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CLINICAL TRIAL AGREEMENT SMLOUV A 0 KLINICKEM HODNOCENi 

The Clinical Trial Agreement ("Agreement") is Tato smlouva o klinickem hodnoceni 
made by and between: ("Smlouva") je uzavinina mezi nasledujicimi 

stranami: 
FakuJtni nemocnice Olomouc, having a 
place of business at ZdravotnikU 248/7, 779 
00 Olomouc, Czech Republic, Identification 
number: 00098892, Tax identification 
number: CZ00098892, represented by prof. 
MUDr. Roman Havlik, Ph.D., Director (the 
"Institution"), and 

IQVIA RDS Czech Republic, s.r.o., having 
a place ofbusiness at Pemerova 691/42, 186 
00 Praha 8 - Karlin, Czech Republic, 
Identification number: 24 7 68 651 , Tax 
identification number: CZ24 7 68 651, 
represented by Ing. Eva Falbrova, Managing 
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 Jacque Ritchie (or 
such individual's designee) ("Sponsor") 

Each a "Party" and together the "Parties". 

Protocol 
XL092-304 

Number: 

A Randomized Open-Label 
Phase 3 Study of XL092 + 
Nivolumab vs Sunitinib in 

Protocol Title: 
Subjects with Advanced or 
Metastatic Non-Clear Cell 
Renal Cell Carcinoma 

• Fakultni nemocnice Olomouc, se sidlcm 
ZdravotnikU 248/7, 779 00 Olomouc, Ceska 
republika, Identifikacni cislo: 00098892, 
Danove identiftkacni cislo: CZ00098892, 
zastoupena prof. MUDr. Romanem Havlilcem, 
PhD., reditelem ("Zdravotnicke zafizeni"), a 

• 

• IQVIA RDS Czech Republic, s.r.o., se 
sidlem Pernerova 691/42, 186 00 Praha 8 -
Karlin, Ceska republika, IC: 247 68 65 1, DIC: 
CZ2476865 1, zastoupemi In g. Evou 
Falbrovou, jednatelkou ("IQVIA"), a 

• Exelixis, Inc., se sid1em 1851 Harbor Bay 
Parkway, Alameda, CA 94502, Danove 
identifikacni cislo: 04-3257395, zastoupeny 
panem Jacquem Ritchiem (nebo jim 
poverenou osobou) ("Zadavatel") 

KaZda samostatne jako "Strana" a spolecne jako 
"Strany". 

Cislo Protokolu: XL092-304 

Randomizovane, otevfene 
klinicke hodn.ocenf faze 3 

Nazev 
pfipravku XL092 v kombinaci 

Protokolu: 
s nivolumabem v porovnimf se 
sunitinibem upacientu 
s pokroCilym nebo 
metastatickYm 
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Protocol Date: 07 October 2022 

Sponsor: Exelixis, Inc. 

Country where 
Site is 

Czech Republic 
Conducting 
Study 

Location 
Oncology Clinic, which is a where the 

study will be division/part of the 

conducted: Institution 

Etickti komise SUKL 
Srobarova 48 

EC 
100 41 Praha 10 
Ceska republika 
E-mail: 
eticka. komise@.s ukl. cz 

RECITALS: 

WHEREAS IQVIA is providing clinical 
research organization services to Sponsor under 
a separate contract between IQVIA and 
Sponsor. IQVIA's services include monitoring 
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. 

nesvetlobunecnym rencilnfm 
karcinomem 

Datum 
7. rijna 2022 

Protokolu: 
Zadavatel: Exelixis, Inc. 

Stat, ve kterem 
rna sidlo Misto 
provadeni 

Ceskti republika 
klinickeho 
hodnoceni, ktere 
provadi Studii 

Misto, kde bude Onkologick!J. klinika, ktera je 
provadena soucastfloddelenfm 
Studie: Zdravotnickeho zafizeni 

Eticka komise SUKL 
Srobarova 48 

EK 
100 41 Praha 10 
Ceska republika 
E-mail: 
eticka.komise@.su/dcz 

UVODNi UST ANOVENi: 

VZHLEDEM K TOMU, ze Spolecnost IQVIA 
poskytuje Zadavateli sluzby klinicke v}'zkumne 
organizace na zaklade samostatne smlouvy 
uzavrene mezi ni a Zadavatelem. SluZby 
spolecnosti IQVIA zahrnuji monitoring Studie 
a uzavinini smluv s klinickymi v}'zkumnymi 
centry. 

VZHLEDEM K TOMU, ze Zdravotnicke 
zarizeni a Zkousejici (dale spolecne jako , Misto 
provadeni klinickeho hodnoceni") jsou ochotni 
provadet Studii a spolecnost IQVIA zada Misto 
provadeni klinickeho hodnoceni, aby Studii 
provadelo. 

The following additional definitions shall apply Na tuto Smlouvu se vztahuji tyto doplnujici 
to this Agreement: definice: 

Case Report Fonn or CRF: case report form Foonular zaznamu subiektu hodnocen1 nebo eRE 
(paper or electronic) to be used by Site (as (papirov}' nebo elektronicky) bude Misto 
defined below) to record all of the information provadeni klinickeho hodnoceni (definice viz 
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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. 

niZe) pouzivat pro zaznamemivani veskecych 
informaci vytvarenych v souladu s Protokolem, 
ktere je povinno o kaZdem Subjektu Studie hlasit 
Zadavateli (definice viz nize). 

Spravna klinicka praxc (Good Clinical Practices) 
neboli GCP: Hannonizovana trojstranna smernice 
o spnivne klinicke praxi schvalena Mezinarodni 
radou pro hannonizaci technickych pozadavkil na 
lecive pripravky pro humanni pouziti (ICH), 
v platnem zneni, a platne principy stanovene 
Helsinskou deklaraci, v platnem zneni. 

Investigational Product: the drug referred to Hodnoceny pripravek: pripravek interne 
internally as XL092, nivolumab, and/or oznacovany jako XL092, nivolumab a/nebo 
sunitinib (i.e., the compound(s) identified in the sunitinib (tj . sloucenina (slouceniny) uvedena 
Protocol) that is/are being tested in the Study v Protokolu), ktere jsou zkoumany ve Studii 
and shall be solely for the purposes of a slouzi vyhradne pro ucely provadeni Studie. 
conducting the Study. 

Medica l Recmds: the Study Subjects ' primary 
medical records 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. 

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

,Zdntvotni zaznamy": primarni zdravotni 
zaznamy Subjekru studie vedene Zdravotnickym 
zafizenim v ramci jeho befue cinnosti 
o Subjektech studie, jako jsou napfiklad 
originalni zaznamy o poskytnute peci, zaznamy 
o rentgenech a biopsiich, snimky 
z ultrazvukov)'ch vysetreni a dalsi snimky 
diagnosticke povahy. 

Protokol: klinicky protokol, na ktery je odkazano 
v)'se a ktery muze cas od casu Zadavatel 
(definovany nize) pozmenit. 

Sponsor: Exelixis, Inc., the sponsor of the Zadavatel: Exelixis, Inc., zadavatel Studie. 
Study. 

Study Data: all records, reports, results, and Sntdijni data: veskere zaznamy, zpravy, v)'sledky 
other information, other than Medical Records, a datsi inforrnace, krome Zdravotnich zaznamu, 
prepared, developed, generated, collected, or pripravene, vypracovane, vytvofene, 
arising in connection with the Study including, shromazdene nebo vznikle v souvislosti se Studii, 
without limitation, reports (e.g., CRFs, data mj . zpravy (napr. formulare CRF, souhrny udaju, 
summaries, interim reports and the final report), pnibezne zpravy a zaverecna zprava), laboratorni 
laboratory worksheets, slides, radiographs, prehledy, mikroskopicke preparaty, rentgenove 
ECG tracings, examination findings, clinical snimky, zaznamy z EKG, v)'sledky vysetfeni, 
data, specifications, computer programs or klinicke udaje, specifikace, pocitacove programy 
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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. 

nebo modely a veskeni souvisejici dokumentace, 
v}'sledky a podpiime udaje nebo zpravy 
vytvorene Zdravotnickym zafizenim, 
Zkousejicim nebo Studijnim tymem, poskytovane 
Zadavateli podle Protokolu, a veskere zaznamy 
tykajici se zasob Hodnoceneho pfipravku 
a naklad{mi s nim. 

Study Staff: the individuals involved in Studij ni tym: osoby podilejici se na provacteni 
conducting the Study under the direction of the Studie pod vedenim Zkousejiciho a/nebo 
Investigator and/or the Institution. Zdravotnickeho zafizeni. 

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
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 CoiL. on 
Pharmaceuticals and on amendments to 
some related acts ("Act on 
Pharmaceuticals") and Decree 
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Subiekt studie: fyzicka osoba ucastnici se Studie 
bud' jako uzivatel Hodnoceneho pfipravku 
(definice viz nize), nebo jako kontrolni subjekt. 

Studie: provadeni klinickeho hodnocen v souladu 
s touto Smlouvou a Protokolem k ziskani a 
shromaZdeni informaci o latce popsane 
v Protokolu. 

A PROTO, s ohledem na vyse uvedene a za 
vzajemne zavazky a pfisliby uvedene v teto 
Smlouve a dalSi radna a hodnotna protiplneni, 
jejichz pfijeti a dostatecnost je tim to potvrzena, se 
Strany dohodly na uzavreni Smlouvy v tomto 
zneni: 

1. PROVEDENi STUDIE 

l.l Soulad s Pnivnimi predpisy, narizenimi a 
Spnivnou klinickou praxi 
Misto provadeni klinickeho hodnoceni 
souhlasi s tim, ze Misto provadeni klinickeho 
hodnoceni a Studijni persomil provede ve 
Zdravotnickem zanzeni Studii v prisnem 
souladu s touto Smlouvou, Protokolem, 
veskerymi prislusnymi pnivnimi predpisy a 
nanzenimi, napf. protikorupcnimi zakony, 
zakony proti uplaceni a platnymi pnivnimi 
predpisy a nanzenimi o ochrane soukromi 
a osobnich udaju, napf. GCP a pfedpisy 
Uradu pro potraviny a leciva Spojenych statu 
americkych (FDA), zak. c. 378/2007 Sb., o 
lecivech a zmenach nekterych souvisejicich 
zakonu ("Zakon o lecivech") a Vyhlasky c. 
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No. 226/2008 Coli. , on good clinical 
practice and detailed conditions of clinical 
trials on medicinal products, as amended, 
Act No. 372/2011 Coli., 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 201 0 of the 
United Kingdom (Bribery Act); (ii) the 
Foreign Corrupt Practices Act 1977 of the 
United States of America (FCP A) and (iii) 
any other applicable anti-corruption 
legislation. 

