or Sponsor may terminate
this Agreement for any reason effective
upon thirty (30) days prior written

14.

15.

provadéni  klinického hodnoceni porusi
jakékoli prohlaseni ¢i zaruky obsazené v
tomto Clanku, piipadng, pokud IQVIA nebo
Zadavatel zjisti, Ze jsou poskytovany ¢i byly
poskytnuty neopravnéné platby vici ¢ ze
strany Zdravotnického zafizeni ¢i
Zkousejiciho nebo jakéhokoli jednotlivce ¢i
subjektu jednajiciho jejich jménem.

NEZAVISLI DODAVATELE

Zkousejici a Zdravotnické zafizeni a
Studijni persondl budou jednat jako
nezavisli poskytovatelé smluvniho plnéni
IQVIA a nebudou jakkoli povazovani za
zamé&stnance ¢i zastupce IQVIA nebo
Zadavatele.

Ani IQVIA ani Zadavatel nebudou mit
jakoukoli odpovédnost vztahujici se k
benefitim, penzim, ndhradam, narokiim k

dichodovému piipojisténi,
pracovnépravnim odmeénam, srdzkovym
¢i  jinym  pracovnépravnim  danim
tykajicim  se  ZkouSejiciho  nebo
Zdravotnického zafizeni nebo jejich
zameéstnanc.

PLATNOST & UKONCENI PLATNOSTI
15.1 Platnost

Tato Smlouva nabyva platnosti dnem
podpisu vSemi stranami, a ucinnosti k
datu, kdy bude zvefejnéna v Registru
smluv (,Datum ucinnosti®) a zistane v
ucinnosti do okamziku dokoncéeni ¢i
ukonéeni v souladu s timto Clankem 15
,Platnost a ukonceni platnosti‘.

Predpoklddand doba trvani Studie je od
do

15.2. Ukonceni platnosti

IQVIA a/nebo Zadavatel jsou opravnéni
vypovédét tuto Smlouvu z jakéhokoli
divodu s vypoveédni dobou tiiceti (30)
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notice.

Institution  may  terminate  this
Agreement for material breach if it
provides IQVIA written notice of the
breach and the breach is not cured
within thirty (30) days of IQVIA’s
receipt of the notice.

The Site may terminate upon written
notice if it reasonably determines using
its good faith medical judgment that it is
unsafe to continue the Study or upon the
cancellation, revocation, or suspension
of the authorization documents (e.g.,
IRB or EC approval) due to patient
safety concerns. Upon receipt of notice
of termination, the Site and/or
Investigator shall immediately cease any
subject recruitment, follow the specified
termination procedures, ensure that any
required Study Subject follow-up
procedures are completed, and make all
reasonable efforts to minimize further
costs, and IQVIA shall make a final
payment for visits or milestones actually
and properly performed pursuant to this
Agreement in the amounts specified in
Attachment A; provided, however, that
payments will be in each case reduced
by ten (10%) percent. This reduced
amount shall represent a value of any/all
activities related to close-out of the
database and will be made upon the final
acceptance by Sponsor of all CRF pages
and all data queries issued, and
satisfaction of all other applicable
conditions set forth herein. If a material
breach of this Agreement appears to
have occurred and termination may be
required, then, except to the extent that
Study  Subject safety may be
jeopardized, 1QVIA and/or Sponsor
may suspend performance of all or part
of this Agreement, including, but not
limited to, subject enrolment.

dnda.

Poskytovatel je opravnén ukoncit tuto
Smlouvu z divodu podstatného poruseni
s tim, Ze zaSle IQVIA pisemnou vyzvu o
poruseni a toto porudeni neni napraveno
do tficeti (30) dni od doruceni vyzvy
IQVIA.

Misto provadéni klinického hodnoceni je
opravnéno ukoncit platnost této Smlouvy
pisemnym ozndmenim v piipade, ze na
zaklad¢ lékarského tsudku v dobré vite
davodné usoudi, Ze pokracovani ve Studii
neni bezpeéné, nebo pii zruseni, odvolani
nebo pozastaveni platnosti schvalujicich
dokumentti (napf. schvéleni EK) kviili
obavam  bezpeCnost  pacienta. V
navaznosti na doruceni oznameni o
ukonceni platnosti Zkousejici neprodlené
ukonéi jakykoli ndbor subjektl, bude
jednat v souladu s definovanymi postupy
pro ukonceni, zajisti, Ze ve vztahu k
Subjektim Studie budou dokonceny
jakékoli procesy kontrolni povahy, a
vyvinou nezbytné usili za ucelem limitace
jakychkoli dalSich ndkladd, pficemz
IQVIA provede zavéreCnou uhradu za
navstévy a milniky, jez byly skutecné
a fadné provedeny na zéklad¢ a v souladu
s touto Smlouvou, a to ve vysi Castek
definovanych v Piiloze A; avSak za
podminky, Ze Platby budou v kaZzdém
piipadé sniZzeny o ¢astku ve vysi deseti (10
%) procent. Takto snizena castka bude
predstavovat hodnotu veskerych ¢innosti
spojenych s uzavienim databaze, a bude
poskytnuta poté, co Zadavatel schvali
veskeré stranky formulaia CRF, a déle
poté, co budou =zodpovézeny dotazy
k datim a dale dojde ke spInéni veskerych
ostatnich podminek, jez jsou stanoveny v
této Smlouve. V piipadé, ze dojde ke
vzniku domnéni, ze doslo k podstatnému
poruseni této Smlouvy a muze tak dojit k
ukonceni platnosti této Smlouvy, pak s
vyjimkou a v rozsahu, v jakém muze byt
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16. NOTICE

Any notices required or permitted to be
given hereunder shall be given in writing
and shall be delivered:

(i) in person

(i) by certified mail, postage
prepaid, return receipt
requested,

(iii) by e-mail of .pdf/scan or other
non-editable format notice with
confirmed transmission report,
or

(iv) by a commercial overnight
courier that guarantees next day
delivery and provides a receipt,
and such notices shall be
addressed as follows:

16.

ohrozena bezpecnost Subjektl studie,
IQVIA a/nebo Zadavatel mohou pierusit
naplnéni celé ¢i ¢asti této Smlouvy,
zejména vcetn¢ zafazovani Subjektd
studie.

OzZNAMENI

VeSkerda oznameni vyZadovana nebo
povolena podle této Smlouvy budou
ucinéna v pisemné podobé a budou
dorucena:
(i)
(i)

osobn¢

doporuc¢enym dopisem,
s predem zaplacenym
postovnym, s doru¢enkou
e-mailem ve formatu
pdf/scan  nebo v jiném
formatu, ktery znemoziuje
zasah do obsahu s potvrzenou
zpravou o prenosu nebo
komeréni  no¢ni  kuryrni
sluzbou, ktera  zarucuje
doruceni dalsi den a poskytne
potvrzeni. Tato oznadmeni
budou adresovana takto:

(iii)

(iv)

Counsel

To Sponsor / Zadavateli:
E-mail:

Name / Néazev: Executive Vice President and General
Address / Adresa: Exelixis, Inc.

1851 Harbor Bay Parkway
Alameda, CA 94502, USA

Tel/ Tel: NS

Name / Nazev:
To IQVIA /IQVIA:
republika
Tel./ Tel:

And to/A také

Address / Adresa: IQVIA RDS Czech Republic, s.r.o.,
Pernerova 691/42, 186 00 Praha 8 - Karlin,Ceska

Global Legal Department
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100 IMS Drive

Néazev:

To Institution / Zdravotnickému
zarizeni

E-mail:

Name / Jméno:

To Investigator / ZkouSejicimu Tel:

Email:

17. FORCE MAJEURE

The performance by either Party of any
obligation on its part to be performed
hereunder shall be temporarily excused
by floods, fires or any other Act of God,
accidents, wars, riots, embargoes, delay
of carriers, inability to obtain materials,
failure of power or natural sources of
supply, acts, injunctions, or restraints of
government or other force majeure
preventing such performance, whether
similar or dissimilar to the foregoing,
beyond the reasonable control of the
Party bound by such obligation,
provided, however, that the Party
affected shall immediately notify the
other Party and Sponsor and exert its
reasonable efforts to eliminate or cure or
overcome any of such causes and to
resume performance of its obligations
with all possible speed.

Parsippany, NJ 07054USA

Attention: General Counsel

Email: [
Fakultni
prispévkova organizace, Klinické hodnoceni 1é¢iv,
sekretariat naméstka pro LPP

Adresa: V Uvalu 84, 150 06 Praha 5, Ceska republika

Adresa:V Uvalu 84, 150 06 Praha 5, Ceska republika

nemocnice v Motole, statni

17. VYSSi MOC

Splnéni jakékoli povinnosti kteroukoli ze
Stran, jez ma byt takovou Stranou splnéna
na zakladé podminek této Smlouvy, bude
doCasné¢ prominuto v disledku zéplav,
pozari ¢i jinych projevli VyS$$i moci,
nehod, valek, nepokojti, embarg, prodleni
dopravcl, nemoznosti opatfit piislusné
materialy, nebude-li dodana elektricka
energie ¢i jiné pfirodni zdroje, v disledku
rozhodnuti, zakazl ¢i omezeni
statniho/spravniho ufadu ¢i jiného prvku
vys$$i moci, ktery zabrani splnéni takové
povinnosti, bez ohledu na to, zda je
shodny ¢i odlisny od shora uvedeného, a
ktery stoji mimo moznost ovlivnéni
piislusné Strany, ktera je takovou
povinnosti vazéana, to vSak za podminky,
ze takto dotéena Strana otom bude
neprodlené informovat druhou Stranu
a Zadavatele a vyvine odpovidaji Usili za
ucelem odstranéni ¢i napravy ¢i prekonani
jakéhokoli takového divodu ¢i pficiny a
bude pokracovat v plnéni svych
povinnosti v nejbliz§im mozném ¢asovém
okamziku.
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18. MISCELLANEOUS

18.1. Entire Agreement

This  Agreement, including its
attachment(s), constitutes the sole and
complete agreement between the Parties
and replaces all other written and oral
agreements pertaining to the subject
matter herein.

18.2. No Waiver/Enforceability

Failure to enforce any term of this
Agreement shall not constitute a waiver
of such term.

If any part of this Agreement is found to
be unenforceable, the rest of this
Agreement will remain in effect.

18.3Assignment of the Agreement

This Agreement shall be binding upon
the Parties and their successors and
assigns.

The Site shall not assign or transfer any
rights or obligations under this
Agreement without the written consent
of IQVIA and Sponsor.

Upon Sponsor’s request, IQVIA may
assign this Agreement to Sponsor or to a
third party, and IQVIA shall not be
responsible for any obligations or
liabilities under this Agreement that
arise after the date of the assignment,
and the Site hereby consents to such an
assignment. Site will be given prompt
notice of such assignment by the
assignee.

18.4. Applicable Law

This Agreement shall be interpreted and
enforced under the laws of Czech
Republic excluding its rules regarding

18. RUZNE

18.1. Celistvost Smlouvy

Tato Smlouva, véetné priloh, predstavuje
vyhradni, celistve a UpIné ujednani Stran a
nahrazuje veskeré ostatni pisemné a Ustni
dohody vztahujici se Kk pfedmétu této
Smiouvy.

18.2. Vzdani se uplatnéni/Vynutitelnost
Neuplatnéni  jakéhokoli  prava  ¢i
podminky této Smlouvy nezaklada
domnénku vzdéani se uplatnéni takového
prava ¢i podminky.

V pfipad¢, Ze bude kterdkoli cast této
Smlouvy shledana jako nevykonatelna,
zbytek této Smlouvy zlistane i nadéale v
platnosti.

18.3. Pfevod Smlouvy

Tato Smlouva bude zdvazna vii¢i Strandm
1 jejich  pravnim  nastupcim a
postupnikiim.

Misto provadéni klinického hodnoceni
neptevede jakakoli prava ¢i zavazky z této
Smlouvy bez ptredchoziho pisemného
souhlasu IQVIA nebo Zadavatele.

Na zaklad¢ zadosti Zadavatele, IQVIA je
opravnén prevést tuto Smlouvu na
Zadavatele nebo jakoukoli tfeti stranu, a
IQVIA nebude odpovédna za jakekoli
zavazky €1 odpovédnosti dle této
Smlouvy, jez vyplynou po datu pfevodu a
Misto provedeni klinického hodnoceni
timto souhlasi s takovym postoupenim.
Mistu provedeni klinického hodnoceni
bude takové postoupeni <¢i pievod
ozndmeno bez zbyte¢ného odkladu
nabyvatelem.

18.4 Rozhodné pravo

Tato Smlouva bude vykladana a
vymahana v souladu s pravnim fadem
Ceské republiky vyjma jeho Kkoliznich
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the conflict of laws. The parties agree
that the courts of the Czech Republic
have jurisdiction to decide any questions
related to this Agreement; provided,
however, that a party may seek and/or
obtain injunctive relief in any court of
competent jurisdiction.

18.5 Prevailing language

The Agreement is drawn up in English
and in Czech language versions. In case
of any dispute Czech language version
shall prevail, provided that the English
version shall be sufficiently consulted to
determine the genuine intention of the
Parties with respect to the discrepancy.

18.6  Survival:

The terms of this Agreement that
contain obligations or rights that extend
beyond the completion of the Study
shall survive termination or completion
of this Agreement, even if not expressly
stated herein.

18.7 Counterparts

This Agreement shall be executed in
four (4) counterparts, out of which each
party will receive one counterpart.

THIS SECTION IS
INTENTIONALLY LEFT BLANK

norem. V piipad¢ pochybnosti nebo sporti
vzniklych ztéto Smlouvy ¢&i s touto
Smlouvou souvisejicich se  Strany
dohodly, ze soudy Ceské republiky maji
pravomoc rozhodovat o  vSech
zalezitostech tykajicich se této Smlouvy;
kazda ze stran vSak mtize ziskat soudni
ochranu u kteréhokoli piislusného soudu.

18.5 Rozhodna jazykova verze.

Tato Smlouva je vyhotovena v anglickém
a Ceském jazykovém znéni. V piipadé
jakéhokoli rozporu bude rozhodujici ¢eska
jazykova verze s tim, ze bude dostate¢né
piihlizeno k anglické verzi, aby bylo
mozné urcit skutecny zameér Stran ohledné
rozporu.

18.6  Pietrvévajici platnost:

Podminky této Smlouvy, jez obsahuji
prava a povinnosti, jeZz svoji povahou
prekracuji okamzik dokonceni Studie,
zustanou zavazné 1 v piipad¢ ukonceni ¢i
vyprseni platnosti této Smlouvy, a to i v
piipadé, ze tak neni v této Smlouvé
vyslovn¢ uvedeno.

18.7Pocet vyhotoveni

Tato smlouva je vyhotovena ve c¢tyiech
(4) stejnopisech, pii¢emz kazda smluvni
strana obdrZi jedno paré.

TATO CAST JE ZAMERNE
PONECHANA PRAZDNA
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ACKNOWLEDGED AND AGREED BY IQVIA RDS Czech Republic, s.r.o.,
/ NA DUKAZ SOUHLASU PRIPOJUJE SVUJ PODPIS OPRAVNENY ZASTUPCE
IQVIA RDS Czech Republic, s.r.o.,

By/Jméno: I

Title/Funkce: Managing Director / Jednatelka

Signature/Podpis:

Date/Datum:

ACKNOWLEDGED AND AGREED BY Fakultni nemocnice v Motole: / NA DUKAZ
SOUHLASU PRIPOJUJE SVUJ PODPIS OPRAVNENY ZASTUPCE Fakultni nemocnice v
Motole:

By/Jméno: |

Authorized deputy of LPP/Naméstek LPP na zakladé
Title/Funkce: povéteni
(must authorized to sign on Institution's behalf)/(musi se jednat o podpis
opravnéného zastupce Zdravotnického zatizeni):

Signature/Podpis:

Date/Datum:

ACKNOWLEDGED AND AGREED BY THE INVESTIGATOR/ Na ditkaz souhlasu ptipojuje
svij podpis Zkousejici:

Name/Jméno: L

Signature/Podpis:

Date/Datum:

Signed by IQVIA RDS Czech Republic, s.r.o., under a Power of Attorney dated10 March 2023,
in the name of Exelixis, Inc. /Podepsano IQVIARDS Czech Republic, s.r.o., na zakladé PIné moci
vystavené dne 10. 03. 2023, jménem Exelixis, Inc.

Nemeomeno:

Signature/Podpis:

Date/Datum:
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Attachments: Ptilohy:

Attachment A — Budget and payment schedule Pfiloha A — Rozpocet a platebni piehled
Attachment B —Power of attorney / delegation Piiloha B — Plna moc/delegac¢ni dopis pro
letter of IQVIA IQVIA

Attachment C — Standard Contractual Clauses . - = _ standardni smluvni dol ozky
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ATTACHMENT A

BUDGET & PAYMENT SCHEDULE

[TO BE SEPARATELY PROVIDED]

PRILOHA A
ROZPOCET & PLATEBNi PREHLED

[BUDE POSKYTNUTA SAMOSTATNE]

ATTACHMENT A

PRILOHA A

BUDGET & PAYMENT SCHEDULE

ROZPOCET A HARMONOGRAM PLATEB

PrRoTOCOL # XL092-304

PROTOKOL €. XL092-304

COUNTRY: CzECH REPUBLIC

ZEMiE: CESKA REPUBLIKA

A.PAYEE DETAILS

A.

UDAJE O PRIJEMCI PLATEB

The Parties agree that the payee designated below
is the proper payee for this Agreement, and that
payments under this Agreement will be made only
to the following payee (“Payee):

Smluvni strany se dohodly, Ze niZe uvedeny
piijemce plateb je fadnymi piijemcem plateb
podle této Smlouvy a Ze platby vyplacené podle
této Smlouvy budou hrazeny vyhradné tomuto

prijemci plateb (dale jen ,,Piijemce plateb*):

Contract Payee Smluvni prijemce

plateb
Payee Name Fakultni nemocnice v | Jméno Piijemce plateb | Fakultni
(Must match name in | Motole (musi odpovidat jménu | nemocnice v
the contract) ve smlouvé) Motole
Payee Address V Uvalu 84, Praha 5, | Adresa Piijemce plateb | V Uvalu 84, Praha

150 06 5, 150 06

VAT/Tax ID CZ00064203 DIC CZ00064203
(Tax ID must exactly (Danové identifikacni
match the payee name ¢islo se musi shodovat
indicated above, or tax s vyse uvedenym
exempt when ndzvem/jménem
applicable) piijemce plateb;

pfipadné¢ uvedte, ze

neni platcem DPH)

Banking Information:

Bankovni spojeni:

Bank Name: Ceska narodni banka Néazev banky: Ceské narodni banka
Bank Street: Na Prikopé 28 Ulice: Na Piikop¢ 28
Bank City Praha M¢sto Praha

Bank State/Province Stat/kraj

Bank Postal Code 11503 PSC 11503

Bank Country CR Zemé CR

Receiving Account | CZK M¢na uctu CzZK

Currency
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IBAN CZ42 0710 0000 IBAN CZ42 0710 0000

0000 1793 7051 0000 1793 7051
Swift Code (8 or 11| CNBACZPP Swift kod (8 nebo 11 CNBACZPP
Characters) znaki)

If the contracted Payment Currency does not
match your bank account, you may need to provide
an Intermediary Bank. Please contact your
Financial Institution for details. If an Intermediary
bank is required, please provide Bank Name,
Account Number if applicable and SWIFT Code
of Intermediary Bank along with all other required
Wire instructions

Pokud dohodnutd ména platby neodpovidd méne
vaseho bankovniho uctu, je mozné, Ze budete
muset uvést jesté zprostiedkovatelskou banku. O
podrobnostech se informujte u své banky. Bude-li
nutné pouzivat zprostfedkovatelskou banku,
uved’te spoleén¢ s ostatnimi udaji pro bankovni
pievod také jeji nazev a ptipadné jeji ¢islo uctu a
kod SWIFT.

Contact Information

Kontaktni Udaje

Name of recipient Nazev piijemce _

sending invoices to zasilajiciho faktury

Phone number & Email Telefonni ¢islo ae- I
mail

Language Preference Preferovany jazyk Cesky

Name  of _paymert o prijemce | MM

recipient to receive plateb, kterému maji

payment  notification byt zasilana oznameni

and details a Udaje o platbach

Phone number & Email Telefonni ¢islo ae- _
mail

Language Preference Czech Preferovany jazyk Cesky

In case of changes in the Payee’s bank details,
Institution is obliged to inform IQVIA Clinical

Trial Paiments in Writinﬁ bi sending an email to:

Ptipadnou zménu adresy nebo bankovniho spojeni
Piijemce plateb je Poskytovatel povinen oznamit
oddé€leni Clinical Trial Payments spolecnosti

IQVIA iisemné e-mailem na

Site shall contact its IQVIA study team member to
provide signed documentation of changes to
payee’s bank details. Parties agree that in case of
changes in bank details which do not involve a
change of payee or change of country location of
bank account, no further amendments are required.

Centrum Klinického hodnoceni kontaktuje sveho
Clena studijniho tymu IQVIA a poskytne mu
podepsanou dokumentaci zmén bankovnich udaja
pfijemce. Smluvni strany se dohodly, Ze nebude
nutné uzavirat dodatek ke Smlouvé, jestlize se
zména bude tykat pouze bankovniho spojeni,
avSak nezméni se samotny Piijemce plateb ani
zemé, v niz se nachdzi jeho bankovni tcet.

The Parties acknowledge that the designated
Payees are authorized to receive all of the

Smluvni strany berou na védomi, ze urCeny
Piijemci plateb jsou opradvnéni pfijimat veskeré
platby za sluzby provadéné podle této Smlouvy.
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payments for the services performed under this
Agreement.

If the Investigator is not the Payee, then the Payee's
obligation to reimburse the Investigator, if any, is
determined by a separate agreement between
Investigator and Payee, which may involve
different payment amounts and different payment
intervals than the payments made by IQVIA to the
Payee.

Pokud neni Piijemcem plateb Zkousejici, bude
pfipadna povinnost Pfijemce plateb vyplacet
platby ZkouSejicimu stanovena v samostatné
smlouvé mezi Zkousejicim a Piijemcem plateb, ve
kter¢é mohou byt stanoveny jiné Castky a jiné
intervaly plateb nez uplateb provadénych
spolecnosti IQVIA adresovanych Ptijemci plateb.

Investigator acknowledges that if Investigator is
not the Payee, IQVIA will not pay Investigator
even if the Payee fails to reimburse Investigator.

ZkouSejici bere na védomi, ze pokud neni
Piijjemcem plateb Zkousejici, spolecnost IQVIA
nebude platit ZkouSejicimu ani v pfipade, Ze
Piijemce plateb platby Zkousejicimu neprovede.

B. ENROLLMENT GOAL

B. NABOROVY CiL

Enrollment for this Study is competitive. 1QVIA
anticipates that the Investigator will recruit
approximately but makes no
guarantees regarding this number. Investigator
shall not recruit or enroll additional subjects in
excess of this number without the prior written
approval of IQVIA or Sponsor, and neither IQVIA
nor Sponsor will be liable for compensation for
unauthorized subjects in excess of such number.
IQVIA will advise on recruitment progress and
notify Institution when recruitment is complete.
No change in the number of estimated enrolled
subjects as defined in this section requires
amendment of this Agreement.

Nabor do této Studie je kompetitivni. Spolecnost
IQVIA piedpoklada, ze ZkouSejici zatadi do
Studie pftiblizné , ale tento pocet
nezaruCuje. Bez pfedchoziho pisemného souhlasu
spolecnosti  IQVIA nebo Zadavatele nebude
Zkousejici nabirat ani zafazovat dalsi pacienty nad
tento uvedeny a spole¢nost IQVIA ani Zadavatel
nebudou povinni vyplacet odménu za neopravnéné
zafazené pacienty nad uvedeny pocet. Spolecnost
IQVIA bude Poskytovatele informovat o0 prib¢hu
a 0 ukonceni naboru. Pokud se odhadovany pocet
zafazenych pacientli stanoveny v tomto clanku
zmeéni, nebude nutné uzavirat dodatek ke Smlouve.

C. PAYMENT TERM

C. PLATEBNI PODMINKY

IQVIA will make payments on a quarterly basis in
accordance with the Budget. These payments will
be made within 45 days of the acceptance criteria
outlined in these Payment Terms.

Platby bude spolecnost IQVIA hradit ctvrtletné
podle Rozpoctu. Tyto platby budou hrazeny do
45 dnli po splnéni podminek pro pfijeti faktury
stanovenych v téchto Platebnich podminkach.

The Payees for the shall be the entities listed by the
Institution in Section A above. Payees shall
provide written full payment instructions and bank
details to IQVIA in Section A prior to any
payments being released. IQVIA will make
payments in CZK by electronic bank transfer in
accordance with the attached Budget. 1QVIA will

Pfijemci  plateb jsou subjekty uvedené
<Poskytovatelem v oddilu A vySe. Jesté pied
Uhradou plateb poskytnou Pfijemci plateb
spole¢nosti IQVIA vyplnénim oddilu A podrobné
pisemné platebni pokyny a bankovni spojeni.
Spole¢nost IQVIA bude platby hradit v K&
elektronickym  bankovnim pfevodem podle

not make any additional payments to Payees | pfilozeného Rozpoctu. Bez ptedchoziho
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pursuant to this Agreement without the prior
written approval of Sponsor nor will IQVIA pay
for any procedures performed or treatments given
in violation of the Protocol unless approved in
writing by Sponsor. IQVIA will use reasonable
efforts to notify Institution of the remittance
details for each payment.

pisemného souhlasu Zadavatele nebude spoleénost
IQVIA hradit Pfijemcim plateb z této Smlouvy
Zadneé dalsi platby a nebude proplacet ukony ani
1é¢bu  provedené, resp. poskytnuté v rozporu
s Protokolem, pokud nebudou Zadavatelem
pisemné schvaleny. Spolecnost IQVIA bude
s vynalozenim piiméfeného usili informovat
Zdravotnické zatizeni o kazdé tthradé.

IQVIA will make payments based on completed
and evaluable subjects defined below and in
accordance with the Budget. Payments are
contingent upon receipt of 100% completed
Electronic Case Report Forms (eCRF) and up-to-
date IP Accountability per visit as of the last day
of the previous month. IQVIA will withhold 15%
of each subject visit payment until the Final
Payment, as defined below. These fees will be
paid based upon the receipt of a valid invoice
meeting payment criteria in accordance with
agreed terms. A complete and evaluable patient is
defined as follows: (i) all procedures must be
performed according to the Protocol and ICH GCP
guidelines, (ii) a patient will only be included
according to the inclusion/exclusion criteria, and
(iii) all data are documented accurately and
completely. In the event that a patient does not
complete all visits as specified in the Protocol,
Sponsor or its designee shall only be obligated to
make payment for such patient on a pro-rated,
completed visit, and eCRF basis.