1.2. Informed Consent Fonn 

Site agrees to use an informed consent form 
that has been prepared and approved by 
Sponsor and is in accordance with 
applicable regulations. The informed 
consent form shall provide information 
about the patients' rights and the consent to 
personal data processing shall provide 
information about such personal data 
processing in accordance with applicable 
local data protection laws. Site shall obtain 
the prior written informed consent of each 
Study Subject before such subject is 
enrolled in the Study. 

1.3. Medica l Records and Study Data 
1.3 .1. Collection. Storage and 
Destruction: Investigator shall ensure the 
prompt, complete, and accurate collection, 
recording and classification of the Medical 
Records, in accordance with its standard 
operating procedures, and Study Data, in 
accordance with the Protocol. 

Site shall : 

Czech Republ ic- Clinical Trial Agreement- f"akultni nemocnice Olomouc 
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226/2008 Sb., o spravne klinicke praxi a 
blizsich podminkach klinickeho hodnoceni 
lecirych pnpravkU, v platnem zneni, zak. c. 
372/2011 Sb., o Zdravotnich sluzbach a 
podminkach jejich poskytovani (,Zakon o 
zdravotnich sluzbach") ncbo jakychkoli 
naslednych pozmenujicich ci podstatne 
nahrazujicich pravnich pfedpisu ve vztahu ke 
shora uvedenym pravnim normam, (spolecne 
"Pfislu§ne pnivni pfedpisy"). Misto 
provadeni klinickeho hodnoceni a Studijni 
persomll timto berou na vedomi, ze IQVIA a 
Zadavatel, a jejich odpovedne pobocky, se 
zavazuji dodr:lovat (i) britsky zakon proti 
korupci z roku 2010 ("Protikorupcni 
zakon"); (ii) zakon USA z roku 1977 o 
zahranicnich korupcnich praktikach z roku 
1977 ("FCPA") a (iii) jakekoli dalsi pnivni 
pfepisy na useku zakazu korupcnich praktik. 

1.2 Formular piscmn6ho inforruovaneho 
souhlasu 
Misto provadeni klinickeho hodnoceni 
souhlasi s tim, ze bude pouzivat formulaf 
informovaneho souhlasu, ve zne111 
pripravenem a schvalenem Zadavatelem, a 
ktezy je v souladu s pftslusnymi pnivnirni 
pfedpisy. Ve formulafi informovaneho 
souhlasu budou uvedeny informace o pravech 
pacientu a souhlas se zpracovanim osobnich 
udaju bude uvadet informace 0 zpracovani 
udaju v souladu s platnymi pfedpisy na 
ochranu osobnich udaju. Zkousejici pfedem 
zajisti pisemny informovany souhlas kaZdeho 
Subjektu studie pred zafazenim Subjektu do 
Studie. 

1.3. Zdravotni zaznamy a Studijni data a t!dajc 
1.3.1. Shromazd'ovani. uskladneni a 
likvidace: Zkousejici zajisti promptni, uplne 
a presne shromazd'ovaru, zaznamenavani a 
klasifikacni roztfideni Zdravotnich zaznamu 
podle jeho obvyklych provoznich postupu a 
Studijnich dat a udaju podle Protokolu. 

Misto provadeni klinickeho hodnoceni bude: 
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1. maintain and store Medical 
Records 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 

n. protect the Medical Records and 
Study Data from unauthorized use, 
access, duplication, and 
disclosure. If directed by Sponsor 
or IQVIA, Site will submit Study 
Data using the electronic system 
provided by Sponsor or IQVIA or 
their designated representative and 
in accordance with Sponsor's 
instructions for electronic data 
entry. Site shall prevent 
unauthorized access to the Study 
Data by maintaining physical 
security of the electronic system. 
The Investigator shall ensure that 
the Study Staff maintains the 
confidentiality of their passwords. 
Investigator agrees to collect all 
Study Data in Medical Records 
prior to entering it into the CRF. 
Investigator shall ensure the 
prompt submission of CRFs 
within five (5) business days after 
a Study Subject visit, Study 
procedure, or receipt of Srudy 
results. Site shall promptly resolve 
all CRF-related queries within ten 
(10) business days of receipt by 
Institution or Invest igator; and 
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1. vest a skladovat Zdravotni zaznamy a 
Studijni data a udaje bezpecn:Ym 
zpusobem s omezenim fyzickeho i 
elektronickeho pfistupu, die podminek 
konkretniho pripadu a s kontrolou 
prostredi prislusnou pro konkretni typ 
dat a udaju v souladu s prislusnymi 
pn'tvnimi pfedpisy, nafizenimi a 
techniclcymi standardy; a 

u. chr{mit Zdravotni zaznamy a Studijni 
data a udaje proti neopnivnenemu 
zneuziti, pristupu, kopirovaru ci 
odhaleni. Bude-li tak pozadovano 
Zadavatelem ci IQVIA, Misto 
provadeni klinickeho hodnoceni 
predlozi Studijni data a udaje za 
pouziti elektronickeho systemu pro 
elektronicky zaznam dat, ktery bude 
poskytnucy Zadavatelem nebo IQVIA 
nebo jimi urcenym zastupcem, a to v 
souladu s pokyny Zadavatele pro 
elektronick-y zaznam dat. Misto 
provadeni klinickeho hodnoceni 
zabr{mi neopnivnenemu pfistupu ke 
Studijnim darum a udajum zajistenim 
fyzicke bezpecnosti elektronickeho 
systemu. Zkousejici dale zaj isti, ze 
Studijni personal bude zachovavat 
v duvemem rezimu jim pfidelena 
pnstupova hesla. Zkou~ejici souhlasi, 
ze shromazdi veskera Studijni data a 
udaje obsazene ve Zdravotnich 
zaznamech pred jejich vlozenim do 
CRF. Zkou5ejici zajisti neprodlene 
predkladfmi CRFs do peti 
(5) pracovnich dnu od navstevy 
Subjektu studie, ukonu v ramci Studie 
nebo obdrzeni v}'sledku Studie. Na 
veskere dotazy tykajici se formularu 
CRF bude Misto provadeni klinickeho 
hodnoceni odpovidat neprodlene, 
nejpozdeji do deseti (10) pracovnich 
dnu ad jejich doruceni 
Zdravotnickemu zarizeni nebo 
Zkousejicimu; a 
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111. 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 for twenty-five (25) years 
after completing the Study. The 
Sponsor shall pick up the archived 
Study Data from the Institution 
within sixty (60) days from the 
expiration of the twenty-five (25) 
year archiving period. If the 
Sponsor does not pick up the 
Study Data before this date, unless 
prohibited by Applicable Laws, 
the Institution will be entitled to 
proceed with the destruction ofthe 
Study Data. 

In case of tennination 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. 

1.3.2. Ownership. Institution shall retain 
ownership of 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 
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111. pnjme opatieni za ucelem zabraneni 
m\hodneho ci predcasneho zniceni ci 
poskozeni tech to a pfipadnych dalsich 
dokumenru souvisejicich se Studii, 
napf. uplnych a pfesnych zaznamii 
0 castkach uhrazenych nebo 
vyphicenych v souvislosti se Studii. 
Ani Zdravotnicke zarizeni, ani 
Zkousejici neznici ci nepovoli 
likvidaei jakychkoli Zdravotnich 
zaznarnu ci Studijnich data udaju bez 
predchoziho pisemneho souhlasu 
Zadavatele. Zdravotnicke zafizeni 
uchova Zdravotni zaznamy a Studijni 
data a udaje, jakoz i veskerou 
dokumentaci vztahujiei se ke 
Subjektfun Studie po dobu dvaceti peti 
(25) let od ukonceni Studie. Do 60 dnii 
po uplynuti uvedene lhuty si Zadavatel 
od Zdravotnickeho zarizeni Studijni 
data a udaje prevezme, v opacnem 
pfipade nebudou-li to vylucovat 
Pnslusne pravni predpisy, je 
Zdravotnicke zafizeni opnl.vneno 
pfistoupit ke skartaci techto 
dokumenru. 

V pripade ukonceni pracovnepravniho 
pomeru Zkousejiciho ve Zdravotnickem 
zarizeni ponesc odpovednost za vedeni 
Zdravotnich zaznamu a Studijnich data udaju 
v souladu s pi'islusnymi pnivnimi predpisy 
nadale Zdravotnicke zafizeni a v zadnem 
pripade nebude zprosteno svych povinnosti, 
jez mu plynou z teto Smlouvy ve vztahu k 
vedeni Zdravotnich zaznamu a Studijnich dat 
a udaju. 

1.3.2. Vlastnictvi. Zdravotnicke zafizeni je 
vlastnikem a ponecha si a bude uchovavat 
Zdravotni zaznamy. Zdravotnicke zanzeni a 
Zkousejici timto prevadeji na Zadavatele 
veskera sva prava, naroky a tituly, vcetne 
pfipadnych souvisejicich prav dusevniho 
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Confidential Information (as defined below) 
and any other Study Data. 

1.3.3. Access, Usc, 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. In compliance with the Decree No. 
226/2008 Coil., on Good Clinical Practice 
and Detailed Conditions of Clinical Trials 
on Medicinal Products, as amended, the 
representatives of IQVIA and Sponsor who 
carry out monitoring or audits shall have 
relevant qualifications and knowledge and 
comply with all applicable law, and that 
their representatives shall maintain as 
confidential any information they learn from 
the Site in the course of monitoring or audit. 

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. 
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vlastnictvi k Diivemym informacim (ve 
smyslu ni:ze uvedenem) a k jakymkoli jinym 
Studijnim datUm a udajum. 

1.3.3. Pfistup, Pouziti. Monitoring a Kontrola. 
Misto provadeni klinickeho hodnoceni 
poskytne originaly ci kopie ( dle podminek 
konkretniho pfipadu) vsech Studijnich dat a 
udaju IQVIA a Zadavateli pro moznost jejich 
vyuziti Zadavatelem. Misto provadeni 
klinickeho hodnoceni umozni Zadavateli a 
IQVIA a jejich zastupciim a zmocnenciim 
odpovidajici pnstup do prostor a zarizeni 
Mista provadeni klinickeho hodnoceni a k 
Zdravotnim zaznamum a Studijnim datUm a 
udajiim a pripadnym dalsim zaznamiim 
souviseJICim se Studii, aby umoznilo 
Zadavateli a IQVIA a jejich zastupciim a 
zmocnencum provedeni monitoringu Studie. 
V souladu s vyhlaskou c. 226/2008 Sb., o 
spravne klinicke praxi a blizsich podminkach 
klinickeho hodnoceni lecivych pfipravkii, ve 
zneni pozdejsich pfedpisu, budou zastupci 
Zadavatele a spolecnosti IQVIA, ktefi 
provadeji monitoring ci audit Studie 
dostatecne kvalifikovani a budou v souvislosti 
s provadenim monitoringu ci auditu rcidne 
dodciovat veskere pfislusne pnivni pfedpisy a 
zachovavat mlcenlivost o veskerych 
skutecnostech, ktere se v priibehu 
monitoringu ci auditu dozvi. 

Misto provadeni klinickeho hodnoceni 
umozni regulatornim uradum pnmereny 
pristup do prostor a zafizeni Mista provadeni 
klinickeho hodnoceni a ke Zdravotnim 
zaznamiim a Studijnim datUm a udajiim, a 
poskytne opnivneni ke kopirovani 
Zdravotnich zaznamu a Studijnich data udaju. 

Misto provadeni klinickeho hodnoceni 
souhlasi, ze bude spolupracovat se zastupci 
IQVIA a Zadavatele, kteri navstivi Misto 
provadeni klinickeho hodnoceni, a Misto 
provadeni klinickeho hodnoceni souhlasi, ze 
zajisti, ze zamestnanci a zastupci Mista 
provadeni klinickeho hodnoceni nebudou 
kl<:ist jakekoli prekazky ci jakkoli jinak 
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The Site shall immediately 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, to the 
extent not prohibited by 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 Tnvesrigator 

Investigator is responsible for the conduct of 
the Study at Institution and for supervising 
any individual or party to whom the 
Investigator delegates 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 
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vytvaret nepfiznive pracovni podminky pro 
takove zastupce. 

Nevylucuji-li to pravni predpisy ci pokyn 
kontrolniho organu, Misto provacteni 
klinickeho hodnoceni neprodlene vyrozumi 
IQVIA, a v teze souvislosti IQVIA poskytne 
veskere kopie, 0 jakekoli zadosti, 
korespondenci ci komunikaci prijate ci 
zaslane jakemukoli statnimulspravnimu uradu 
ci regulatomi autorite vztahujici se ke Studii, 
zejmena vcetne zadosti 6 oznarneni 0 

kontrole prostor a zafizeni Mista v)'konu 
klinickeho hodnoceni, a Misto provadeni 
klinickeho hodnoceni umozni IQVIA a 
Zadavateli, aby se takovych kontrol z6castnili 
a mohli posoudit a pfipadne pfipominkovat 
veskerou korespondenci zasilanou takovemu 
statnimu nebo kontrolnimu uradu. Misto 
provadeni klinickeho hodnoceni vyvinc 
nezbytne usili za ucelem oddelcni, nikoli vsak 
odhaleni ci zpristupneni, veskerych 
Duvemych informaci, jejichz odhaleni ci 
zpristupneni neni v teto souvislosti 
vy:ladovano behem takovych kontrol. 

1.3.4 Pi'etrvavajici platnost. Tento odstavec 
1.3 "Zdravotni zaznamy a Studijni data a 
udaje" zustane zavazny i v pripade zaniku 
platnosti ci vyprseni platnosti teto Smlouvy. 

1.4. Povinnosti Zkousejiciho 
Zkousejici je odpovedny za provedeni Studie 
ve Zdravotnickem zarizeni a za dohled nad 
vsemi fyzickymi ci pnivnickymi osobami, 
kterym svefi povinnosti a funkce v souvislosti 
se Studii. Konkretne pak jde zejrnena ale 
nejen o povinnost Zkousejfciho zkontrolovat 
a porozumet informacim obsazenym v 
Souboru informaci pro zkousejiciho nebo 
pfipadnych dalSich pokynech od Zadavatele 
ke Studii. IQVIA nebo Zadavatel zajisti, ze 
budou opatrena vesken\ pozadovana kontrolni 
schvaleni od pnslusnych regulatomich ufadu 
a EK. Zkousejici se zavazuje, ze pfed 
zahajenim Studie oven, ze byly ziskany 
veskere souhlasy a povoleni prislusnych 
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regulatory 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 
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regulatomich ufadu a EK a ze byly 
zkontrolovany vsechny CRF tak, aby byla 
zajistena jejich presnost a uplnost. 

Pokud Zkousejici a Zdravotnicke zanzeni 
vyuzivaji k plneni povinnosti a funkci 
v souvislosti se Studii sluzby jakekoli fyzicke 
nebo pnivnicke osoby, museji zajistit, aby tyto 
fyzicke nebo pravnicke osoby byly k plneni 
pfislusnych povinnosti a funkci souvisejicich 
se Studii zpusobile, a zavest postupy 
zarucujici integritu povinnosti a funkci 
provadenych v souvislosti se Studii a 
veskerych generovanych udaju. 

Zkousejici souhlasi, ze poskytne pisemne 
prohlaseni vztahujici se k potencialnim 
zajmum Zkousejiciho ekonomicke ci jine 
povahy, ci odhali jine zajmy, je-li jich, a to v 
souvislosti s provadenim teto Studie ci ve 
vztahu k Hodnocenemu lecivu. 

Zkousejici souhlasi, ze poskytne pisemne 
prohlaseni, jez bude odhalovat zavazky 
Zkousejiciho, jsou-li nejake, a to vitci 
Zdravotnickemu zarizeni ve vztahu a v 
souvislosti s provadenim Studie a 
Hodnocenym lecivem. 

Misto provadeni klinickeho hodnoceni 
souhlasi, ze zasle predem promptni ozmimeni 
Zadavateli a IQVIA v pripade, ze Zkousejici 
ukonci pracovni pomer ve Zdravotnickem 
zarizeni ci nebude-li Zkousejici z jakehokoli 
jineho duvodu schopen provadet Studii. 
Ustanoveni noveho Zkousejiciho bude 
podlehat predchozimu schvaleni Zadavatele a 
IQVIA. Zdravotnicke zafizeni zajisti, aby 
puvodni Zkousejici nadale dodrzoval 
podminky teto Smlouvy, mj. podmin.ky 
stanovene v clanku 3 ,Duvemost'", clanku 4 
,Dusevni vlastnictvi" a clanku 5 ,Publikace". 

1.5. Nezadouci pi'ihody 
Zkousej ici oznami nezadouci pfihody a 
zavazne nezadouci prihody v souladu s 
pozadavky Protokolu a platnymi pnivnimi 
predpisy a narizenimi. Zkousejici 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, free of charge, with a sufficient 
amount of Investigational Product as 
described in the Protocol. 

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 return or destroy, at 
Sponsor's option, 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 

ze bude spolupracovat se Zadavatelem 
v souvislosti s jeho usilim vynalorenem v 
nimci kontrolniho procesu ve vztahu k 
jakekoli nezadouci prihode. Misto provadeni 
klinickeho hodnoceni bude jednat v souladu s 
oznamovacimi povinnostmi vyzadovanymi 
jeho EK. 

Zadavatel bez zbytecneho odkladu vyrozumi 
Misto v)rkonu klinickeho hodnoceni, EK a 
IQVIA, ohledne nepfizniv)rch trendu, ktere by 
podle jeho uvazeni v dobre vire mohly 
nepfiznive ovlivnit bezpecnost Subjektii 
Studie ci jejich vllli a ochotu pokracovat v 
ucasti ve Studii, mit vliv na provadeni Studie, 
ci zmenit vydane souhlasne stanovisko EK 
Mista provadeni klinickeho hodnoceni 
vztahujici se k pokracovani ve Studii. 

1.6. Pouziti a vniceni Hodnoccncho Lcciva a 
Vybaveni 
Zadavatel, ci jeho radne opravneny zastupce, 
doda beruplatne Zdravotnickemu zarizeni ~i 
Zkousejicimu dostatecne nmozstvi 
Hodnoceneho leciva dle podmfnek popsanych 
v Protokolu. 

Misto provadeni klinickeho hodnoceni bude 
pouzivat Hodnocene lecivo a jakykoli 
komparacni produkt poskytnut.Y v souvislosti 
se Studii v)rhradne pro u~ely radneho 
dokonceni Studie a bude uchovavat 
Hodnocene lecivo die pokynu Zadavatele a v 
souladu s pfislusn)'mi pravnimi predpisy, 
narizenimi a pravidly, vcetne povinnosti 
skladovat Hodnocene lecivo v uzarncenem a 
zabezpecenem prostoru, a to po celou 
predmetnou dobu. 

v navaznosti na dokonceni ci ukonceni 
Studie, Misto provadeni klinickeho hodnoceni 
vrati ci zlikviduje, a to pine die volby 
Zadavatele, Hodnocene lecivo, komparacni 
produkty a materialy,jakoz i veskere Diiveme 
informace (ve smyslu nize uvedene definice) 
pine a v)rlucne na naklady Zadavatele. 

Zdravotnicke zanzeni a Zkousejici se 
zavazuji, ze budou jednat v souladu s 
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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 
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 and 
Attachment D, 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. 
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vesker)rmi pn\vnimi pfedpisy, nafizenuru a 
pravidly upraVUJICtmt nakl<idfmi s 
Hodnocenym lecivem ci likvidaci 
Hodnoceneho Je<~iva a jakymikoli instrukcemi 
a pokyny poskytnutymi IQVIA, jez nejsou v 
rozporu s takovymi pravnimi prepisy, 
nafizenimi a pravidly. 

Pokud Zadavatel poskytne fmancni 
prostredky na vybaveni s nizkou hodnotou 
nebo na jednonizove vybaveni nebo na 
financovani pronajateho vybaveni hrazeneho 
spolecnosti IQVIA nebo dodavateli 
poverenemu Zadavatelem, aby pro 
Zdravotnicke zafizeni poiidil vybaveni, smi 
byt takove vybaveni (i) pouzivano 
Zdravotnick)'m zaiizenim pouze k provcid~ni 
Studie v souladu s Protokolem a vsemi 
pokyny dodavatele nebo vyrobce vybaveni; 
a (ii) po dokonceni Studie bude 
(a) Zdravotnick)'m zafizenim zlikvidovano 
nebo zniceno podle platnych pnivnich 
pfedpisu, mj. vsech mezinarodnich 
a vnitrostatnich pnivnich predpist'l 0 zivotnim 
prostfedi, ktere se na takovou likvidaci nebo 
zniceni vztahuji, nebo (b) v pfipade 
pronajateho vybaveni vnkeno dodavateli 
podle jeho pokynu .. 