Platby bude spolecnost IQVIA provadét za
dokoncené a vyhodnotitelné pacienty, jak jsou
definovani nize, a podle Rozpoétu. Podminkou pro
provedeni platby je doruceni 100 % vyplnénych
elektronickych formuldii zdznamu subjektu
hodnoceni  (eCRF) aaktualni  evidence
hodnoceného 1éCivého ptipravku za jednotlivé
navstévy vzdy k poslednimu dni ptedchoziho
mésice. Z kazdé platby za navstévu pacienta si
spole¢nost IQVIA ponecha 15 % az do Zavérecné
platby, jak je definovana nize. Tyto poplatky
budou hrazeny po doruceni fadné faktury splitujici
Platebni podminky podle dohodnutych podminek.
Dokonceny a vyhodnotitelny pacient je definovan
takto: (i) vSechny ukony budou provadény
v souladu s Protokolem a smérnici ICH o spravné
Klinické praxi (GCP), (ii) pacient bude zafazen
pouze podle zatazovacich a vyluCujicich kritérii
a (iii) vSechna data jsou pfesna a Uplna. Jestlize
pacient neabsolvuje vSechny kontrolni navstévy
uvedené v Protokolu, uhradi Zadavatel nebo jim
povéteny zastupce za takového pacienta pouze
pomérnou ¢astku podle absolvovanych navstév
a vyplnénych formulaiti eCRF.

Payments for services performed by the Radiology
Clinic of the 2nd Faculty of Medicine UK and the
Faculty of Medicine Motol (KZM) will be made

uarterly. KzM representative (GGG
IR, il prepare quarerly

the basis for invoicing for the radiological services
performed in the study, which are listed in the
financial annex of this contract and will send them
for approval to the responsible person of the
contracting authority (Name, surname, e-mail).
The approved invoicing document will be sent by
the responsible representative of the contracting

Platby za  sluzby provadéné  Klinikou
zobrazovacich metod 2. LF UK a FN Motol
(KZM) budou probihat ¢tvrtletné. Zastupce KZM

) - pfiipravi
ctvrtletné podklad k fakturaci za radiologické
sluzby provedené ve studii, jeZ jsou uvedeny ve
finan¢ni pfiloze této smlouvy, a zaSle je ke
schvaleni zodpovédné osobé zadavatele (Jméno
ptijmeni, email). Schvaleny podklad k fakturaci
bude zodpovédnym zastupcem zadavatele zaslan
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authority to the financial accounting office of FN
oto! (N e on the
basis, the financial accounting office of FN Motol
will prepare an invoice, which it will send to the
contracting authority according to the instructions

stated in this contract."

podkladu pfipravi finan¢ni Gétarna FN Motol
fakturu, kterou zaSle zadavateli dle instrukci
uvedenych v této smlouve."

Payments for services performed by the FN Motol
pharmacy will be made twice a year. Pharmacy
representative:

) - will prepare the
basis for invoicing for pharmacy services.

Platby za sluzby provadéné lékarnou FN Motol
b

udou probihat 2 x rocné. Zastupce Iékarny:

k fakturaci za sluzby lékarny.

Payments shown in the Budget do not include
taxes. If applicable taxes are required under the
Payees’ country or local law, the applicable tax
should be added and shown on the invoice at the
local applicable rate. The Institution and Payees
each acknowledge and agree that Payees shall be
solely responsible for paying the appropriate
amount of any applicable federal, state, and local
taxes with respect to all payments made pursuant
to this Agreement, and IQVIA shall have no
responsibility whatsoever for withholding or
paying any such taxes on behalf of the Institution
or Payee.

Platby v Rozpoctu jsou uvadény bez dani. Pokud
je podle néarodnich nebo mistnich pravnich
predpisi zemé& Pfijemcti plateb nutné uhradit
piislusnou dan, musi byt pfipocitdna podle platné
mistni sazby a uvedena na faktufe. Poskytovatel
a Piijemci plateb berou na védomi a souhlasi s tim,
ze za uhradu prislusnych federdlnich, statnich
a mistnich dani za veSkeré platby z této Smlouvy
nese odpovédnost Piijemci plateb. Spole¢nost
IQVIA neni povinna ¢astku dané srazet nebo ji
odvadeét za Poskytovateli ni nebo Pijemce plateb.

Major, disqualifying Protocol violations are not
payable under this Agreement

Zavazna diskvalifikujici poruseni Protokolu
nebudou podle podminek této Smlouvy
proplacena.

D. BUDGET TABLE

D. ROZPOCTOVA TABULKA

See attached below for budget details.

Rozpocet je podrobné popsén v piiloze niZe.

E. OTHER PAYMENTS

E. OSTATNI PLATBY

a. STUDY START-UP FEE

a. POPLATEK ZA ZAHAJENI __KLINICKEHO

HODNOCENI

Start-Up fees will be paid in accordance with the
Budget upon site activation and the receipt of an
invoice. The Study Start-up Fee shall consist of
costs associated with, but shall not be limited to,
time incurred for protocol review, preparation of
EC documentation, and other administrative
activities associated with the initiation of the Study.
Please note that the Institution is responsible for

Poplatky za zahajeni klinického hodnoceni budou
uhrazeny podle Rozpoctu po aktivaci Mista
provadéni  klinického hodnoceni a doruceni
faktury. Poplatek za zahajeni klinického
hodnoceni pokryva mj. ndklady spojené s casem
vynalozenym na posouzeni Protokolu, pfipravu
dokumentace pro etickou komisi adalSi
administrativni ukony spojené se zahajenim
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submitting an invoice to IQVIA for Study Start-

Studie. Poskytovatel je povinen piedlozZit

up Fees. | spole¢nosti IQVIA fakturu na poplatky za

zahajeni klinickeho hodnoceni.

b. SCREENING FAILURE b. PACIENTI, KTERi NEPROJDOU _VSTUPNIiMI
VYSETRENIMI

Institution will be reimbursed the screen-fail visit | Odména za pacienty, kteti neprojdou vstupnimi

amount upon receipt of data entry. However, | vySetfenimi, bude Zdravotnickému zafizeni

sponsor or its designee shall pay study center for
no more than [l such screen failures. For
purposes of this Agreement, a Screen Failure shall
mean any subject, who initially appears to meet the
criteria for screening, signs the informed consent
form, completes the screening visit or part of it but
does not randomize into the Study. The Sponsor
will not be liable for compensation of more than

screen failures without prior written
approval given to the site. IQVIA will not pay for
any procedures carried out after the subject has
failed screening.

vyplacena po zadani pfislusnych dat. Zadavatel
nebo jim povéiend osoba ale Mistu provadéni

klinického  hodnoceni  uhradi  maximalné
, ktefi neprojdou vstupnimi
vySetfenimi. Pro ucely této Smlouvy bude za

ucastnika, ktery neprosel vstupnim vySetfenim
(tzv. screenfailure), povazovan Tucastnik, ktery
bude zpocatku spliiovat kritéria pro UuCast,
podepiSe formuldi informovaného souhlasu,
absolvuje vstupni navstévu nebo jeji Cast, ale
nebude do Studie randomizovan. Bez ptedchoziho
pisemného  souhlasu  poskytnutého  Mistu
provadéni klinického hodnoceni nebude Zadavatel
povinen uhradit vic ne? |Gz kteii
neprojdou vstupnimi vySetienimi. Spolecnost
IQVIA nebude hradit Zadné dalSi Ukony poté, co
pacient neprojde vstupnimi vySetfenimi.

C. UNSCHEDULED VISITS

C. NEPLANOVANE NAVSTEVY

Unscheduled Visits are subject visits that are not
expressly set forth in the Protocol but are
otherwise required for the Study. Unscheduled
Visits  will  be  reimbursed for  the
assessments/procedures completed in accordance
with the Budget. If a medically necessary
procedure is not included in the Study Protocol,
Investigator must receive prior written approval
before procedure is performed. Site will be
reimbursed for the unscheduled visit based on
entered visit data in the subject electronic case
report forms (eCRFs) and receipt of correct and
itemized invoice for the assessments completed.

Neplanované navstévy jsou navstévy pacientd,
které nejsou vyslovné uvedeny v Protokolu, ale
zn¢jakého ditvodu jsou pro Studii nezbytné.
V ptipad¢ nepldnovanych navstév budou hrazena
provedena vySetieni a Ukony ve vysi stanovené
vV Rozpoctu. Pokud néjaky 1ékatsky nezbytny tikon
neni do Protokolu studie zatfazen, musi Zkousejici
pfed jeho provedenim ziskat od Zadavatele
pisemny souhlas. Castka za neplanovanou
navstévu bude vyplacena na zakladé¢ zadanych
udajii o navstéveé v ptislusnych elektronickych
formuléfich zaznamu subjektu hodnoceni (eCRF)
apo doruceni tadné polozkové faktury =za
provedend vySetfeni.

d. EC/IRB/IEC FEES

d. POPLATKY ETICKYM KOMISIM

If Institution will be using the central IRB or
Ethics Committee designated for this Study,
IQVIA will be responsible for the task order and

Pokud bude Poskytovatel vyuZivat centralni
etickou komisi nebo etickou komisi ur¢enou pro
tuto Studii, bude spole¢nost IQVIA pro takového
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fees associated with this service provider. IQVIA
will reimburse the relevant IRB or Ethics
Committee directly for fees in accordance with an
invoice issued to IQVIA by the IRB or Ethics
Committee in which case, IQVIA will not
reimburse Site for IRB fees incurred in connection
with the Study. If Institution will be using a Local
IRB or Ethics Committee, then it will be
responsible for the task order and fees associated
with this service provider. 1QVIA will reimburse
Payee within agreed timing, as defined in Section
C above, upon receipt by IQVIA of a valid invoice,
in the amount specified in the Budget.

poskytovatele sluzeb vydavat objednavky a hradit
mu poplatky. Spolecnost IQVIA bude poplatky
hradit pfimo pfislusné etické komisi na zaklade
faktury, kterou ji wvystavi etickd komise.
V takovém pfipad¢ spolecnost IQVIA nebude
poplatky pro etickou komisi v souvislosti se Studii
proplacet Mistu provadéni klinického hodnoceni.
Pokud bude Poskytovatel vyuZivat mistni etickou
komisi ur¢enou pro tuto Studii, bude pro takového
poskytovatele sluzeb vydavat objednavky a hradit
mu poplatky.  Spolecnost IQVIA bude tyto
poplatky proplacet Ptijemci plateb v dohodnutych
terminech podle oddilu C vySe, jakmile obdrzi
fadnou fakturu na castku uvedenou v Rozpoctu.

e. EXTENDED FoLLow-UP VISITS

e. KONTROLNI NAVSTEVY V PRODLOUZENEM
SLEDOVANI PO LECBE

All Study subject visits performed in accordance
with the Protocol beyond Post Treatment Follow-
Up Visit shall be reimbursed at the Extended
Follow-Up Visit rate in accordance with the
Budget, upon receipt of data entry.

Za kontrolni navstévy subjektt studie provedené
v souladu s Protokolem po kontrolni navstéveé po
1é¢bé bude po zadani dat vyplacena ¢astka uvedena
V Rozpoctu unavstévy béhem prodlouzeného
sledovani po 1écbé.

f. INTERIM ANALYSIS

f. PRUBEZNA ANALYZA

Upon request from Sponsor, Investigator will
perform subject survival status phone calls and
will be paid one hour at the budgeted study
coordinator rate per successful contact in order to
confirm subject status for interim analysis.
Reimbursement will be made upon receipt of
invoice from the site. Invoice must include date of
service.

Na Zadost Zadavatele bude Zkousejici telefonicky
sledovat stav preziti pacienti. Za kazdy uspesny
kontakt k potvrzeni stavu pieziti pacienta pro
prubéznou analyzu mu bude hrazena jedna hodina
podle sazby koordinatora studie uvedené
v Rozpoétu. Castka bude vyplacena po dorudeni
faktury vystavené Mistem provadéni klinického
hodnoceni. Faktura musi obsahovat datum sluzby.

g. Ab-Hoc CRF __COLLECTION OR__DATA

0. NEPLANOVANE VYPLNOVANI FORMULARU

COLLECTION ACTIVITIES

CRF NEBO SHROMAZDOVANI DAT

Sponsor may request ad-hoc CRF completion or
data collection activities form the Investigator
during the course of the study. The Institution may
invoice Sponsor or its designee at the budgeted
study coordinator hourly rate for any such special
requests made by Sponsor that will require
additional Institution personnel time above and
beyond the cost for assessments included in the
Budget. The additional data management time
must be approved in advance by Sponsor in
writing and must be as a result of a request made

Zadavatel muze vprubéhu Studie pozadat
ZkouSejiciho o neplanované (jednordzové)
vyplnéni formulaid CRF nebo o shromazdéni dat.
Za jakékoli zvlastni poZzadavky Zadavatele, které
si vyzadaji dalsi Cas pracovnikli Poskytovatele nad
ramec nakladi na vySetfeni uvedena v Rozpoctu,
muze Poskytovatel Zadavateli nebo jim
povéfenému zastupci fakturovat hodinovou sazbu
koordinatora studie podle Rozpoctu. Dalsi ¢as na
spravu dat navic musi byt pfedem pisemné
schvélen Zadavatelem a musi byt vynaloZen na
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by the Exelixis study team. A detailed breakdown
that includes subject identifier, visit date, CRF
page(s) and hours expended must accompany the
invoice. If this information is required, the
Sponsor or its designee will request such
information from site before payment can be
made.

zaklad¢ zadosti studijniho tymu spolecnosti
Exelixis. K faktufe musi byt pfiloZzen podrobny
rozpis s uvedenim identifika¢niho ¢isla subjektu,
data navstévy, stranky (stranek) formulate CRF
a vynaloZzenych hodin.  Pokud budou takové
informace vyZadovany, poz&da oné Zadavatel
nebo jim povéteny zastupce jesté pied provedenim
platby.

h. PATIENT TRANSPORTATION | h. PROPLACENi CESTOVNICH VYDAJU
REIMBURSEMENT PACIENTUM

Transportation costs should not exceed budgeted | Cestovni vydaje nesméji piekro¢it sazby uvedené

rates per randomized patient per Protocol defined | v Rozpoctu za  randomizovaného pacienta

scheduled visit and will be paid to Institution for
patient transportation reimbursement upon receipt
of an invoice and supporting documentation. Any
patient transportation costs expected to exceed
budgeted rates MUST be requested from Sponsor
and have received prior written approval in order
to be eligible for payment. Failure to request pre-
approval in writing from Sponsor prior to
incurring costs will result in non-payment of
transportation costs.

a planovanou navstévu definovanou v Protokolu
abudou Zdravotnickému za¥izeni proplaceny
po piedloZzeni faktury apodkladt k cestovnim
vydajim pacienta. Pokud se ocekava, ze cestovni
vydaje pacienta prekro¢i sazby stanovené
v Rozpoétu, MUSI byt predem ziskan pisemny
souhlas Zadavatele, aby bylo mozné takové ¢astky
proplacet. Bez predchoziho pisemného schvaleni
vzniklych nakladt Zadavatelem nebudou cestovni
vydaje proplaceny.

i. RECORD STORAGE AND ARCHIVING

i. UCHOVAVANI A ARCHIVACE ZAZNAMU

At end-of-study, a one-time payment for archiving
will be paid by Sponsor or its designee, upon
receipt of invoice, at the amount listed in the
budget. At study termination, the Institution will
arrange for archiving at an external archiving
company. It is the responsibility of the Institution
to contact the archiving company after completion
of the study.