2. PLATBY 

V souvislosti s radnym plnenim Studie 
Mistem provadeni klinickeho hodnoceni, a to 
v souladu s podminkami a ustanovenimi teto 
Smlouvy, budou poskytovany platby die 
podminek a ustanoveni definovanych v 
Pfiloze A a v priloze D, pficem:Z posledni 
platba bude uskutecnena pote, co Misto 
provadeni klinickeho hodnoceni splni a 
dokonci veskere zavazky, jez mu vyplyvaji z 
teto Smlouvy, napi'. zodpovezenf vsech dotazu 
k formulafum CRF, a IQVIA obddi veskere 
rcidne vyplnene CRF a Misto provadeni 
klinickeho hodnoceni podle uvazeni 
Zadavatele vrati nebo znici veskere dalSi 
Duveme informace (ve smyslu nize uvedene 
definice). 
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The estimated value of financial payment 
under this Agreement shall be 
approximately CZK 676 812,88. 

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 
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 m 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: 

1. 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 
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Pfedpokhidana hodnota fmancniho plneni dle 
teto Smlouvy cini pfiblizne 676 812,88Kc. 

3. DUVERNY REZIM 

3.1 Definicc 
"Duveme informace" budou vykladany jako 
informace duverne nebo chranene povahy 
nalezejici Zadavateli, pficemz budou 
zahmovat mj. (i) veskere informace, jez byly 
Zdravotnickemu zafizeni, Zkousejicimu ci 
kteremukoli clenu personalu Zdravotnickeho 
zarizeni, poskytnuty, odhaleny, zpristupneny 
ci sdeleny Zadavatelem ci jeho jmenem, 
zejmena vcetne infonnaci o Hodnocenem 
lecivu, technickych informaci vztahujicich se 
k Hodnocenemu lecivu, veskere Existujfcl 
dusevni vlastnictvi (ve smyslu definice 
uvedene v Clanku 4) Zadavatele, a Protokol; 
(ii) infom1ace vztahujici se k procesu 
zafazovanf do Studie, informace vztahujici se 
k aktualnimu stavu Studie, komunikace vilci a 
od regulatomich uradu, informace vztahujici 
se k aktualnimu stavu Hodnoceneho leciva na 
regulatomi urovni a Studijnich dat a udaju, a 
dale k Objevum (ve smyslu definice uvedene 
v Climku 4); (iii) veskere informace 
vytvorene, vypracovane nebo vyvinute 
v souvislosti s touto Smlouvou nebo se Studii 
a (iv) souhmne udaje, v)'sledky a zpravy 
o Studii ze vsech pracovist' provadejicich 
Studii. 

Pojem Duvcme informacc nezahrnuje 
informace, u nichz muze Misto provadeni 
klinickel10 hodnoceni pisemne dolozit, ze: 

1. jsou nebo byly verejne zname pred 
oka.mZikem ci po okamziku jejich 
odhaleni, zpfistupneni ci sdeleni ze 
strany Zadavatele, aniz by tim doslo k 
jakemukoli protipravnimu jedmini ci 
opominuti pricitatelnemu Zkousejicimu, 
Zdravotnickemu zarizeni ci jakemukoli 
jejich zamestnanci; 

n. uz byly v dispozici Zkousejiciho, 
Zdravotnickeho zafizeni ci jineho 
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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 

tv. 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: 

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

11. advise all Study Staff who receive 
Confidential Information of the 
confidential nature of such information; 

Czech Republic - Clinical Trial Agreement - Fakultni nemocnice Olomouc 

Exclixis - XL092-304 
4877-6298-8674, v. 4_final clean_091 123 

zamestnance Zdravotnickeho zarizeni 
pfed jejich zvefejnenim, sdelenim ci 
zpfistupnenim ze strany Zadavatele, a 
byly ziskany ze zdroju odlisnych od 
Zadavatele, pficemz tyto nebyly vazany 
povinnosti duvemosti viici Zadavateli; 

iii.byly vyvinuty nezavisle Zkousejicim, 
Zdravotnick)rm zafizenim ci jakymkoli 
jej ich zamestnancem bez odkazu na 
Zadavatelovy Duveme informace nebo 
spolehani se na ne; nebo 

iv.jejich odhaleni, zpfistupneni ci sdeleni lze 
provest na zaklade pisemneho svoleni 
Zadavatele. 

3.2 Povinnosti 
Misto provadeni klinickeho hodnoceni a 
zamestnanci Zdravotnickeho zanzeni, a to 
vcetne Studijniho personalu, nebudou 
1. vyuzivat Duveme informace pro 

jakykoli jiny ucel, nezli je provadeni 
Studie, nebo 

11. odhalovat, zpfistupiiovat ci sdelovat 
Duverne informace jakekoli tfeti strane, 
s v)rjimkou opravneni povoleneho v 
tomto Clanku 3. nebo Clfmku 5 "Prava 
na zvefejneni", nebo povinnosti ulozene 
platnym zakonem Cl jak)rrnkoli 
regulatornim ufadem nebo na zaklade 
pisemneho svoleni Zadavatele nebo 
spolecnosti IQVIA. 

Za ucelem ochrany Duvernych informaci, 
Misto provadeni klinickeho hodnoceni 
souhlasi, ze: 

1. omezi distribuci Duvernych infonnaci 
pouze viici tern clenum Studijniho 
personalu, ktefi takove skutecnosti 
potrebuji znat v souvislosti s provadenim 
Studie; 

ii. bude informovat vsechny cleny Studijniho 
persomilu, kter)rm budou Duverne 
informace odhaleny, zpfistupneny ci 
sdeleny, o duverne povaze takov)rch 
in formaci; 
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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 m this 
Agreement. 

Nothing herein shall limit the right of Site to 
disclose Study Data as permitted by and 
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, 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 
Coli., 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. 
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Ill. pnJme nezbytmi opatreni za ucelem 
ochrany Duvernych informaci pred jejich 
odhalenim ci zpfistupnenim; a 

iv. zajisti, aby vsichni prijemci Duvernych 
informaci, napf. Studijni personal, byli 
pravne vazani povinnostmi mlcenlivosti 
ve stejnem rozsabu jako podle teto 
Smlouvy. 

Zadne ze shora uvedenych ustanoveni 
neomezuje opnivneni Mista provadeni 
klinickeho hodnoceni odhalit, zpnstupnit, 
zverejnit ci sdelit Studijni data a udaje v 
povolcncm rozsahu a v souladu s ttpravou 
uvedenou v Clanku 5 "Prava na zvefejnenf'. 

3.3 Zakonem ulozene odhaleni 
V pfipade, ze Zdravotnicke zafizeni ci 
Zkousejici obddi oznamcni ~i vyzvu od 
soudu, tribumilu nebo jineho statniho ufadu, 
ktera bude pozadovat odhaleni, sdeleni Ci 
zpfistupneni jakekoli Duverne informace, 
pfijemce takove vyzvy Zadavateli takovou 
skutecnost pied sdelenim informaci 
ncprodlene oznami, aby mel Zadavatel 
mofuost uplatnit predbe:lnetochranne 
opatfeni ci jak}'koli jiny vhodny ochranny ci 
napravny prostfedek. v pfipade, :Ze takove 
pfedbezne/ochranne opatreni ci jiny vhodny 
ochranny ci napravny prostfedek neni vydan 
ci dosazen, pfijemce vyzvy poskytne pouze 
takovou cast Duvemych informaci, a to v 
rozsahu, v jakem je jejich odhaleni, sdeleni ci 
zpristupneni pozadovano, pfi~ernZ bude 
vyzadovat uplatiiov{mi duvemeho rezimu ve 
vztahu k temto Duvemym informacim. 

Spolecnost IQVIA a Zadavatel berou na 
vedomi, ze Poskytovatel jakozto statni 
pfispevkova organizace je statutarni 
organizaci ve smyslu zakona 340/2015 Sb., 
o registru smluv, v platnem zneni, a bez 
ohledu na vyse uvedene, Zdravotnicke 
zarizeni, Zadavatel a IQVIA timto berou na 
vedomi, ze tato smlouva bude zvefejnena 
v souladu se zak. c. 340/2015, o registru 
smluv. Strany se dohodly, ze za zvefejneni 
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340/2015 Sb., 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, Attaclunent A 
- Budget and payment schedule, Attachment 
D - Financial Calculation the minimum 
enrollment 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 redacted version of this 
Agreement intended for publication is 
attached hereto as Attachment C. The 
Institution is obliged to publish this 
Agreement in accordance with the article 
referenced herein above. The Institution 
undertakes to inform IQVIA of the 
publication of the Agreement in the 
Agreements Register, pursuant to this 
Article, at its request, by e-mail to: 
registrsmluv@iqvia Should the Institution 
fail to publish this Agreement within fifteen 
( 15) working days from the last signature 
date, it may be published by the Sponsor or 
IQVIA. 
3.4 Return or Destmction 
Upon termination ofthis 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 
This Section 3 "Confidentiality" shall 
survive termination or expiration of this 
Agreement for ten (10) years. 

Czech Republic · Clinical Trial Agreement - Fakultni nemocnice Olomouc 
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upravene verze Smlouvy odpovida 
Zdravotnicke zarizeni. Takovemuto 
zvefejneni nepodlehaji ty i1daje, ktere tvori 
obchodni tajemstvi nebo duverne informace 
nektere ze smluvnich stran . Dle teto Srnlouvy 
se takovymi duvernymi informacemi rozumi 
zejmena Priloha A - Rozpo~et a platebni 
pfehled, Pfiloha D - Financni kalkulace, 
minirna!ni cilov)' pocet zafazeni, ocekavany 
zafazeny po~et subjekru a ocekavana delka 
trvani Studie. Dale nebudou takovemuto 
zverejneni podlehat osobni udaje fyzickych 
osob, ledaze jsou jiz zverejneny v jinem 
vefejne pfistupnem registru. Upravena verze 
teto Smlouvy urcena ke zverejneni je 
pripojena k teto smlouve jako pfiloha C. Za 
zverejneni srnlouvy dle pfedchoziho odstavce 
odpovida Zdravotnicke zafizeni. 
Zdravotnicke zarizeni se zavazuje o 
uvefejneni Smlouvy dle tohoto clanku 
inforn10vat spolecnost IQVIA, na jeji zadost, 
e-mailem na: registrsmluv@iqvia. Neni-li 
srnlouva Zdravotnickym zarizenim 
zvefejnena ve lhute patnacti ( 15) pracovnich 
dni od data posledniho podpisu, j sou k jejimu 
zverejneni opnivneni IQVIA ci Zadavatel. 

3.4 Vraceni ci likvidace 
V navaznosti na ukonceni platnosti teto 
Srnlouvy ci v kterykoli drivejsi okamzik na 
zaklade pisemneho pozadavku Zadavatele, 
Misto provadeni klinickeho hodnoceni 
Zadavateli vrati, pfipadne dle pozadavku 
Zadavatele zlikviduje, veskere Duverne 
informace, odlisne od Studijnich dat a udaju. 

3.5 Pretrvavajici platnost 
Tento Clanek 3 "Duverny rezim" zUstane v 
platnosti i v pnpade ukonceni platnosti ci pfi 
vyprseni platnosti teto Smlouvy, a to po dobu 
deseti (1 0) let. 
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4. INTELJ~ECTUAL 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 r ights 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, 
and shall cause Study Staff and its 
personnel to, disclose all Inventions 
promptly and fully to Sponsor in 
writing, and Investigator and Institution, 
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4. DUSEVNi VLASTNICTvi 

4.1 Existuiici dusevni vlastnic tvi 
Vlastnictvi vsech objevii, vymile.zU, 
autorskych del a jinych vyslcdkU dusevni 
cinnosti, jez existuji k Datu ucinnosti , a 
dale ve~kere patenty, autorska pn1va, 
obchodni taj emstvi a da!Si pciva k 
objektUm dusevniho vlastnictvi, s timto 
souvisej ici (spolecne dale jen, "Existujici 
du§evnf vlastnictvi"), neni jakkoli 
dotceno touto Smlouvou, a jakakoli Strana 
ci Zadavatel nemaji naroky viici ci prava k 
jakemukoli predmetu Existujiciho 
dusevniho vlastnictvi jineho, neni-li tak 
v}'slovne pisemne ujednano v jakekoli 
pisemne dohode mezi Stranami uzavfene. 
Zadavatel touto Smlouvou neprevadi na 
Zdravotnicke zarizeni zadna sva patentova 
a autorska pniva ani zadna jina prava 
k dusevnimu vlastnictvi. 

4.2. Objevy 
Pojem "Objevy" znamena pro ucely teto 
Smlouvy veskere objevy, vynalezy a 
pfedmety v}'voje, j ez byly vyvinuty, 
uvedeny poprve do praxe ci jakkoli jinak 
vynalezeny ci rozvinuty Mistem 
provadeni klinickeho hodnoceni, 
Studijnim personalem nebo 
zamestnancem Zdravotnickeho zafizenf 
(i) pri provadeni Stt1die; (ii) ktere obsahuj i 
nebo vyuzivaji Duverne informace nebo 
(iii) ktere jsou vyrobeny za pouziti 
Hodnoceneho piipravku ncbo jakychkoli 
jinych materialu poskytnutych 
Zadavatelem, v kazdem pfipade spolecne 
s veskezymi pnivy k dusevnimu 
vlastnictvi, ktera se k nim vztahuji. 
Zadavatel bude v}'hradnim vlastnikem 
vesker)'ch Objevii. 

4 .3. Prevod pn1v k Objevtim 
Zkousejici se zavazuje, ze odhali, 
zpfistupni ci sdeli a dale zaj isti, ze Studijni 
personal a jeho zamestnanci odhali, 
zpfistupni ci sdeli veskere Objevy, a to 
neprodlene a pine Zadavateli v pisemne 
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5. 

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 m 
Inventions. 

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. 

4.5. Survival 
This Section 4 "Intellectual Property" 
shall survive termination or expiration 
of this Agreement. 

PUBLICATION RIGHTS 

5.l.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 
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5. 

forme, a Zkousejici a Zdravotnicke 
zarizeni, jmenem svym a jmenem a v 
zastoupeni Studijniho persomllu a svych 
zamestnancu, timto prevadi na Zadavatele 
veskeni sva pniva, miroky a zajmy k 
Objevum, vcetne vsech patentu, 
autorskych del a jinych prav dusevniho 
vlastnictvi k tomuto se vztahujidm, jakoz 
i veskeni prava procesni povahy a naroky 
na mihrady skod a uzitky,jezjiz vznikly v 
dusledk:u minuleho ci soucasneho 
poruseni shora uvedenych prav. 
Zkousejici a Zdravotnicke zafizeni se 
zavazuji, ze budou n{llezite spolupracovat 
a poskytnou Zadavateli soucinnost pfi 
vyhotoveni a uzavreni, a zajisti, ze 
Studijni personal a jejich zamestnanci 
vyhotovi a uzavrou, veskere dokumenty 
duvodne Zadavatelem po:ladovane za 
ucelem ochrany a zajisteni vlastnickych 
pniv Zadavatele k Objevum. 

4.4. Patentove i'izeni 
Misto provadeni klinickeho hodnoceni se 
zavazuje, ze bude spolupracovat a 
poskytne soucinnost, a to v navaznosti na 
vyzvu Zadavatele a na jeho phmerene 
naklady a s jeho ucasti, v souvislosti s 
pripravou, podanim, vedenim patentoveho 
rizeni a udrzovanim veskecych 
patentovych pnhlasek a patenru pro 
veskere Objevy. 

4.5. Pretrvavajlci platnost 
Tento Clanek 4 "Dusevni vlastnictvi" 
ziistane v platnosti i v plipade ukonceni 
platnosti ci pri vyprseni platnosti teto 
Smlouvy. 

PRA. VA NA ZVEREJNENi 

5.1. Publikovani a zpiistupneni 
Zdravotnicke zafizeni a Zkousejici budou 
opnivneni publikovat a prezentovat 
vysledky chmosti Zdravotnickeho 
zafizeni a Zkousejiciho tykajici se Studie, 
jezje provadena na zaklade teto Smlouvy, 
a to vcetne Studijnich data udaju, v}'lucne 
v souladu s pozadavky stanovenymi v 
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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. 

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 
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tomto Clanku 5. Zdravotnicke zanzeni a 
Zkousejici souhlasi, ze Zadavateli 
pfedlozi jakoukoli navrhovanou publikaci 
a prezentaci pro ucely jejich kontroly ve 
lhute alespon tficeti (30) dnu pred 
predlozenim jakt~koli takove publikace 
prislusnemu vydavateli ci pred jejich 
navrhovanou prezentaci. Ve lhute tnceti 
(30) dnu od jejich pfijeti, Zadavatel se 
pisemne vyjcidH Zdravotnickemu zafizeni 
a/nebo Zkousejicimu, vzdy die podminek 
konkretniho pfipadu, ve vztahu k jakekoli 
informaci obsazene v takov}'ch 
materialech, jez pfedstavuje Duvemou 
informaci (odlisnou od Studijnich dat a 
udaju) nebo jez muze predstavovat 
pfekazku moznosti dosazeni patentove 
ochrany pnslusneho Objevu. Zadavatel 
bude opravnen pozadovat vuci 
Zdravotnickemu zarizeni a/nebo 
Zadavateli, vZdy die podminek 
konkretniho pripadu, odstraneni 
definovanych informaci oznacenych jako 
DUveme infom1ace (jez j sou odlisne od 
Studijnich dat a udaju) a!nebo poiadovat 
odlo:leni navrhovane publikace ct 
prezentace po dobu dodatecnych sedesati 
(60) dnu, aby umoznil Zadavateli 
uplatneni patentove ochrany ve vztahu k 
takovemu ObjeVtt. 

5.2. Multicentrickc publikovani 
Je-li tato Studie multicentrickou studii, 
Zdravotnicke zarizeni a Zkousejici timto 
souhlasi, ze bez predchoziho pisenmeho 
souhiasu Zadavatele nebudou nezavisle 
publikovat, prezentovat ci jakkoli jinak 
odhalovat, zvefejnovat, sdeiovat ci 
zpristupnovat jakekoli v}'sledky Studie 
nebo informace vztahujici se k cinnostem 
Zdravotnickeho zafizeni a Zkousejiciho, 
j ez jsou provadeny na zaklade teto 
Smlouvy, a to az do doby, nez dojde ke 
zverejneni multicentricke publikace; to 
vsak za podminky, ze nedojde-li k 
multicentrickemu zvefejneni nejpozdeji 
do osmnacti ( 18) m~sicu od okamziku 
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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 5.1 or Section 5.2 
("Unpublished Data") remains within 
the defmition 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, 
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 
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dokonceni Studie a uzavreni databaze ve 
vsech vyzkumnycb centrech ct k 
jakemukoli dfivejsimu ukonceni platnosti 
ct predcasnemu ukonceni Studie, 
Zdravotnicke zafizeni a Zkousejici budou 
opnivneni publikovat a prezentovat 
rysledky cinnosti Zdravotnickeho 
zarizeni a Zkousejiciho, jez je provadena 
na zaklade teto Smlouvy, a to vcetne 
Studijnich data udaju, vyhradne v souladu 
s podminkami stanovenymi v tomto 
odstavci 5.3. 

5.3. Duvemost nepublikovanvch t'1daji't 

Zdravotnicke zarizeni a Zkousejici timto 
berou na vedomi a souhlasi, ze Studijni 
data a udaje, jez nebyly publikovany, 
prezentovany ci jakkoli jinak odhaleny, 
zverejneny, zprisntpneny ci sdeleny na 
zaklade upravy stanovene v odstavci 5.1 
nebo 5.2 ("Nepublikovane udaje"), 
ziistanou zahrnuty do nimce defmice 
Duvemych informaci, a Zdravotnicke 
zafizeni a Zkousejici se zavazuji, ze 
neodhali, nezverejni, nezpristupni ci 
nesdeli a zavazou sve zamestnance ve 
shodnem rozsahu v teto souvislosti, 
jakekoli Nepublikovane udaje jakekoli 
treti strane ci nezverejni jakakoli Studijni 
data ci udaje jakekoli treti strane, a to v 
rozsahu vetsim, nezli v jakem mohou bYt 
odhaleny, zverejneny, zpi'istupneny Ci 
sdeleny v jakekoli publikaci, prezentaci ci 
jinem odhaleni na zaklade odstavce 5.1 
nebo 5.2. 

5.4. Kontakty s medii 
Zdravotnicke zarizeni a Zkousejici 
nebudou, a zajisti, ze zamestnanci 
Zdravotnickeho zanzeni nebudou, 
poskytovat jakekoli rozhovory ci jine 
formy kontaktii s medii, zejmena vcetne 
vydavatelstvi novin, provozovateli 
radioveho vysih1ni, provozovateli 
televizniho vysilfmi a spolecnostmi 
pusobicimi na intemetu, a to v souvislosti 
se Studii, lecivem, Objevy 
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or presentation of Study Data m 
accordance with this section 5. 