Na konci Studie bude Zadavatelem nebo jim
povéfenym zastupcem po doruceni faktury
uhrazena jednorazova platba za archivaci ve vysi
uvedené v Rozpoctu. Po dokonéeni Studie zajisti
Poskytovatel —archivaci uexterni archivacni
spole¢nosti.  Povinnost oslovit po dokonceni
Studie archivacni spole¢nost ma Poskytovatele. .

F. PAYMENT DISPUTES

F. NESROVNALOSTIV PLATBACH

Payee will have thirty (30) days from the receipt
of final payment to dispute any payment
discrepancies.

Ptipadné nesrovnalosti v platbach mtize Piijemce
plateb reklamovat do tficeti (30) dnti po doruceni
zaveérecné platby.

a. INvolces: All invoices must be timely,
comply with the Payment Criteria and must
contain the Protocol title and number, a
detailed summary of the payment to be made.

a. FAKTURY: VSechny faktury museji byt
zasilany vcas, museji odpovidat Platebnim
podminkam a museji obsahovat nazev a ¢islo
Protokolu, podrobné shrnuti platby, ktera méa
byt provedena Podklady pro fakturaci studie
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Documents for invoicing will be sent to the
email address: h All
notifications to Institution will be sent to FN
Motol and addressed to the Department of
Clinical Studies, Department of the Deputy for
LPP, V Uvalu 84, 150 06 Prague 5 or to the
contact email: :
Documents for the study team: Documents for
invoicing will be sent to the email address.

budou zaslan na emailovou adresu:
B \eskord oznimen
poskytovateli  zdravotnich sluzeb budou
zaslana do FN Motol a oznaCena Odd¢leni
klinickych studii usek naméstka pro LPP, V
Uvalu 84, 150 06 Praha 5 & na kontaktni email:

. Podklady pro studijni
tym: Podklady pro fakturaci studie budou
zaslany na emailovou adresu.

Payments will be issued by IQVIA based on Visit
Budget, payment frequency and payment terms as
described above. Payments will be made only
upon receipt of corresponding invoices, including
back-up documentation, in the specified currency,
as described below. Invoices will be payable
within 45days from the date of receipt by IQVIA
of the invoice, including any applicable back-up
documentation.

Invoices for any additional payments to those
stated in this agreement (i.e., additional
reimbursements) must also be sent to IQVIA and
approved by sponsor. All invoices shall be raised
in the following manner:

Invoices to be billed to:

IQVIA RDS Czech Republic, s.r.o.,
Pernerova 691/41, 186 00

Praha 8 - Karlin,

Czech Republic

Platby budou provadény spolecnosti IQVIA na
zakladé¢ rozpoCtu navstév, Cetnosti plateb
a platebnich podminek, jak je popsano vyse.
Platby budou provedeny az po obdrzeni
ptislusnych faktur véetné doprovodné
dokumentace ve stanovené meéné, jak je popsano
nize. Faktury budou splatné do 45 dnt od data
doruCeni faktury spolecnosti IQVIA vcetné
ptislusnych podkladi k faktute.

Faktury za pfipadné dalsi platby neuvedené v této
smlouvé  (napi. ndhrady nad  stanovenou
maximalni ¢astku) museji byt rovnéz zasilany
spole¢nost IQVIA, ale navic je musi schvalit také
Zadavatel. Faktury budou vystavovany takto:

Faktury budou vystavovany na:
IQVIA RDS Czech Republic, s.r.o.
Pernerova 691/41, 186 00

Praha 8 — Karlin,

Ceska republika

Invoices includinﬁ back-uE to be sent to:

In addition, invoices can be submitted via portal.
The Payee has received an email to create an
account in our Payments Portal. From the Portal
Payee will be able to access subject activities by
protocol, submit invoices as well as view payment
details for all payments made by IQVIA.

Link to the Porta! |

Emailed or uploaded invoices and backup are

Faktury véetné podkladi k nim budou posilan

Kromé toho lze faktury zasilat prostfednictvim
portalu. Pfijemci plateb byl zaslan e-mail s Zadosti
0 vytvofeni U¢tu v naSem platebnim portalu.
V portdlu bude mit Pfijemce plateb pfiistup
k aktivitam Subjektu podle Protokolu, bude moct
zadavat faktury a zobrazovat si Udaje o platbach
provedenych spole¢nosti IQVIA.

Odkaz na porta!- |

Preferujeme zasilani faktur a podkladi k nim

preferred. In the event of invoices in hard cOpY | e-mailem nebo prostiednictvim portilu.
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need to be sent, please send to the following

V pripadé, Ze je tireba zasilat faktury v tisténé

address:

Att IQVIA Clinical Trial Payments
37 The Point

North Wharf Road, Paddington
London, W2 1AF

United Kingdom

The following information should be included on

the invoice:

0 Complete INVESTIGATOR name, address
and phone number

0 Invoice Date

Invoice Number

Payee Name (must match Payee indicated in

CTA)

Payment Amount

Complete description of services rendered

Study Number:

Sponsor Name

Invoices should be printed on site/institution

letterhead

O O

O O O 0o

All invoice and payment related inquiries shall
be addressed directly to IQVIA Clinical Trial
Payments

podobé, posilejte je na nasledujici adresu:

Att IQVIA Clinical Trial Payments
37 The Point

North Wharf Road, Paddington
Londyn, W2 1AF

Spojené kralovstvi

Na faktuie museji byt uvadény tyto nalezitosti:

o Jméno ZKOUSEJICIHO, jeho adresa
a telefonni ¢islo

o Datum vystaveni faktury

Cislo faktury

Jméno piijemce platby (musi byt shodné

s Piijemcem platby uvedenym v CTA)

Castka platby

Podrobny popis poskytnutych sluzeb

Cislo klinického hodnocent:

Zadavatel

Faktury museji byt vytiStény na hlavickovém

papife centra/zdravotnického zatfizeni.

O O

O O O0OO0Oo

Veskere dotazy tykajici se faktur a plateb posilejte

piimo spole¢nosti IQVIA Clinical Trial Payments

* Invoices missing any of the above information
may result in delayed payment.

* Pokud budou nékteré z nalezitosti na faktufe
chybét, mize dojit ke zpozdéni platby.

All invoices should be received by IQVIA within
forty-five (45) days following the incurrence of
the applicable expense or Institution close out
visit, whichever is earlier. Institution understands
once IQVIA has reconciled and closed Study
internally that IQVIA reserves the right to no
longer accept invoices.

Faktury museji byt spolecnosti IQVIA doruceny
vzdy nejpozdéji do pétactyticeti (45)dnli od
vzniku pfislusného vydaje nebo od ukoncovaci
navstévy Poskytovatele podle toho, co nastane
diive. Poskytovatel bere na védomi, ze jakmile
spoleCnost IQVIA Studii interné sesouhlasi
a uzavie, vyhrazuje si pravo nepiijimat zadné dalsi
faktury.

G. SuUBJECT INJURY CLAIMS

G. ZADOSTI O NAHRADU ZA UJMU NA ZDRAVI
ZPUSOBENOU PACIENTOVI
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The Subject Injury Claims process is separate from
the clinical visit payments process. Claims should
include an itemized invoice listing each medical
service and rate (not a summary per category) and
be forwarded to your Clinical Operations contact
(not the CRO). Payments for subject injury claims
are dependent on many factors that will be
reviewed by committee. If payment will be issued
directly from Exelixis, then acceptance of a
sponsor-provided confidential release letter is
required.

Vytizovani zadosti o nahradu za Gjmu na zdravi
zpiisobenou pacientovi je samostatny proces, ktery
nesouvisi s procesem hrazeni odmén za klinické
navitévy. Zadosti museji obsahovat fakturu
s polozkovym seznamem jednotlivych lékaiskych
tkonti asazeb (tzn.Ze nestali pouhy piehled
podle kategorii) a museji byt predany kontaktni
osobé¢ pro klinické operace (nikoli CRO).
Propléaceni Zadosti o nahradu za Ujmu na zdravi
zpusobenou pacientovi zavisi na mnoha faktorech,
které posuzuje vybor. Pokud bude platbu hradit
pifimo spole¢nost Exelixis, bude nutné dodat
oznameni 0 souhlasu se sdélenim davérnych udaju
ve znéni poskytnutém Zadavatelem.

H. FINAL PAYMENT

H. ZAVERECNA PLATBA

The final payment to include the fifteen percent
(15%) withholding will be payable upon
completion of the close-out visit and upon receipt
of the following: (i) all Study documentation, (ii)
the accountability and return of all unused Study
Drug and Materials, (iii) all completed and correct
eCRFs/queries and (iv) any clarification requests
made by Sponsor or its designee regarding Study
data or records. IQVIA will perform a
reconciliation of the Institution’s payments before
issuing a final payment to the Payee to account for
all previous Study payments, remaining payments
due and, if applicable, this shall include the
withholding from Subject Visit Payments and the
fair market value of any equipment provided under
this Agreement which the Institution purchases.
The reconciliation will result in either a final
payment due to the Payee (“Final Payment”) or a
request for reimbursement due to IQVIA
(“Refund”). If a Final Payment is due to Payee,
IQVIA will pay the Final Payment to Payee within
45 days after completion of the reconciliation and
upon the receipt of a valid invoice where
applicable. If a Refund is due to IQVIA, Payee
shall reimburse the Refund to IQVIA within 45
days of IQVIA notifying Payee in writing of the
amount of the Refund.

ZavéreCna platba zahrnujici vySe uvedenou
patnactiprocentni (15%) sraZzku bude uhrazena po
ukoncovaci navstévé apo doruceni téchto
podkladi: (i) veSkere dokumentace ke Studii,
(if) vykazani a vraceni ptipadnych
nespotiebovanych ddvek Hodnoceného piipravku
a Materialu, (ii1) veskerych vyplnénych
aopravenych formulait eCRF vcetné¢ dotazl
knim a(iv) vyfeseni  piipadnych  Zadosti
Zadavatele nebo jim povéfené osoby o vysvétleni
Studijnich dat nebo z4znamil. Ptfed uhrazenim
Zavérecné platby Piijemci plateb provede
spole¢nost IQVIA sesouhlaseni Castek
vyplacenych Poskytovateli do néhoz budou
zahrnuty vSechny piedchozi platby za Studii,
zbyvajici splatné platby a pfipadné srazka z plateb
za kontrolni navstévy pacientd arealnd trzni
hodnota veSkerého vybaveni poskytnutého podle
této Smlouvy a odkoupeného Poskytovatelem.
Vysledkem sesouhlaseni bude bud zavérecna
platba pro Pfijemce plateb (dale ,,Zavérecna
platba“), nebo Zadost o vraceni pieplatku
spolecnosti IQVIA (,,Pfeplatek®). Pokud ma byt
Piijemci vyplacena Zavérecna platba, vyplati mu ji
spolecnost IQVIA do 45 dni po sesouhlaseni
a ptipadné po obdrzeni fadné faktury. Pokud ma
byt spolecnosti IQVIA vracen Preplatek, uhradi ho
Piijemce plateb spole¢nosti IQVIA do 45 dnt od
pisemného oznameni vySe Pieplatku Piijemci
plateb spolecnosti IQVIA.
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|. ADDITIONAL FUNDING REQUESTS

I. DALSi ZADOSTI O FINANCNi PROSTREDKY

No other additional funding requests will be
considered without the prior written consent of
Sponsor.

Bez  predchoziho  pisemného  souhlasu
Zadavatele nebudou schvalovany zadné dalsi
zadosti o finanéni prostiedky.

ROZPOCTOVA TABULKA
Experimental (XL092+Nivo) Experimentalni skupina Platby Platby
(XL092 + nivolumab) Poskytovateli | ZkouSejicimu
(Key/ (Key
Institution Investigator
Payments Payments
(CZK) (CZK)
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Experimental (XL092+Nivo) | Experimentalni skupina 288282 205 223
Total | (XL092 + nivolumab) celkem
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Control (Sunitinib) Total | Kontrolni skupina (sunitinib) 246 995 201 184
celkem

Platby Platby

Poskytovateli | ZkouSej

(Ke)/ icimu

Institution (Ke)/

Payments Investig

(CZK) ator
Paymen
ts

(CZK)

Czech Republic - Clinical Trial Agreement—Fakultni nemocnice v Motole& | EGTcTcNcNENNINIGIGIGNG

CONFIDENTIAL
Exelixis - XL092-304 Page 56 of 77
4855-1067-8630, v. 4_redacted_250424



Czech Republic - Clinical Trial Agreement—Fakultni nemocnice v Motole& | EGTcTcNcNENNINIGIGIGNG

CONFIDENTIAL
Exelixis - XL092-304 Page 57 of 77
4855-1067-8630, v. 4_redacted_250424




|
|
|
|
|
|
__
|
|
|
|
|
|
|
|
|
|
|
|
|
|
|
__
—
|
__

Czech Republic - Clinical Trial Agreement—Fakultni nemocnice v Motole& | EGTcTcNcNENNINIGIGIGNG

CONFIDENTIAL
Exelixis - XL092-304 Page 58 of 77
4855-1067-8630, v. 4_redacted_250424




Attachment C — Standard Contractual Clauses

Ptiloha C — Standardni smluvni dolozky

MODUL 4: Processor to Controller / PFedani od Zpracovatele Spravci

SECTION | oDDiIL |

Clause 1 Dolozka 1

Purpose and scope

Ugel a oblast piisobnosti

a) The purpose of these standard contractual a) Utelem téchto standardnich smluvnich
clauses is to ensure compliance with the dolozek je zajistit dodrzovani pozadavki
requirements of Regulation (EU) uvedenych  vnafizeni  Evropského
2016/679 of the European Parliament and parlamentu a Rady (EU) 2016/679 ze dne
of the Council of 27 April 2016 on the 27.dubna 2016 o0 ochran¢ fyzickych
protection of natural persons with regard osob v souvislosti se zpracovanim
to the processing of personal data and on osobnich 1udaji aovolném pohybu
the free movement of such data (General téchto tdajii (obecné nafizeni o ochrané
Data Protection Regulation)® for the tdaji)!, pokud jde o pedavani osobnich
transfer of personal data to a third udaju do tieti zemé.
country.

b) The parties (as named in Annex | of this b) Strany (jak jsou uvedeny v Piiloze 1
Attachment C): Standardnich smluvnich doloZek):

i.  the natural or legal person(s), public I.
authority/ies, agency/ies or other
body/ies (hereinafter ‘entity/ies’)
transferring the personal data, as

fyzickd nebo pravnickd osoba ¢i
osoby, organ ¢i organy veiejné moci,
agentura ¢i agentury nebo jiny
subjekt ¢i jiné subjekty (dale jen

1 Where the data exporter is a processor subject to Regulation (EU) 2016/679 acting on behalf of a Union institution or body as controller, reliance
on these Clauses when engaging another processor (sub-processing) not subject to Regulation (EU) 2016/679 also ensures compliance with Article
29(4) of Regulation (EU) 2018/1725 of the European Parliament and of the Council of 23 October 2018 on the protection of natural persons with
regard to the processing of personal data by the Union institutions, bodies, offices and agencies and on the free movement of such data, and repealing
Regulation (EC) No 45/2001 and Decision No 1247/2002/EC (OJ L 295, 21.11.2018, p. 39), to the extent these Clauses and the data protection
obligations as set out in the contract or other legal act between the controller and the processor pursuant to Article 29(3) of Regulation (EU)
2018/1725 are aligned. This will in particular be the case where the controller and processor rely on the standard contractual clauses included in
Decision 2021/915. / Pokud je vyvozcem udajt zpracovatel, na n&jz se vztahuje natizeni (EU) 2016/679 a ktery jedna jménem organu nebo subjektu
Unie jako spravce, spoléhani se na tyto dolozky pfi zapojeni jiného zpracovatele (dil¢i zpracovani), na kterého se nafizeni (EU) 2016/679
nevztahuje, rovnéz zajistuje soulad s ¢l. 29 odst. 4 nafizeni Evropského parlamentu a Rady (EU) 2018/1725 ze dne 23. fijna 2018 o ochrané
fyzickych osob v souvislosti se zpracovanim osobnich udaji organy, institucemi a jinymi subjekty Unie, a o volném pohybu téchto tidajti a o zruseni
natizeni (ES) & 45/2001 a rozhodnuti 1247/2002/ES (Ut. vést. L 295 ze dne 21.11.2018, s. 39), v rozsahu, v némz jsou tyto dolozky a povinnosti
tykajici se ochrany daji stanovené ve smlouvé nebo jiném pravnim aktu mezi spravcem a zpracovatelem podle ¢l. 29 odst. 3 nafizeni (EU)
2018/1725 sladény. To bude zejména ptipad, kdy se spravce a zpracovatel spoléhaji na standardni smluvni dolozky obsazené v rozhodnuti 2021/915.
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d)

listed in Annex I.A (hereinafter each
‘data exporter’), and

the entity/ies in a third country
receiving the personal data from the
data exporter, directly or indirectly
via another entity also party to these
Clauses, as listed in Annex LA
(hereinafter each “data importer’)

have agreed to these standard contractual
clauses (hereinafter: *Clauses’).

These Clauses apply with respect to the
transfer of personal data as specified in
Annex |.B.

The Appendix to these Clauses
containing the Annexes referred to
therein forms an integral part of these
Clauses.

Clause 2

Effect and invariability of the Clauses

a)

Exelixis -
4855-1067-8630, v. 4_redacted_250424

These Clauses set out appropriate
safeguards, including enforceable data
subject rights and effective legal
remedies, pursuant to Article 46(1) and
Article 46(2)(c) of Regulation (EU)
2016/679 and, with respect to data
transfers from controllers to processors
and/or processors to processors, standard

contractual  clauses  pursuant  to
Article 28(7) of Regulation (EU)
2016/679, provided they are not

modified, except to select the appropriate
Module(s) or to add or update
information in the Appendix. This does
not prevent the parties (as named in
Annex | of this Attachment C) from
including the standard contractual
clauses laid down in these Clauses in a

c)

d)

CONFIDENTIAL

XL092-304

»subjekt ¢i ,,subjekty*) predavajici
osobni Udaje, uvedené v ptiloze
| ¢asti A (dale jen ,,vyvozce udaji®),
a
subjekt ¢i subjekty ve treti zemi,
piijimajici pfimo nebo nepifimo
prostiednictvim jiného subjektu, jenz
je rovnéz stranou téchto dolozek,
osobni udaje od vyvozce udaju,
uvedené v priloze I ¢asti A (dale jen
,dovozce udaja®),
se dohodly na téchto standardnich
smluvnich  dolozkach  (dale jen
»dolozky*).
Tyto dolozky se pouziji s ohledem na
predavani osobnich udaji podle ptilohy
| ¢asti B.
Dodatek k témto dolozkam obsahujici
ptfilohy, na néz se v téchto dolozkéach
odkazuje, tvoii nedilnou soucast téchto
dolozek.

Dolozka 2
Utinek a nemé&nnost doloZek

Tyto doloZzky stanovi vhodné zaruky,
véetné¢ vymahatelnych prav subjektu
udaji aucinné pravni ochrany, podle
¢l.46 odst.1 a¢l. 46 odst. 2 pism. c)
natizeni (EU) 2016/679 a s ohledem na
predavani udaju od spravel
zpracovateliim a/nebo od zpracovatelt
zpracovatelim,  standardni  smluvni
dolozky podle ¢l.28 odst. 7 nafizeni
(EU) 2016/679, pokud nebudou
zménény, s vyjimkou vybéru vhodného
modulu (vhodnych moduld) nebo za
ucelem pfiddni nebo  aktualizace
informaci v dodatku. To smluvnim
stranam (jak jsou uvedeny v Piiloze 1
Standardnich ~ smluvnich ~ doloZek)
nebrani v tom, aby zahrnuly standardni
smluvni dolozky stanovené v téchto
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wider contract and/or to add other clauses
or additional safeguards, provided that
they do not contradict, directly or
indirectly, these Clauses or prejudice the
fundamental rights or freedoms of data
subjects.

b) These Clauses are without prejudice to
obligations to which the data exporter is
subject by virtue of Regulation (EU)
2016/679.

Clause 3
Third-party beneficiaries

a) Data subjects may invoke and enforce
these Clauses, as third-party
beneficiaries, against the data exporter
and/or data importer, with the following
exceptions:

I.  Clause 1, Clause 2, Clause 3, Clause
6, Clause 7;

ii. Module Four: Clause 8.1 (b) and
Clause 8.3(b);

iii.  N/A

iv. N/A

v. Clause 13;

vi.  Clause 15.1(c), (d) and (e);

vii.  Clause 16(e);

viii.  Module Four: Clause 18.

b) Paragraph (a) is without prejudice to
rights of data subjects under Regulation
(EU) 2016/679.

Clause 4
Interpretation
a) Where these Clauses use terms that are
defined in Regulation (EU) 2016/679,

those terms shall have the same meaning
as in that Regulation.

dolozkach do SirSi smlouvy a/nebo
pfidaly dal§i dolozky nebo dodate¢né
zaruky, pokud nebudou piimo nebo
nepfimo v rozporu s témito dolozkami
nebo nebudou dotéena zdkladni prava
nebo svobody subjektt udaju.

b) Témito dolozkami nejsou dotceny
povinnosti, které se vztahuji na vyvozce
udajt na zéklad¢ natizeni (EU) 2016/679.

Dolozka 3
Opravnéné tireti strany

a) Subjekty udaji se mohou jako opravnéné
tieti strany ve vztahu k vyvozci a/nebo
dovozci udajii dovolévat téchto dolozek
avymahat je, ato snasledujicimi
vyjimkami:

I. dolozka 1, dolozka 2, dolozka 3,
dolozka 6, dolozka 7;

ii. modul 4: dolozka 8.1 pism. b)
a dolozka 8.3 pism. b);

iii.  N/A

iv. N/A

v. dolozka 13;

vi. doloZzka 15.1 pism. c¢), d) a e);
vii.  doloZka 16 pism. e);
viii.  modul 4: dolozka 18.

b) Pismenem a) nejsou dotéena prava
subjekti udajii podle natizeni (EU)
2016/679.

Dolozka 4

Vyklad
a) Pokud tyto doloZzky pouZivaji pojmy,
které jsou vymezeny V nafizeni (EU)

2016/679, maji tyto pojmy stejny vyznam
jako v uvedeném natizeni.
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b) These Clauses shall be read and
interpreted in the light of the provisions
of Regulation (EU) 2016/679.

c) These Clauses shall not be interpreted in
a way that conflicts with rights and
obligations provided for in Regulation
(EV) 2016/679.

Clause 5
Hierarchy

In the event of a contradiction between these
Clauses and the provisions of related agreements
between the parties (as named in Annex | of this
Attachment C), existing at the time these Clauses
are agreed or entered into thereafter, these
Clauses shall prevail.

Clause 6
Description of the transfer(s)
The details of the transfer(s), and in particular the
categories of personal data that are transferred
and the purpose(s) for which they are transferred,

are specified in Annex |.B.

Clause 7 - Optional
N/A

a)
b)
c) N/A

SECTION Il - OBLIGATIONS OF THE
PARTIES (as named in Annex | of this
Attachment C)

Clause 8

Data protection safeguards

b) Tyto dolozky je tieba ¢ist a vykladat
s ohledem na ustanoveni nafizeni (EU)

2016/679.
c) Tyto dolozky nebudou vykladany
zadnym zpisobem, ktery by byl

V rozporu S pravy a povinnostmi
stanovenymi v nafizeni (EU) 2016/679.

Dolozka 5
Hierarchie

V piipadé¢ rozporu mezi témito dolozkami
a ustanovenimi  souvisejicich dohod mezi
stranami (jak jsou uvedeny v Priloze 1
Standardnich ~ smluvnich  doloZek), které
existovaly v dobé sjednani téchto dolozek, nebo
které byly uzavieny az po jejich sjednani, maji
tyto dolozky ptednost.

Dolozka 6
Popis predavani
Podrobnosti tykajici se predavani, zejména
kategorie osobnich udaju, které jsou predavany,
a ucel nebo ucely, pro které jsou predavany, jsou

uvedeny v piiloze I ¢asti B.

Dolozka 7 - Volitelna
N/A

a)
b)
c) N/A

ODDIL Il - POVINNOSTI STRAN (jak jsou
uvedeny v Ptiloze 1 Standardnich smluvnich
dolozek)

Dolozka 8

Zaruky ochrany udaji
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The data exporter warrants that it has used
reasonable efforts to determine that the data
importer is able, through the implementation of

appropriate

technical and organizational

measures, to satisfy its obligations under these
Clauses.

b)

d)

8.1 Instructions

The data exporter shall process the
personal data only on documented
instructions from the data importer acting
as its controller.

The data exporter shall immediately
inform the data importer if it is unable to
follow those instructions, including if
such instructions infringe Regulation
(EU) 2016/679 or other Union or
Member State data protection law.

The data importer shall refrain from any
action that would prevent the data
exporter from fulfilling its obligations
under Regulation (EU) 2016/679,
including in the context of sub-
processing or as regards cooperation with
competent supervisory authorities.

After the end of the provision of the
processing services, the data exporter
shall, at the choice of the data importer,
delete all personal data processed on
behalf of the data importer and certify to
the data importer that it has done so, or
return to the data importer all personal
data processed on its behalf and delete
existing copies.

8.2 Security of processing

The parties (as named in Annex | of this
Attachment C) shall implement
appropriate technical and organizational
measures to ensure the security of the

Vyvozce udaji zarucuje, ze vynalozil pfimétené
usili, aby mohl stanovit, zda je dovozce udajii
schopen — zavedenim vhodnych technickych
a organiza¢nich opatieni — plnit své povinnosti
podle téchto dolozek.

b)

d)

8.1. Pokyny

Vyvozce udajii zpracovava osobni udaje
pouze na zaklad¢é dolozenych pokynt od
dovozce udaji, ktery jedna jako jeho
spravce.