5.5. Use of Name. Registry 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. To the 
extent required by applicable law, the 
Institution may acknowledge the 
existence of this Agreement and may 
disclose the Protocol title and name of 
the Study Sponsor as the source of 
funding for the Study. 
The Institution reserves the right to 
publish the name of the Sponsor and the 
protocol number on its website without 
prior approval from Sponsor if this is 
required by the Institution's regulations. 
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nebo Studijnimi daty a udaji bez 
predchoziho pisemneho svoleni 
Zadavatele. Toto ustanoveni nebrani 
moznosti publikovat ci prezentovat 
Studijni data a udaje v souladu s timto 
Clankem. 

5.5. Pouziti nazvu ci jmena. registrace a 
oznamoyani 
Zactna strana teto Smlouvy neni 
opravnena pouzit jmena ci nazvu jine 
Strany, nazvu Zadavatele, a to 
v souvislosti s jakoukoli reklamni 
cinnosti, k publikacnim ci marketingorym 
ucelum bez predchoziho pisemneho 
svoleni, s v}'jimkou pripadu, kdy 
Zadavatel a IQVIA budou opnivneni 
pouzit nazvu Mista provadeni klinickeho 
hodnoceni v souvislosti s publikacemi 
cykajicimi se Studie a v nimci 
komunikace, vcetne webovych stranek 
venovanych kliniccym hodnocenim a pro 
ucely newsletteru vydavanych 
v souvislosti se Studii, a v rozsahu 
pfimerene nezbytnem pro: (a) predkladani 
dokumenru kontrolnim uradum, 
(b) vedeni nebo obhajobu soudnich sporu 
a (c) dodrZovani platnych pnivnich 
predpisu. Zadavatel bude Studii 
registrovat v souladu s prislusnymi 
pravnimi predpisy a nafizenimi a bude 
oznamovat vysledky Studie verejne tehdy 
a v rozsahu ulozenem prislusnymi 
pravnimi pfcdpisy a nafizenimi. V rozsahu 
pozadovanem pfislusnymi pravnum 
predpisy muze Zdravotnicke zafizeni 
informovat o uzavfeni teto Smlouvy a 
zverejnit mizev protokolu a Jmeno 
Zadavatele, jako zdroje fmancovani 
Studie. V souladu se srym vniti'nim 
pfepisem a prislusnymi pravnimi predpisy 
si Zdravotnicke zafizeni vyhrazuje pravo 
uvest jmeno Zadavatele a cislo Protokolu 
na srych weborych stra.nkach bez 
pfedchoziho souhlasu Zadavatele. 
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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, in 
particular Regulation (EU) 2016/679 of the 
European Parliament and of the Council of 
27 April 20 16 on the protection of natural 
persons with regard to the processing of 
personal data and on the free movement of 
such data, and repealing Directive 95/46/EC 
(General Data Protection Regulation) 
("GDPR"). 

The Parries agree that the processing of 
personal data outside of the EU territory shall 
be in strict compliance with GDPR and EU 
Commission Decision 2016/1250. 

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. 

• Institution owns and shall be 
responsible for source 
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5.6. Pfetrvavajici platnost 
Tento Clanek 5 "Prava na zverejneni" 
zilstane v platnosti i v pripade ukonceni 
platnosti ci pfi vypr8eni platnosti teto 
Smlouvy. 

6. 0SOBN1 0DAJE 

Misto provadeni klinickeho hodnoceni a IQVIA 
se zavazuji dodrzovat veskere prislusne pnivni 
predpisy 0 soukromi udajii a ochrane udajii pfi 
zpracovavani osobnich udaju tak, jak jsou 
definovany v techto prislusnych pravnich 
predpisech 0 soukromi udaju a ochrane udajii, 
konkretne Nafizeni Evropskeho parlamentu a 
Rady (EU) 2016/679 ze dne 27. dubna 2016 o 
ochrane fyzickych osob v souvislosti se 
zpracovanim osobnich udajii a o volnem 
pohybu techto udaju a 0 zruseni smernice 
95/46/ES (obecne nanzeni o ochrane osobnich 
udajii) (, GDPR"). 

Vsechny Strany souhlasi, ze v pfipade 
nakladani s osobnimi udaji mimo uzemi EU, 
budou postupovat v prisnem souladu zejmena s 
GDPR, resp. provadecim rozhodnutim Komise 
EU 2016/1250. 

Strany se dohodly, ze budou dodciovat sve 
povinnosti vyzadovane platnymi pravnimi 
pfedpisy o ochran~ soukromi a osobnich udaju, 
napr. platnymi ustanovenimi narizeni GDPR, 
a zc budou pouzivat vhodm\ technicka 
a organizacni opatreni pro zpracovam, 
integritu, duv~most a zabezpeceni osobnich 
udaju a Studijnich dat. Strany se zavazuji 
dodrzovat aktualni verzi standardnich 
smluvnich dolozek pro predavani udaju podle 
tzv. modulu 4: Od zpracovatele spravci, ktery 
se odkazem na nej stava nedilnou soucasti teto 
Smlouvy. 

• Zdravotnicke zarizeni je 
vlastnikem zdrojov)rch dokumenru 

Page ZZ of87 



documents (as defined by ICH 
GCP). 

• 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, protocol, biological 
samples and will also act as the 
data Controller for all personal 
data of Study Subjects required 
in the CRF, including the 
personal data of the Investigator 
and Study Team; 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 
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 
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 
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(viz definice smemice GCP ICH) 
a odpovida za ne. 

• Zadavatel je spravcem veskerych 
Studijnich dat (definice viz v)'se) 
a odpovida za ne. 

• Zadavatel bude spravcem udaju ve 
vztahu ke Studijnim datUm, 
protokolu, biologick}m vzorkUm a 
bude take pusobit jako spravce 
vsech osobnich udaju Subjektu 
studie pozadovanych v CRF, 
vcetne osobnich ttdaju 
Zkousejiclho a Studijniho cymu. 
Zdravotnicke zailzeni a Studijni 
tYm budou zpracovateli udaju 
cykajicich se provadeni Studie ve 
Zdravotnickem zarizeni a budou 
jednat v souladu s pisemnymi 
pokyny od Zadavatele 
a spolecnosti IQVIA. Spolecnost 
IQVIA jedna jako zpracovatel 
udajii pri plneni povinnosti 
cykajicich se rizeni a monitorov{mi 
klinickeho hodnoceni. 

Zdravotnicke zarizeni poskytne Zadavateli 
a/nebo spolecnosti IQVIA veskere informace 
nezbytne k dolozeni a overeni plneni 
zavazkii. 

7, PO$KOZENi ZDRAYf SUBJEKTU STUDIE, 
POJISTENi A ODPOVEDNOST 

Zadavatel prohlasuje a potvrzuje, ze v 
souladu s ust. § 58 odst. 2 zak.ona c. 
378/2007 Sb., o lecivech, v platnem zneni, 
zajisti pojisteni klinickeho hodnoceni. 
Pojisteni uzavrene Zadavatelem 
nezbavuje Zdravotnicke zafizeni 
a Zkousejiciho odpovednosti viici 
Zadavateli za nedbalost a umyslne 
pochybeni nebo za nedodi"Zeni podminek 
Smlouvy, Protokolu nebo platnych 
pnivnich predpisii a nanzeni vztahujicich 
se na Studii ze strany Zdravotnickt~ho 
zarizeni nebo Zkousejiciho. Misto 
provadeni klinickeho hodnoceni 
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represents and warrants that it possesses 
insurance or otherwise sufficient 
financial resources to meet its 
obligations under this Agreement and 
under applicable law. 

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 willful 
misconduct by Institution, 
Investigator or any of their respective 
personnel; 
c)a failure of the Study Subject to 
follow the reasonable instructions of 
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prohlasuje a zarucuJe se, ze uzavielo 
poji§teni nebo majine dostatecne financni 
zdroje k plneni svych zavazkU z teto 
Smlouvy a podle platnych pravnich 
pfedpisu. 

Misto provadeni klinickeho hodnoceni je 
povinno neprodlene pisernne vyrozumet 
IQVIA a Zadavatele o jakemk.ali naroku 
vztahujicimu se k onemocneni ci tljme na 
zdravi, k nimz skutecne ci udaj ne doslo v 
souvislosti s nezadouci reakci na 
Hodnocene h~civo a zavazuje se plne 
spolupracovat se Zadavatelem pri reseni 
nezadouci udalosti. 

Zadavatel uhradi Zdravotnickemu 
zarizeni pfime, pfimerene a nezbytne 
zdravotni v}'daje, ktere vznikly 
Zdravotnickemu zarizeni v souvislosti s 
lecbou jakychkoli nezadoucich udalosti, 
napr. onemocneni ncbo ujmy na zdravi, 
zpusobenych radnym podavanim 
Hodnoceneho pripravku nebo provedenim 
Ukonu vy:Zadovaneho Protokolem v 
souladu s Protokolem, s v}'jirnkou 
pripadu, kdy takova nezadouci udalost, 
nemoc nebo ujma na zdravi je zpiisobeno: 

a) pochybenim Zdravotnickeho 
zarizeni, Zkousejiciho nebo 
jakehokoliv jejich zam~stnance jednat 
v souladu s touto Smlouvou, 
Protokolem, jakoukoliv pisemnou 
instrukci Zadavatele t}'kajici se 
Studie, nebo jakehokoliv platneho 
zakona nebo provadeciho predpisu 
nebo postupu, vcetne GCP. vydanem 
jakoukoliv regulacni autoritou, 

b) nedbalosti nebo umyslnym 
nespnivnym jednanim 
Zdravotnickeho zafizeni, Zkousejicim 
nebo jakyrnkoliv jejich zastupcem, 
c) porusenim povinnosti Studijnim 
Subjektem jednat v souladu 
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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 

(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: 

a) The injury of the Study Subject 
(including death) has been caused by the 
willful 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; 

b) 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. 
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s duvodnymi pokyny Zkousejiciho 
cykajicich se pozadavkU Studie, 

d) pi'irozenou progresi zakladniho, jiz 
existujiciho zdravotniho stavu nebo 
onemocneni Subjektu studie nebo 

e) nedostatecnou uCinnosti nebo 
terapeutickYm prinosem 
Hodnoceneho pripravku. 

v souladu s ustanovenimi tohoto chinku 7 
nebude odpovednost Zadavatele 
odskodnit Zdravotnicke zafizeni die 
tohoto ustanoveni limitovana castkou 
splatnou die jakehokoliv pojisteni 
uzavreneho Zadavatelem, ale bude se 
vztahovat na celou castku skutecne skody 
Zdravotnickeho zanzeni ve vysi naroku 
Subjektu Studie nebo naroku jeho 
zakonneho zastupce uspesne uplatneneho 
die ceskeho pnflvniho radu. 