Vyvozce udaji neprodlené informuje
dovozce udaji, pokud neni schopen tyto
pokyny dodrzovat, vetné ptipadl, kdy
tyto pokyny porusuji nafizeni (EU)
2016/679 nebo jiné pravni predpisy Unie
nebo c¢lenského statu v oblasti ochrany
udaju.

Dovozce tudaji se zdrzi piijimani
jakychkoli opatfeni, ktera by vyvozci
udaji branila v plnéni jeho povinnosti
podle nafizeni (EU) 2016/679, mimo jiné
Vv kontextu dil¢iho zpracovani, nebo
pokud se jednd 0 spolupréci
s prislusnymi dozorovymi ufady.

Po skonceni poskytovani
zpracovatelskych sluzeb vyvozce tdaju
vsouladu svolbou dovozce tdaju
vymaze  vSechny  osobni  (daje
zpracovavané jménem dovozce udaji
apotvrdi dovozci udaji, Ze tak ucinil,
nebo dovozci udajii vrati vS§echny osobni
Udaje  zpracovavané jeho jménem
a vymaze vsechny existujici kopie.

8.2. Zabezpeceni zpracovani

Strany (jak jsou uvedeny v Pfiloze 1
Standardnich ~ smluvnich ~ doloZek)
zavedou vhodna technicka a organiza¢ni
opatfeni k zajiSténi zabezpeceni udaji,
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b)

data, including during transmission, and
protection against a breach of security
leading to accidental or unlawful
destruction, loss, alteration, unauthorized
disclosure or access (hereinafter
‘personal data breach’). In assessing the
appropriate level of security, they shall
take due account of the state of the art, the
costs of implementation, the nature of the
personal data?, the nature, scope, context
and purpose(s) of processing and the
risks involved in the processing for the
data subjects, and in particular consider
having recourse to encryption or
pseudonymization, including during
transmission, where the purpose of
processing can be fulfilled in that
manner.

The data exporter shall assist the data
importer in ensuring appropriate security
of the data in accordance with paragraph
(@). In case of a personal data breach
concerning the personal data processed
by the data exporter under these Clauses,
the data exporter shall notify the data
importer without undue delay after
becoming aware of it and assist the data
importer in addressing the breach.

The data exporter shall ensure that
persons authorized to process the
personal data have committed themselves
to confidentiality or are under an
appropriate  statutory obligation of
confidentiality.

b)

ato i béhem piedavani, a zajisti ochranu
pred porusenim zabezpeceni vedoucim
k ndhodnému  nebo  protipravnimu
znieni, ztraté, zméné, neopravnénému
poskytnuti nebo zpfistupnéni (dale jen
,poruSeni zabezpeceni osobnich udaja*).
Pfi  posuzovani  vhodné  urovné
zabezpeCeni strany nalezit¢ zohledni
aktualni stav techniky, naklady na
provedeni, povahu osobnich udaji?
povahu, rozsah, kontext aucel nebo
ucely zpracovani arizika pro subjekty
udaji spojena se zpracovanim, a zejména
zvazi pouZiti Sifrovani nebo
pseudonymizace, a to i béhem ptedavani,
pokud Ize timto zplsobem splnit ucel
zpracovani.

Vyvozce tdaji poméha dovozci udaji pti
zajistovani odpovidajicitho zabezpeceni
udaji vsouladu  spismenem  a).
V piipadé poruseni zabezpeceni
osobnich udaji tykajictho se osobnich
udajii zpracovavanych vyvozcem tudaji
podle téchto dolozek vyvozce udaji poda
hlaseni dovozci tdajii bez zbytecného
odkladu poté, co se oném dozvédél,
adovozci udaji  bude pifi feSeni
uvedeneho poruseni napomocen.
Vyvozce udaji zajisti, aby se osoby
opravnéné zpracovavat osobni Udaje
zavazaly k ml¢enlivosti, nebo aby se na
n¢ vztahovala zdkonna povinnost
mlcenlivosti.

2 This includes whether the transfer and further processing involves personal data revealing racial or ethnic origin, political opinions, religious or
philosophical beliefs, or trade union membership, genetic data or biometric data for the purpose of uniquely identifying a natural person, data
concerning health or a person’s sex life or sexual orientation, or data relating to criminal convictions or offences. / To vyZzaduje anonymizaci tidaji
takovym zpuisobem, aby jiz nikdo nemohl byt nikym identifikovatelny, v souladu s 26. bodem odivodnéni natizeni (EU) 2016/679, a aby byl tento
proces nevratny.
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8.3 Documentation and compliance

a) The parties (as named in Annex | of this
Attachment C) shall be able to
demonstrate compliance with these
Clauses.

b) The data exporter shall make available to
the data importer all information
necessary to demonstrate compliance
with its obligations under these Clauses
and allow for and contribute to audits.

Clause 9
N/A
Clause 10
Data subject rights

The parties (as named in Annex | of this
Attachment C) shall assist each other in
responding to enquiries and requests made by
data subjects under the local law applicable to the
data importer or, for data processing by the data
exporter in the EU, under Regulation (EU)
2016/679.

Clause 11
Redress

a) The data importer shall inform data
subjects in a transparent and -easily
accessible format, through individual
notice or on its website, of a contact point
authorized to handle complaints. It shall
deal promptly with any complaints it
receives from a data subject.

Clause 12

8.3. Dokumentace a plnéni povinnosti

a) Strany (jak jsou uvedeny v Piiloze 1
Standardnich smluvnich dolozek) musi
byt schopny prokazat dodrzovani téchto
dolozek.

b) Vyvozce udaju poskytne dovozci tdaju
veskeré informace potiebné k dolozZeni
toho, Ze byly splnény povinnosti
stanovene v téchto dolozkéach, umozni
provedeni auditi a bude k nim pfispivat.

Dolozka 9
N/A
Dolozka 10
Prava subjekti udaja

Strany (jak jsou uvedeny v Priloze 1
Standardnich smluvnich dolozek) si vzajemné
pomahaji pii odpovidani na dotazy a Zadosti
subjekti  udaji  podle mistntho prava
pouzitelného na dovozce udaji nebo v ptipadé
zpracovani udaju dovozcem tdaja v EU podle
natizeni (EU) 2016/679.

Dolozka 11
Naprava

a) Dovozce udaju transparentné a ve snadno
pristupném formatu informuje subjekty
udajii  prosttednictvim individudlniho
oznameni nebo na svych internetovych
strankéch 0 kontaktnim misté
opravnéném vyfizovat stiznosti. Takové
misto neprodlen¢ vyfidi  jakékoli
stiznosti, které od subjektu udaju pfijme.

Dolozka 12
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a)

b)

d)

Liability

Each party shall be liable to the other
party/ies for any damages it causes the
other party/ies by any breach of these
Clauses.

Each party shall be liable to the data
subject, and the data subject shall be
entitled to receive compensation, for any
material or non-material damages that the
party causes the data subject by
breaching the third-party beneficiary
rights under these Clauses. This is
without prejudice to the liability of the
data exporter under Regulation (EU)
2016/679.

Where more than one party is responsible
for any damage caused to the data subject
as a result of a breach of these Clauses,
all responsible parties (as named in
Annex | of this Attachment C) shall be
jointly and severally liable and the data
subject is entitled to bring an action in
court against any of these Parties.

The parties (as named in Annex | of this
Attachment C) agree that if one party is
held liable under paragraph (c), it shall be
entitled to claim back from the other
party/ies that part of the compensation
corresponding to its/their responsibility
for the damage.

The data importer may not invoke the
conduct of a processor or sub-processor
to avoid its own liability.

Clause 13

N/A

a)

b)

d)
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Odpovédnost

Kazdda  strana je  va¢i  druhé
stran¢/ostatnim strandm odpovédna za
jakoukoli ajmu, kterou druhé
stran¢/ostatnim stranam pii poruseni
téchto dolozek zptisobi.

KaZda strana je odpovédna vuéi subjektu
udajii asubjekt udaji ma narok na
nahradu jakékoli hmotné nebo nehmotné
ujmy, kterou strana zpiisobi subjektu
udaji.  porusenim prav nalezejicich
opravnéné treti strané na zaklad¢ téchto
dolozek. Tim neni dotéena odpovédnost
vyvozce udaji podle nafizeni (EU)
2016/679.

Pokud je za ujmu zplsobenou subjektu
udajii v disledku poruseni téchto dolozek
odpovédna vice nez jedna strana, nesou
spolecnou a nerozdilnou odpovédnost
vSechny odpovédné strany (jak jsou
uvedeny v Piiloze 1 Standardnich
smluvnich doloZek) a subjekt udaju je
opravnén proti kterékoli z téchto stran
podat Zalobu u soudu.

Smluvni strany (jak jsou uvedeny v
Ptiloze 1 Standardnich smluvnich
dolozek) se dohodly, Ze pokud je jedna ze
smluvnich stran odpovédna podle
pismene c), je opravnéna pozadovat od
druhé smluvni strany/ostatnich
smluvnich stran zpét ¢ast ndhrady ujmy
odpovidajici jeji odpovédnosti za Gjmu.
Dovozce udajii se nemuize dovoldvat
jednani  zpracovatele nebo dil¢iho
zpracovatele, aby se vyhnul své vlastni
odpovédnosti.

Dolozka 13

N/A
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SECTION 111 - LOCAL LAWS AND
OBLIGATIONS IN CASE OF ACCESS BY

a)

b)

PUBLIC AUTHORITIES
Clause 14

Local laws and practices affecting
compliance with the Clauses

The parties (as named in Annex | of this

Attachment C) warrant that they have no

reason to believe that the laws and

practices in the third country of
destination applicable to the processing
of the personal data by the data importer,
including any requirements to disclose
personal data or measures authorizing
access by public authorities, prevent the
data importer from fulfilling its
obligations under these Clauses. This is
based on the understanding that laws and
practices that respect the essence of the
fundamental rights and freedoms and do
not exceed what is necessary and
proportionate in a democratic society to
safeguard one of the objectives listed in

Article 23(1) of Regulation (EU)

2016/679, are not in contradiction with

these Clauses.

The parties (as named in Annex | of this

Attachment C) declare that in providing

the warranty in paragraph (a), they have

taken due account in particular of the
following elements:

I. the specific circumstances of the
transfer, including the length of the
processing chain, the number of
actors involved, and the transmission
channels used; intended onward
transfers; the type of recipient; the
purpose of processing; the categories
and format of the transferred personal
data; the economic sector in which the

ODDIL Il - MiSTNI PRAVNI PREDPISY
A POVINNOSTI V PRiPADE PRISTUPU

ORGANU VEREJNE MOCI

Dolozka 14

Mistni pravni predpisy a postupy majici

a)

b)

dopad na dodrzovani dolozek

Strany (jak jsou uvedeny v Piiloze 1
Standardnich ~ smluvnich  doloZek)
zaruCuji, ze nemaji divod se domnivat,
ze pravni predpisy a postupy ve tieti zemi
urceni, které se vztahuji na zpracovani
osobnich tdajii dovozcem udajt, véetné
jakychkoli pozadavkli na zpfistupnéni
osobnich udaji nebo opatfeni, kterymi se
povoluje ptistup organiim verejné moci,
brani dovozci udaji pfi plnéni svych
povinnosti podle téchto dolozek. To je
zalozeno na piredpokladu, Ze pravni
piedpisy a postupy, které respektuji
podstatu  zakladnich prav a svobod
a neptekracuji to, co je v demokratické
spole¢nosti nezbytné  apiiméfené
k zajisténi jednoho zcili uvedenych
v ¢l. 23 odst. 1 natizeni (EU) 2016/679,
Nejsou v rozporu s témito dolozkami.

Smluvni strany (jak jsou uvedeny v
Ptiloze 1 Standardnich smluvnich
dolozek) prohlaSuji, ze pfi poskytovani
zaruky uvedené v pismenu a) nalezité
zohlednily zejména nasledujici prvky:

I. konkrétni okolnosti piedani, vcetné
délky zpracovatelského fetézce, poctu
zapojenych  subjektd  a pouzitych
kanalt pro ptenos udajii, zamyslené
dalsi predani, druh pfijemce, ucely

zpracovani, kategorie a formét
predavanych osobnich udaja,
hospodaiské odvétvi, vnémz se

predavani uskutecniuje, misto, kde se
piedané tidaje uchovavaji;
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transfer occurs; the storage location of
the data transferred;

ii. the laws and practices of the third ii. pravni piedpisy a postupy tieti zemé
country of destination— including uréeni — vcetné téch, které vyzaduji
those requiring the disclosure of data zptistupnéni udaji organiim vetejné
to public authorities or authorizing moci nebo povoluji pfistup téchto
access by such authorities — relevant organi — relevantni s ohledem na
in light of the specific circumstances konkrétni okolnosti ptfedani, jakoz
of the transfer, and the applicable i pouzitelna omezeni a zaruky?;
limitations and safeguards (*);

iii. any relevant contractual, technical or iii. veSkeré pftislusné smluvni, technické
organizational safeguards put in place nebo organizacni zaruky zavedené za
to supplement the safeguards under ucelem doplnéni zaruk podle téchto
these Clauses, including measures dolozek, véetné opatieni
applied during transmission and to the uplatfiovanych béhem piedani
processing of the personal data in the a zpracovani osobnich udaji v zemi
country of destination. urceni.

c) The data importer warrants that, in c) Dovozce udaji zarucuje, ze pii provadeéni
carrying out the assessment under posouzeni podle pismene b) vynaloZil
paragraph (b), it has made its best efforts maximalni usili, aby poskytl vyvozci
to provide the data exporter with relevant udaji relevantni informace, a souhlasi
information and agrees that it will s tim, ze bude pii zajistovani dodrzovani
continue to cooperate with the data téchto dolozek svyvozcem tdaju
exporter in ensuring compliance with i nadale spolupracovat.
these Clauses.

d) The parties (as named in Annex | of this d) Strany (jak jsou uvedeny v Piiloze 1
Attachment C) agree to document the Standardnich ~ smluvnich ~ doloZek)
assessment under paragraph (b) and souhlasi, Ze posouzeni podle pismene b)
make it available to the competent zdokumentuji ana pozadani zptistupni
supervisory authority on request. piislusnému dozorovému uradu.

3 As regards the impact of such laws and practices on compliance with these Clauses, different elements may be considered as part of an overall
assessment. Such elements may include relevant and documented practical experience with prior instances of requests for disclosure from public
authorities, or the absence of such requests, covering a sufficiently representative timeframe. This refers in particular to internal records or other
documentation, drawn up on a continuous basis in accordance with due diligence and certified at senior management level, provided that this
information can be lawfully shared with third parties. Where this practical experience is relied upon to conclude that the data importer will not be
prevented from complying with these Clauses, it needs to be supported by other relevant, objective elements, and it is for the parties to consider
carefully whether these elements together carry sufficient weight, in terms of their reliability and representativeness, to support this conclusion. In
particular, the parties have to take into account whether their practical experience is corroborated and not contradicted by publicly available or
otherwise accessible, reliable information on the existence or absence of requests within the same sector and/or the application of the law in practice,
such as case law and reports by independent oversight bodies. / Pokud jde o dopad takovych pravnich pfedpist a postupt na dodrzovani téchto
dolozek, za soudast celkového posouzeni 1ze povazovat rizné prvky. Mezi tyto prvky mohou patfit relevantni a zdokumentované praktické
zkusenosti s predchozimi piipady zadosti o zpfistupnéni od organt vefejné moci nebo neexistence takovych zadosti, které pokryvaji dostate¢né
reprezentativni ¢asovy ramec. Tyka se to zejména internich zdznamu nebo jiné dokumentace, vypracovavané prubézné v souladu s nalezitou péci
a certifikované na urovni vrcholového vedeni, za pfedpokladu, Ze tyto informace Ize v souladu s pravnimi pfedpisy sdilet se tfetimi stranami. Pokud
se na zaklad¢ této praktické zkuSenosti dospé&je k zavéru, ze dovozci udajii nebude branéno v dodrzovani téchto dolozek, je tieba to podpotit dalsimi
relevantnimi, objektivnimi prvky a je na smluvnich stranach, aby peclivé zvazily, zda tyto prvky maji spole¢né dostatenou véahu na podporu tohoto
zavéru, pokud jde o jejich spolehlivost a reprezentativnost. Smluvni strany musi zejména zohlednit, zda jsou jejich praktické zkuSenosti potvrzeny
vetejné dostupnymi nebo jinak piistupnymi spolehlivymi informacemi o existenci ¢i neexistenci zadosti ve stejném odvétvi a/nebo o uplatiovani
prava v praxi, jako je napiiklad judikatura a zpravy nezavislych organti dohledu, a nejsou s nimi v rozporu.
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e) The data importer agrees to notify the

f)

data exporter promptly if, after having
agreed to these Clauses and for the
duration of the contract, it has reason to
believe that it is or has become subject to
laws or practices not in line with the
requirements under paragraph (a),
including following a change in the laws
of the third country or a measure (such as
a disclosure request) indicating an
application of such laws in practice that
is not in line with the requirements in
paragraph (a).

Following a notification pursuant to
paragraph (e), or if the data exporter
otherwise has reason to believe that the
data importer can no longer fulfil its
obligations under these Clauses, the data
exporter  shall  promptly identify
appropriate measures (e.g., technical or
organizational measures to ensure
security and confidentiality) to be
adopted by the data exporter and/or data
importer to address the situation. The
data exporter shall suspend the data
transfer if it considers that no appropriate
safeguards for such transfer can be
ensured, or if instructed by the competent
supervisory authority to do so. In this
case, the data exporter shall be entitled to
terminate the contract, insofar as it
concerns the processing of personal data
under these Clauses. If the contract
involves more than two parties (as named
in Annex | of this Attachment C), the data
exporter may exercise this right to
termination only with respect to the
relevant party, unless the parties (as
named in Annex | of this Attachment C)
have agreed otherwise. Where the
contract is terminated pursuant to this
Clause, Clause 16(d) and (e) shall apply.

e) Dovozce

f)

CONFIDENTIAL
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udaji  souhlasi stim, Ze
neprodlen¢ uvédomi vyvozce tudaji,
pokud ma po vyjadieni souhlasu s témito
ustanovenimi a po dobu trvani smlouvy
diivod se domnivat, Ze se na né¢j vztahuji,
nebo se zacCaly vztahovat pravni predpisy
nebo postupy, které nejsou v souladu
s pozadavky podle pismene a), ato i po
zméné v pravnich predpisech treti zemé
nebo opatfeni (jako je naptiklad zadost
0 poskytnuti udajir), jez sved¢i o tom, ze
uplatnovani téchto pravnich predpist
vpraxi neni vsouladu s poZadavky
uvedenymi v pismeni a).

Po oznameni podle pismene e), nebo
pokud mé vyvozce udaju jinak divod se
plnit své povinnosti na zakladé téchto
dolozek, vyvozce tdajii neprodlené urci
vhodna opatieni (napt. technickd nebo
organizacni opatieni k zajisténi
bezpecnosti a divérnosti), ktera ma
piijmout vyvozce udaji a/nebo dovozce
udajii k feSeni situace. Vyvozce udaji
pozastavi predavani udaja, pokud se
domniva, ze pro toto predavani nemohou
byt zajistény zadné vhodné zaruky, nebo
pokud mu da pokyn pfislusny dozorovy
urad. V tomto piipad€ je vyvozce udaji
opravnén vypoveédeét smlouvu, pokud jde
0 zpracovani osobnich udaju podle téchto
dolozek. Jestlize smlouva zahrnuje vice
nez dvé smluvni strany (jak jsou uvedeny
v Piiloze 1 Standardnich smluvnich
dolozek), mize vyvozce udajii toto pravo
na vypovézeni uplatnit pouze ve vztahu
k prislusné stran¢, pokud se strany (jak
jsou uvedeny v Piiloze 1 Standardnich
smluvnich dolozek) nedohodly jinak.
Jestlize je smlouva vypovézena podle
této dolozky, pouZzije se dolozka 16 pism.
d)ae).
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Clause 15

Obligations of the data importer in case of

a)

access by public authorities
15.1 Notification

The data importer agrees to notify the

data exporter and, where possible, the

data subject promptly (if necessary, with
the help of the data exporter) if it:

i. receives a legally binding request
from a public authority, including
judicial authorities, under the laws of
the country of destination for the
disclosure of personal data transferred
pursuant to these Clauses; such
notification shall include information
about the personal data requested, the
requesting authority, the legal basis
for the request and the response
provided; or

ii. becomes aware of any direct access by
public authorities to personal data
transferred pursuant to these Clauses
in accordance with the laws of the
country  of  destination;  such
notification  shall  include all
information available to the importer.

b) If the data importer is prohibited from

notifying the data exporter and/or the
data subject under the laws of the country
of destination, the data importer agrees to
use its best efforts to obtain a waiver of
the prohibition, with a view to
communicating as much information as
possible, as soon as possible. The data
importer agrees to document its best
efforts in order to be able to demonstrate
them on request of the data exporter.

Where permissible under the laws of the
country of destination, the data importer
agrees to provide the data exporter, at
regular intervals for the duration of the

Dolozka 15

Povinnost dovozce tidaji v pripadé pristupu

a) Dovozce

organu verejné moci
15.1. Oznameni

udaji  souhlasi stim, Ze
neprodlené¢ uvédomi vyvozce udaju, a je-
li to mozné, subjekt tdaju (v ptipadé
potieby s pomoci vyvozce udaji), pokud:
na zakladé¢ pravnich predpisi zemée
uréeni obdrzi pravné zdvaznou zadost
od orgadnu vefejné moci, vcetné
soudnich  organli, o zpfistupnéni
osobnich 1daji pfedanych podle
téchto dolozek; takové oznameni
obsahuje informace o poZadovanych
osobnich tdajich, doZadujicim organu,
pravnim zakladu Zadosti a poskytnuté
odpovédi, nebo

se dozvi 0 jakémkoli pfimém pfistupu
organu vefejné moci k osobnim
udajim ptredavanym podle téchto
dolozek v souladu s pravnimi piedpisy
zemé urCeni; takové oznameni
obsahuje vSechny informace dostupné
dovozci.

b) Pokud je podle pravnich predpisi zemé

ur¢eni  dovozci  udaji zakazano
informovat vyvozce udajti a/nebo subjekt
udaju, souhlasi dovozce udaju s tim, Ze
za ucelem co nejrychlejsiho sdé€leni co
nejvetsitho mnozstvi informaci vynalozi
maximalni Usili, aby od tohoto zékazu
bylo upusténo. Dovozce tdaji souhlasi,
Ze zdokumentuje své maximalni usili,
aby je mohl na zadost vyvozce udaji
prokazat.

Je-li to povoleno pravnimi predpisy zemé
urceni, dovozce tdaji souhlasi, ze bude
poskytovat vyvozci tdaji v pravidelnych
intervalech po dobu trvani smlouvy co
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d)

a)

contract, with as much relevant
information as possible on the requests
received (in particular, number of
requests, type of data requested,
requesting authority/ies, whether
requests have been challenged and the
outcome of such challenges, etc.).

The data importer agrees to preserve the
information pursuant to paragraphs (a) to
(c) for the duration of the contract and
make it available to the competent
supervisory authority on request.
Paragraphs (a) to (c) are without
prejudice to the obligation of the data
importer pursuant to Clause 14(e) and
Clause 16 to inform the data exporter
promptly where it is unable to comply
with these Clauses.

15.2 Review of legality and data minimization

The data importer agrees to review the
legality of the request for disclosure, in
particular whether it remains within the
powers granted to the requesting public
authority, and to challenge the request if,
after careful assessment, it concludes that
there are reasonable grounds to consider
that the request is unlawful under the
laws of the country of destination,
applicable obligations under
international law and principles of
international comity. The data importer
shall, under the same conditions, pursue
possibilities of appeal. When challenging
a request, the data importer shall seek
interim measures with a view to
suspending the effects of the request until
the competent judicial authority has
decided on its merits. It shall not disclose
the personal data requested until required
to do so under the applicable procedural
rules. These requirements are without

d)

a)
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nejrelevantnéjsi  informace o piijatych
Zadostech (zejména informace o poctu
zadosti, druhu pozadovanych udajt,
doZadujicim organu nebo organech, zda
byly tyto Zadosti napadeny a vysledek
takového napadeni atd.).

Dovozce udaju souhlasi s tim, Ze po dobu
trvani smlouvy bude informace podle
pismene a) aZ ¢) uchovavat a na vyzadani
je poskytne piislusnému dozorovému
ufadu.

Pismeny a) aZ ¢) neni dotéena povinnost
dovozce udaju podle dolozky 14 pism. e)
adolozky 16 neprodlené¢ informovat
vyvozce udaju, pokud neni schopen tyto
dolozky dodrZovat.

15.2. Pfezkum zakonnosti a minimalizace

udaji
Dovozce udaji souhlasi stim, Ze
pfezkouma zakonnost zadosti
0 poskytnuti  udaji, zejména zda

nepiekrocila meze pravomoci udélenych
dozadujicimu organu vetejné moci, a Ze
zadost napadne, pokud po peclivém
posouzeni dojde k zavéru, ze existuji
opodstatnéné divody se domnivat, ze
zadost je podle pravnich predpisti zemé
ureni, platnych  zavazkli  podle
mezinarodniho prava a zasad
mezinarodni  zdvofilosti  protipravni.
Dovozce udajii za stejnych podminek
vyuziva moznosti odvoléani. Pfi napadeni
zadosti dovozce tdajl ptijme predbézna
opatfeni scilem pozastavit ucinky
zadosti, dokud pfislusny soudni organ
nerozhodne  0jeji  opodstatnénosti.
Nezpftistupni pozadované osobni udaje,
dokud mu takova povinnost nebude
stanovena na  zakladé  platnych
procesnich pravidel. Témito pozadavky
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prejudice to the obligations of the data
importer under Clause 14(e).

b) The data importer agrees to document its b)
legal assessment and any challenge to the
request for disclosure and, to the extent
permissible under the laws of the country
of destination, make the documentation
available to the data exporter. It shall also
make it available to the competent
supervisory authority on request.

¢) The data importer agrees to provide the C)
minimum amount of information
permissible when responding to a request
for disclosure, based on a reasonable
interpretation of the request.

nejsou dotCeny povinnosti dovozce udajt
podle dolozky 14 pism. e).

Dovozce udaji souhlast, 7e
zdokumentuje své pravni posouzeni
i jakékoli napadeni Zadosti o poskytnuti
udaji a v rozsahu povoleném pravnimi
predpisy zem¢ ureni  zpfistupni
dokumentaci vyvozci udajt. Na pozadani
ji  rovnéz  zpfistupni  ptisluSnému
dozorovému utradu.

Dovozce udaji souhlasi s poskytnutim
minimalniho  pfipustného  mnoZzstvi
informaci pii odpovédi na zadost
0 zpfistupnéni, ato na  zéklad¢
piiméfeného vykladu zadosti.