Narok Zdravotnickeho zafizeni na 
nahradu skody die predchoziho 
ustanoveni nevznika, jestlize: 

a) poskozeni zdravi (vcetne smrti) Subjektu 
Studie bylo zpusobeno umyslne, 
nedbalosti, lehkomyslnosti, protipnivnim 
jednanim nebo nesplnenim povinnosti 
stanovene Zdravotnickemu zanzeni ci 
Zkousejicimu pravnim predpisem nebo v 
teto Smlouve, vcetne vsech jejich pfiloh, 
nebo pochybenim Zdravotnickeho 
zafizeni, Zkousejiciho nebo elena 
Studijniho personalu pn provadeni Studie 
v souladu s Protokolem, touto Srnlouvou, 
pisemnymi pokyny Zadavatele nebo 
platnymi pravnimi predpisy; 

b) Zdravotnickeho zarizeni do dvaceti (20) 
pracovnich dnu ode dne, kdy se 
dozvedela, ze byl wei ni uplatnen narok 
na nahradu skody, neoznamila tuto 
skutecnost pisemne Zadavateli. Oznameni 
musi byr odeslano doporucenou postou 
Zadavateli. 
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c) Upon Sponsor's request the Institution 
has not made possible for the Sponsor to 
take a part in out of court negotiations 
concerning the claim which may result 
in a legal suit at law; 

d) 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 DJSCLAlME R 

9. 

IQVIA expressly disclaims any liability 
in connection with the Tnvestigational 
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 i~ 
caused by the negligence, willful 
misconduct or breach of this Agreement 
byiQVIA. 

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

INDEMNIFICATION AND INSURANCE 
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c) na zadost Zadavatele mu Zdravotnicke 
zarizeni neumoznila ttcastnit se 
mimosoudniho vyjednavfmi o vznesenem 
naroku nebo m1sledneho soudniho rizeni ; 

d) Zdravotnicke zafizeni uznalo vzneseny 
narok, amz by obdr:Zela predchozi 
pisernny souhlas Zadavatele. 

Zdravotnicke zarizeni je a zustava 
odpovedne za veskere Ztnity vznikle 
v dusledku nedbalostniho, lehkomyslneho 
nebo umyslneho jednani nebo opomenuti 
Zdravotnickeho zafizeni, Zkousejiciho nebo 
Studijniho persomilu, v dusledku poruseni 
povinnosti vypl}'vajicich z teto Smlouvy ze 
strany Zdravotnickeho zanzeni, 
Zkousejiciho nebo Studijniho personalu nebo 
v dusledku toho, ze Zdravotnicke zafizeni, 
Zkousejici nebo Studijni personal 
neprovadeji Studii v souladu s Protokolem, 
touto Smlouvou, pisemnytru pokyny 
Zadavatele nebo platnymi pravnimi pfedpisy. 

8. 0DMiTNUTi ODPOVEDNOST I lQVlA 

9. 

IQVIA timto vyslovne odmita jakoukoli 
odpovednost v souvislosti s Hodnocenym 
lecivem, vcetne jakekoliv odpovednosti 
za jakekoliv naroky vypl}'vajici 
z okolnosti zpusobene nebo domnele 
zpusobene jakymkoliv Studijnim 
postupem spojenym s takovym lecivem 
vyjma rozsahu, v j akem je takova 
odpovednost zapficinena nedbalosti, 
umyslnym protipn'lvnim jedminim nebo 
porusenim teto Smlouvy ze strany IQVIA. 

Tento Clanek 8 "Odmitnuti odpovednosti 
IQVIA" rustane v platnosti i po ukonceni 
nebo uplynuti doby trvani teto Smlouvy. 

0DSKODNENJ A PO.Jt~TENi. 
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Sponsor shall indemnify, defend, and hold Zadavatel se zavazuje, ze Zdravotnicke zai'izeni, 
harmless Institution, Investigator, and Study Zkousejiciho a Studijni cym (dale souhrnne 
Staff (collectively, "Site lndemnitees") from ,Odskodnovane osoby Mista provadeni 
and against any and all losses, liabilities, klinickeho hodnoceni") odskodni, bude je hajit 
damages, expenses, and costs, including a zbavi je odpovednosti v souvislosti se ztnitami, 
without limitation reasonable attorney's fees zavazky, skodami, v)'daji a miklady, vcetne 
(collectively, "Losses"}, in connection with any primerenych v)'daju na pravni zastoupeni (dale 
third-party claims or lawsuits incurred by Site spolecne ,Ztraty") souvisejicimi s jakymikoli 
Indernnitees as a result of bodily injury, naroky tretich stran nebo soudnimi spory, ktere 
including death, caused by or resulting from the Odskodnovanym osobam Mista provadeni 
performance ofthe Study in accordance with the klinickeho hodnoceni vzniknou v dusledku ujmy 
Protocol and this Agreement; or the negligence, na zdravi, vcetne urnrti, zpusobene provadenim 
recklessness, or willful misconduct of any Studie v souladu s Protokolem a touto Smlouvou 
Sponsor Indemnitee (as defined below); nebo v dusledku jejiho provadeni, nebo 
provided, however, that Sponsor shall not be nedbalosti, lehkomyslnosti nebo umyslnym 
obligated to indemnify, defend, or hold jednanim Odskodnovane osoby Zadavatele 
harmless Site lndemnitees to the extent that (definice viz nize), avsak s tim, ze Zadavatel neni 
Losses arise from the negligence, recklessness, povinen Odskodiiovane osoby Zdravotnickeho 
or willful misconduct of any Site Indemnitee; a zarizeni odskodnit, hajit je nebo je zbavit 
breach by any Site Indemnitee of its obligations odpovednosti v pfipade Ztrat, ktere vzniknou 
under this Agreement; or a failure by any Site v dusledku nedbalosti, lehkomyslnosti nebo 
Indemnitee to conduct the Study in accordance umyslneho jednani Odskodiiovanych osob 
with the Protocol, this Agreement, Sponsor's Zdravotnickeho zaiizeni, porusenim povinnosti 
written instructions, or applicable law. vyplyvajicich z teto Smlouvy ze strany 

Odskodiiovanych osob Zdravotnickeho zanzeni 
nebo tim, ze Odskodnovane osoby 
Zdravotnickeho zafizeni neprovadeji Studii 
v souladu s Protokolem, touto Smlouvou, 
pisemnymi pokyny Zadavatele nebo platnymi 
pravnimi predpisy. 

Site shall indemnify, defend, and hold harmless Misto provadeni klinickeho hodnoceni se 
Sponsor and its affiliates, employees, and zavazuje, ze Zadavatele a jeho pndruzene 
agents (collectively, the "Sponsor spolecnosti, zamestnance a zastupce (dale 
Indemnitees") from and against any and all souhrnne ,Odskodiiovane osoby Zadavatele") 
Losses, in cOimection with any third-party odskodni, bude je hajit a zbavi je odpovednosti 
claims or lawsuits incurred by Sponsor v souvislosti s veskerymi Ztratami spojenymi 
Indemnitees as a result of bodily injury, s m\roky tretich stran nebo soudnimi spory, ktere 
including death, caused by or resulting from the Odskodnovanym osobam Zadavatele vzniknou 
negligence, recklessness, or willful misconduct v dusledku ujmy na zdravi, vcetne funrti, 
of any Site Indemnitee; provided, however, that zpusobene nedbalosti, lehkomyslnosti nebo 
Site shall not be obligated to indemnify, defend, umysln}'m jedminim Odskodnovanych osob 
or hold harmless Sponsor Indemnitees to the Zdravotnickeho zarizeni, avsak s tim, ie Misto 
extent that Losses arise from the negligence, provadeni klinickeho hodnoceni neni povinno 
recklessness, or willful misconduct of any Zadavatele odskodnit, hajit ho nebo ho zbavit 
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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. 

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. 
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odpovednosti, pokud Ztnity vzniknou v diisledku 
nedbalosti, lehkomyslnosti nebo umyslneho 
pochybeni Odskodilovanych osob Zadavatele, 
porusem povinnosti Odskodnovanych osob 
Zadavatele z teto Smlouvy nebo nedodrleni 
platnych pn\vnich pfedpisu Odskodiiovanymi 
osobami Zadavatele. 

Strany timto berou na vedomi, ze Zadavatel 
uzavrel pojisteni s pojistnym krytim pnpadne 
vyudovanym platnymi pnivnfmi predpisy 
k pokryti zavazkii vyplyvajicich z provadeni 
Studie Zadavatelem. Pojisteni uzavrene 
Zadavatelem nezbavuje Zdravotnicke zafizeni 
a Zkousejiciho odpovednosti viici Zadavateli za 
nedbalost a umyslne pochybeni nebo za 
nedodr:Zeni podminek Smlouvy, Protokolu nebo 
platnych pravnich pfedpisii a nafizeni 
vztahujicich se na Studii ze strany 
Zdravotnickeho zafizeni nebo Zkousejiciho. 
Misto provadeni klinickeho hodnoceni prohlasuje 
a zarucuje se, ze uzavfelo pojisteni nebo rna jim~ 
dostatecne financni zdroje k plneni sv)'ch 
zavazkii z teto Smlouvy a podle platnych 
pravnich predpisu. 

10. VYLOUtENt 

Misto provadeni klinickeho hodnoceni 
prohlasuje a potvrzuje, ze ani Zdravotnicke 
zarizeni, ani Zkousejici, ani kterykoli ze 
zamestnancii, zastupcii Zdravotnickeho 
zafizeni ci jakakoli jimi osoba, ktera se podili 
na provadeni cinnosti souvisejicich se Studii 
ve Zdravotnickem zafizeni, nebyla nebo neni 
zbavena pnslusneho opravneni, nebyla ji 
ulozena sankce zakazu v)'konu cinnosti 
klinickych hodnoceni nebo z jineho diivodu 
nesplnuje podminky pro provadeni klinick}'ch 
hodnoceni a dale, ze kterykoli z techto 
subjektii neni vysetfovfm jakoukoli kontrolni 
instituci, kdy v)'sledkem takoveho setfeni ci 
fizeni miize bYt ulozeni sankce zakazu v)'konu 
cinnosti ci odebnini opravneni, a to v 
kteremkoli state, a Misto provadeni 
klinickeho hodnoceni se dale zavazuje 
neprodlene (i) vyrozumet IQVIA 
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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, as described in 21 
C.F.R. § 312.53, which the Investigator 
(and sub-investigator, as applicable) 
shall complete, sign, and return to 
IQVIA. 