SECTION IV - FINAL PROVISIONS ODDIL IV - ZAVERECNA USTANOVENI

Clause 16

Non-compliance with the Clauses and
termination

a) The data importer shall promptly inform a)
the data exporter if it is unable to comply
with these Clauses, for whatever reason.

b) In the event that the data importer is in b)
breach of these Clauses or unable to
comply with these Clauses, the data
exporter shall suspend the transfer of
personal data to the data importer until
compliance is again ensured or the
contract is terminated. This is without
prejudice to Clause 14(f).

c) The data exporter shall be entitled to C)
terminate the contract, insofar as it
concerns the processing of personal data
under these Clauses, where:

i. the data exporter has
suspended the transfer of
personal data to the data
importer  pursuant  to
paragraph (b) and
compliance with these

Dolozka 16

Nedodrzeni dolozek a vypovézeni

Dovozce udaji neprodlené¢ informuje
vyvozce udaju, pokud neni z jakéhokoli
dtivodu schopen tyto dolozky dodrzet.
Pokud dovozce tidajt porusi tyto dolozky
nebo neni schopen tyto dolozky dodrZet,
vyvozce Udaji pozastavi predavani
osobnich daji dovozci Udaji, dokud
neni dodrZzovéani opét zajisténo nebo
smlouva vypovézena. Timto neni
dotcena dolozka 14 pism. f).

Vyvozce udajii je opravnén vypoveédeét
smlouvu Vvrozsahu, vnémz se jedna
0 zpracovani osobnich udaji podle téchto
dolozek, pokud:

I. vyvozce tdaji pozastavil
pfedavani osobnich udaji
dovozci udaji podle pism.
b) adodrzovani téchto
dolozek neni v pfiméfené
lhité a v kazdém ptipade
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d)

Clauses is not restored
within a reasonable time
and in any event within
one month of suspension;
ii. the data importer is in
substantial or persistent
breach of these Clauses;
or
iii. the data importer fails to
comply with a binding
decision of a competent
court or  supervisory
authority regarding its
obligations under these
Clauses.
In these cases, it shall inform the
competent supervisory authority of such
non-compliance. Where the contract
involves more than two parties (as named
in Annex | of this Attachment C), the
data exporter may exercise this right to
termination only with respect to the
relevant party, unless the parties (as
named in Annex | of this Attachment C)
have agreed otherwise.
Personal data collected by the data
exporter in the EU that has been
transferred prior to the termination of the
contract pursuant to paragraph (c) shall
immediately be deleted in its entirety,
including any copy thereof. The data
importer shall certify the deletion of the
data to the data exporter. Until the data is
deleted or returned, the data importer
shall continue to ensure compliance with
these Clauses. In case of local laws
applicable to the data importer that
prohibit the return or deletion of the
transferred personal data, the data
importer warrants that it will continue to
ensure compliance with these Clauses
and will only process the data to the
extent and for as long as required under
that local law.

d)

CONFIDENTIAL

Exelixis - XL092-304
4855-1067-8630, v. 4_redacted_250424

do jednoho mésice od
pozastaveni obnoveno;

Ii. dovozce udaju  tyto
dolozky podstatné nebo
trvale porusuje nebo

ili. dovozce udaju nedodrzi

zavazné rozhodnuti
ptislusného soudu nebo
dozorového uradu

tykajiciho se jeho

povinnosti podle téchto

dolozek.
V takovych piipadech o nedodrzeni
informuje pfisluSny dozorovy trad.
Pokud smlouva zahrnuje vice nez dvé
smluvni strany (jak jsou uvedeny v
Ptiloze 1 Standardnich smluvnich
dolozek), muze vyvozce udajii toto pravo
na vypovézeni uplatnit pouze ve vztahu
Kk pfislusné stran¢, pokud se strany (jak
jsou uvedeny v Piiloze 1 Standardnich
smluvnich dolozZek) nedohodly jinak.
Osobni udaje shromazdéné vyvozcem
udaji v EU, které¢ byly pfedany pted
vypovézenim smlouvy podle pismene c),
musi byt neprodlené vymazany v celém
rozsahu, vcetné veskerych jejich kopii.
Dovozce tdaji potvrdi vyvozci tdaji, ze
byly udaje vymazany. Dokud nejsou
Udaje vymazany nebo vraceny, dovozce
udaju nadale zajistuje soulad s témito
dolozkami. V pfipadé, ze se na dovozce
udaji vztahuji mistni pravni ptedpisy,
které mu zakazuji pfedané osobni udaje
vratit nebo vymazat, dovozce udajl
zaruCuje, ze bude inadale zajiStovat
dodrzovani téchto dolozek a bude udaje
zpracovavat pouze v takovém rozsahu,
a tak dlouho, jak to uvedené mistni pravo
vyZaduje.
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e) Either party may revoke its agreement to

be bound by these Clauses where (i) the
European Commission adopts a decision
pursuant to Article 45(3) of Regulation
(EU) 2016/679 that covers the transfer of
personal data to which these Clauses
apply; or (ii) Regulation (EU) 2016/679
becomes part of the legal framework of
the country to which the personal data is
transferred. This is without prejudice to
other obligations applying to the
processing in question under Regulation

f) Kterakoli ze stran mize odvolat svij

souhlas stim, Ze bude vazana témito
doloZkami, pokud i) Evropsk& komise
piijme rozhodnuti podle ¢l. 45 odst. 3
natfizeni (EU) 2016/679 tykajici se
predavani osobnich udaji, na které se
tyto dolozky vztahuji, nebo ii) se natizeni
(EU) 2016/679 stane soucasti pravniho
ramce zem¢, do které jsou osobni udaje
predavany. Tim nejsou dotéeny dalsi
povinnosti vztahujici se na dotéené
zpracovani  podle  nafizeni (EU)

(EU) 2016/679. 2016/679.

Clause 17 Dolozka 17

Governing law Rozhodné pravo

These Clauses shall be governed by the law of a Tyto dolozky se fidi pravem zemé¢, jez umoziuje
country allowing for third-party beneficiary uplatiovat prava nalezejici opravnéné tieti
rights. The parties (as named in Annex | of this strané. Strany (jak jsou uvedeny v Piiloze 1
Attachment C) agree that this shall be the law Standardnich smluvnich dolozZek) se dohodly, Ze
of the Czech Republic. se budou fidit pravem Ceské republiky.

Clause 18 Dolozka 18

Choice of forum and jurisdiction Volba soudu a prislusnost

Any dispute arising from these Clauses shall be VeSkeré spory vyplyvajici z téchto dolozek
resolved by the courts of the Czech Republic. budou feseny soudy Ceské republiky.
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ANNEX | of Attachment C Data Privacy
Agreement

A. LIST OF PARTIES

Data exporter(s): [Identity and contact details of
the data exporter(s) and, where applicable, of
its/their  data  protection officer and/or
representative in the European Union]

Name: Fakulgnl' nemocnice v Motole
Address: V Uvalu 84, 105 06 Praha 5, Ceska

republika
Contact person’s name, position and contact
details: Data protection officer,

Activities relevant to the data transferred under
these Clauses: scientific research

Role (controller/processor): processor

Data importer(s): [Identity and contact details of
the data importer(s), including any contact
person with responsibility for data protection]

1. Name: Exelixis, Inc.
Address: 1851 Harbor Bay Parkway, Alameda,
CA, 94501, USA

Contact person’s name, position and contact
detils: osovy: I
Activities relevant to the data transferred under
these Clauses: Research and development
services including health and scientific research..
Role (controller/processor): controller

B. DESCRIPTION OF TRANSFER

Categories of data subjects whose personal data
is transferred

PRILOHA I P¥ilohy C — Dohody o
zpracovani osobnich udaji

A. SEZNAM SMLUVNICH STRAN

Vyvozce (vyvozci) udaju: [Totoznost
a kontaktni  udaje  vyvozce/vyvozcii  udajii
a Vv prislusnem pripade jeho/jejich poverence pro
ochranu osobnich udajit  a/nebo zastupce
v Evropské unii]

Jméno/nazev: Fakultni nemocnice v Motole
Adresa: V Uvalu 84, 105 06 Praha 5, Ceska
republika

Jméno, funkce akontaktni Udaje kontaktni
osoby: Povéfenec pro ochranu osobnich udaji,

Cinnosti relevantni pro predavani wdaji na
zékladé téchto dolozek: védecky vyzkum

Uloha (spravce/zpracovatel): zpracovatel

Dovozce nebo dovozci tudaja: [TotoZnost
a kontaktni udaje dovozce/dovozcu udaju, véetné
Jjakékoli kontaktni osoby, kterd je odpovédna za
ochranu udaju]

Jméno: Exelixis, Inc.
Adresa: 1851 Harbor Bay Parkway, Alameda,
CA, 94501, USA

Jméno, funkce a kontaktni Udaje kontaktni
osoby: —

Cinnosti souvisejici s udaji predavanymi podle
téchto dolozek: Vyzkumné a vyvojové sluzby
vcetné zdravotnického a védeckého vyzkumu.

Uloha (spravce/zpracovatel): spravce

B. POPIS PREDANI

Kategorie subjektit udajii, jejichz osobni udaje se
predavaji
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- Oncological patients of the study XL092-304
- Study staff members conducting the Study
including the Investigator

Categories of personal data transferred

Oncological patients of the study XL092-304

Gender, age, sex, where applicable of
study subjects

Race and ethnic origin

Genetic data

Key-coded/pseudonymized personal
health data, including radiology scans of
study patients

Data concerning a subject’s sex life,
including pregnancy status or data
regarding pregnant partners

Medical, surgical, and cancer/cancer
treatment history

Study procedure results and biometric
data, such as vital signs, physical
examinations, laboratory assessments,
and tumor assessments

Details of study product administration
Pharmacovigilance data

Biological samples

study staff members conducting the study
including the investigator

Names and professional contact details of
study team members

Cvs - clinical experience and
qualifications of study team members
Financial disclosure/transparency
requirements of study team members

Special category data transferred (if applicable)
and applied restrictions or safeguards that fully
take into consideration the nature of the data and
the risks involved, such as for instance strict

Onkologicti pacienti studie X1.092-304
Pracovnici provadéjici studii véetné zkousejiciho

Kategorie predavanych osobnich udaji

Onkologicti pacienti studie X1.092-304

Pohlavi, v€k, ptipadné pohlavi subjektt
studie

Rasa a etnicky ptivod

Genetické daje

Kli¢em kédované/pseudonymizované
osobni zdravotni udaje, véetné
radiologickych ~ snimki  studovanych
pacient

Udaje o sexualnim Zivot& subjektu, véetnd
stavu téhotenstvi nebo udajii o t€hotnych

partnerkach.
Anamnéza 1ékatskych zakrokd,
chirurgickych zakrokl a 1écby

rakoviny/nadorovych onemocnéni
Vysledky studijnich postupti a biometrické
Udaje, jako jsou Zivotni funkce, fyzikalni

vySetfeni, laboratorni  hodnoceni a
hodnoceni nadoru

Podrobnosti o podavani  studijniho
piipravku

Farmakovigilan¢ni udaje

Biologické vzorky

Pracovnici provadéjici  studii, vcetné

zkousejiciho

Jména a profesni kontaktni udaje clent
tymu provadéjiciho studii

Zivotopisy — klinické zkuSenosti a
kvalifikace ¢lenti studijniho tymu
Pozadavky na zvefejnéni finan¢nich
informaci/prithlednost ¢lent tymu
provadéjiciho studii

Udaje zvidstni kategorie, které se preddvaji
(v prislusnych pripadech), a uplatnéna omezeni
nebo zaruky, jez plné zohlednuji povahu udajii
a souvisejici rizika, napriklad prisné ucelove
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purpose limitation, access restrictions (including
access only for staff having followed specialized
training), keeping a record of access to the data,
restrictions for onward transfers or additional
security measures.

e N/A

The frequency of the transfer (e.g., whether the
data is transferred on a one-off or continuous
basis).

e Continuous basis

Nature of the processing
e The processing is performed in the
context of this clinical trial and consists
in a set of processing activities on regular
and sensitive personal data of patients
such as collection, analysis and
archiving.
Purpose(s) of the data transfer and further
processing
e To obtain key clinical data for the
development of medicinal products.

The period for which the personal data will be
retained, or, if that is not possible, the criteria
used to determine that period.

e Conduct of A Randomized Open-Label
Phase 3 Study of XL092 + Nivolumab vs
Sunitinib in Subjects with Advanced or
Metastatic Non-Clear Cell Renal Cell
Carcinoma; XL092-304.

For transfers to (sub-) processors, also specify
subject matter, nature and duration of the
processing
e Data and samples will be transferred to
certain subcontractors for analysis, to
help determine the efficacy of the
medicinal products, and to advance
research in that medicinal product.

omezeni, omezeni pristupu (vcetné pristupu

pouze pro zaméstnance, kteri absolvovali
specializované  Skoleni), vedeni zaznamu
o pristupu  k udajum, omezeni pro dalsi
predavani  nebo  dodatecnda  bezpecnostni
opatreni.

e N/A

Cetnost preddavini (napr. zda jsou Udaje
predavany jednordzove nebo priitbézne).

e pribézné

Povaha zpracovani
e Zpracovani se provadi v ramci tohoto
klinického hodnoceni a spociva v
souboru ¢innosti zpracovani béznych a
citlivych osobnich udaji pacientd, jako je
shromazd’ovani, analyza a archivace.

Ucel nebo a dalSi
zpracovani
e Ziskani klicovych klinickych udaji pro
vyvoj lécivych piipravki.

ucely predani udaju

Doba, po kterou budou osobni Udaje
uchovavany, nebo neni-/i ji mozné urcit, kritéria
pouZita pro stanoveni této doby
e Provedeni randomizované oteviené
studie faze 3 XL092 + nivolumab vs.
sunitinib u osob s pokro¢ilym nebo
metastazujicim mimobunécnym
karcinomem ledvin; XL092-304.

Pokud jde o preddvani (dilcim) zpracovateliim,
rovnéz uvedte predmét, povahu atrvani
zpracovani
e Udaje a vzorky budou pfedany uréitym
subdodavateliim k analyze, aby pomohly
urCit ucinnost lécivych piipravkid a
pokrocit ve vyzkumu daného 1éCivého
ptipravku.
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