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 for a 
period often (10) years after termination 
ofthe Study. 
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a Zadavatele v pripade, ze dojde k takovemu 
vysetrov{mi, diskvalifikaci, ulozeni sankce 
zakazu vykonu cinnosti nebo k odejmuti 
opnivneni k v)'konu klinickeho hodnoceni 
a (ii) vyradit danou fyzickou nebo pn1vnickou 
osobu ze Studie. 

Tento Clanek 10 "Vylouceni" :zUstane v 
platnosti po ukonceni nebo uplynuti doby 
trvani teto Smlouvy. 

11. FINANCN.t INFORMACE A STRET ZA.JMU 

Misto provadeni klinickeho hodnoceni 
souhlasi, ze Zkousejici pro kazdeho 
uvedeneho a identifikovaneho 
zkousejiciho nebo spoluzkousejiciho, 
ktefi se primo podili na leceni nebo 
hodnoceni Subjektii studie neprodlene 
preda IQVIA vyplneny a podepsany 
formulaf fmancniho prohlaseni a 
konfliktu zajmu, kter)' byl vyplnen a 
podepsan takovym zkousejicim nebo 
spoluzkousejicim, ve kterem tito 
zkousejici ci spoluzkousejici prizmivaji 
jakekoli prislusne zajmy, ktere maji oni 
sami nebo jejich manzele/manrelky ci 
nezaopatfene deti. Pro upresneni bude 
jako fonnular pro informace o financnich 
vztazich pouzit formular FDA 1572, jakje 
popsan v 21 C.F.R. § 312.53, kter)' 
Zkousejici (a pripadne spoluzkousejici) 
vyplni, podepiSe a zasle zpet spolecnosti 
IQVIA. 

Zkousejici zajisti urychlenou aktualizaci 
formularu dle potreby, s cilem zajistit 
jejich presnost a uplnost v prubehu 
realizace Studie a jeden (1) rok po 
dokonceni Studie. 

Misto provadeni klinickeho hodnoceni 
souhlasi s tim, ze vyplnene formuh\fe 
mohou kontrolovat statni a regulacni 
urady, Zadavatel, IQVIA ajejich zastupci, 
a Misto provadeni klinickeho hodnoceni 
s takovymi kontrolami souhlasi, a to na 
dobu 10 let po ukonceni Studie. 
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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 
visits, services or expenses incurred 
during the Study for which they have 
received compensation from IQVIA or 
Sponsor, and that neither Institution nor 
Investigator will pay another physician 
to refer subjects to the Study. 
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Zkousej ici dale souhlasi s prenosem dat o 
financnim prohlaseni do zeme sidla 
Zadavatele a Spojenych statU americkych, 
a to i kdyby v techto zemich neplatil nebo 
neexistoval natolik vyspely rezim ochrany 
dat jako ve vlastni zemi Mista provadeni 
klinickeho hodnoceni. 

Tento Cl{mek 11 "Financni informace a 
stret zajmu" ziistane v platnosti po 
ukonceni nebo uplynuti doby trvani teto 
Smlouvy. 

12. ZAMEZENI UPLATKARSTViA PODVODU 

Zdravotnicke zafizeni a Zkousejici 
souhlasi, ze jejich usudek, pokud jde 0 

poradenstvi a peci o kazdy subjekt 
hodnoceni, nebude ovlivnen uhradou, 
kterou obddi v souvislosti s touto 
Smlouvou, a dale osvedcuji, ze tato 
kompenzace nepresahuje realnou trzni 
hodnotu sluzeb, ktere poskytuji a ze zadne 
platby nejsou poskytovany za Melem 
pfimet je k m1kupu nebo predepisovani 
jakychkoliv lekU, zafizeni nebo produktU. 

Pokud Zadavatel nebo IQVIA poskytnou 
jakekoli produkty nebo predmety pro 
pouziti ve Studii zdarma (nebo jejich 
poskytnuti uhradi), Zdravotnickeho 
zarizeni a Zkousejici souhlasi, ze nebudou 
zadat uhradu po zadnem Subjektu studie, 
pojist'ovne nebo statnimlspravnim uradu 
nebo jakekoli jine treti strane za tyto 
poskytnute produkty nebo predmety. 

Zdravotnicke zarizeni a Zkousejici 
souhlasi, ze nebudou zadat Uhradu po 
zadnem Subjektu Studie, pojist'ovne nebo 
statnim urade za jakekoliv mivstevy, 
sluzby nebo vydaje vznikle v prubehu 
Studie, za ktere obdrzeli uhradu od IQVIA 
nebo Zadavatele, a ze ani Zdravotnicke 
zanzeni ani Zkousejici nebudou 
poskytovat platbu jinemu lekaii za 
doporuceni subjektU do Studie. 
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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 "Item{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 
indebtedness; intangible benefits, such as 
enhanced social or business standing (e.g., 

13. ZAKAZ PODPLACENi 

Zdravotnicke zarizeni a Zkousejici timto 
souhlasi, ze platby, ktere budou uhrazeny na 
zaklade teto Smlouvy, predstavuji radnou 
kompenzaci za sluzby poskytnute Mistem 
provedeni klinickeho 
hodnoceni. Zdravotnicke zarizeni a 
Zkousejici timto prohlasuji a zavazuji se, ze 
platby ci Hodnotne veci, ktere obdrzi na 
zaklade teto Smlouvy ci v souvislosti se Studii 
jakkoli neovlivni jakekoli rozhodnuti 
Zdravotnicke zanzeni, Zkousejiciho c1 
jakehokoli pfislusneho vlastnika 
Zdravotnickeho zafizeni, cleny spravnich 
organu, zamestnance, zastupce, konzultanty ci 
jakekoli prijemce plneni na zaklade teto 
Smlouvy k tomu, aby ucinil, jakoZto Zastupce 
verejne moci Ci jakkoli jinak, za ucelem 
poskytnuti pomoci Zadavateli ci IQVIA v 
podobe zajisteni neopravnene vyhody Ci za 
ucelem ziskani ci zachovimi si obchodni 
prilezitosti. Pro ucely teto Smlouvy se 
,Zastupcem verejne moci" rozumi jakYkoli 
v)'konny fidici pracovnik ci zamestnanec 
vlady nebo jakehokoli ministerstva, resortu, 
uradu ci agentury, zastupce statniho/spnivniho 
uradu,jakakoli osoba pusobici v (tredni funkci 
jmenem vlady nebo jakehokoli vladniho 
ministerstva, resortu, i1fadu ci agentury, nebo 
zastupce statniho/spravniho uradu, jakykoli 
vykonny ridici pracovnik nebo zamestnanec 
spolecnosti ci podniku vlastneneho zcela nebo 
castecne statem, jakykoli vykonny fidici 
pracovnik nebo zamestnanec vereJne 
mezinarodni organizace, napriklad Svetove 
banky nebo Organizace spojenych narodu, 
jakykoli v)'konny ridici pracovnik ci 
zamestnanec politicke strany nebo osoba 
jednajici v oficialni funkci za politickou 
stranu a/nebo jak)'koli kandidat na politickou 
funkci, jakykoli lekaf, lekarnik nebo jiny 
zdravotnik, pracujici pro jakoukoli nemocnici, 
lekarnu nebo zdravotnicke zarizeni nebo 
v jakekoli nemocnici, lekarne nebo jinem 
zdravotnickem zafizeni vlastnenem nebo 
rizenem statnim uradem, ministerstvem nebo 
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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 ofValue 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 
instmmentality 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 
IQVIA or Sponsor learns that improper 
payments are being or have been made to or 
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resortem. A ,Hodnotne plneni" bude 
vyklad{mo v sirsim smyslu a muze zahmovat 
napriklad penezni castky, platby nebo jej ich 
ekvivalent, jako napfiklad darkove poukazy, 
dary nebo bezplatne poskytovane v)'robky, 
pohosteni, zabavu nebo ubytovani, cesty nebo 
prophiceni cestovnich vydaju, koupi majetku 
nebo sluzeb za nadhodnocenou cenu, prevzeti 
nebo prominuti splatnych zavazku, v)'hody 
nehmotne povahy jako napriklad zv}'hodnene 
socialni nebo podnikatelske postaveni 
(napf. poskytovanim dam na dobrocinne 
ucely podporovane zastupcem vefejne moci) 
a/nebo vyhody poskytovane rretim osobam 
spriznenym se zastupcem vefejne moci (napf. 
jeho blizkym rodinnym pfislusnikum). 

Zdravotnicke zafizeni a Zkousejici d<ile 
prohlasuji a zavazuji se, ze ani oni, ani 
jakykoli jejich vlastnik, clen statutamiho 
organu, zastupce Ci konzultant, ani jakykoli 
pfijemce plneni die teto Smlouvy, a to za 
ucelem pomoci Zadavateli ci IQVIA k 
7.ajisteni neopnivnene v)'hody ci ziskani ci 
zachovani obchodni prilezitosti, primo ci 
nepfimo, neuhradi, nenabidne ci neslibi 
uhradit, nebo nedaruje jakoukoli Hodnotnou 
vee jakekoli osobe ci subjektu v souvislosti s 
nasledujicimi ucely: (i) ovlivneni jakehokoli 
jednani ci rozhodnuti: (ii) pobidky ci pohnuti 
takove osoby ci subjektu, aby neco konal nebo 
se zdrzel urciteho jednani v rozporu s se 
zakonem ulozenou povinnosti; (iii) zajistenim 
jakekoli neopravncne v)'hody; nebo (iv) 
pobidky ~i pohnuti takove osoby ci subjektu k 
zneuziti vlivu vuc1 statnimu/spravnimu 
organu ci jeho zastupci v teto souvislosti, a to 
za ucelem ovlivneni jakehokoli jednani Ci 
rozhodnuti statniho/spravniho organu ci jeho 
zastupce. 

Nad nimec ostatnich prav a prosrredkU 
napravy dle teto Smlouvy, ci na zaklade 
prislusnych pravnich predpisu, IQVIA nebo 
Zadavatel budou opravneni okamZite ukoncit 
platnost teto Smlouvy v pfipade, ze Misto 
provadeni klinickeho hodnoceni porus1 
jakekoli prohlaseni ci zaruky obsazene v 
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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 Tenn 

This Agreement will become binding on 
the date on which it is signed by the last 
Party and effective on the date of its 
publication in the Register of 
Agreements, in accordance with Act No. 
340/2015 Coli., on Register of 
Agreements (the "Effective Date") and 
shall continue until completion or until 
terminated in accordance with this 
Section 15 "Term & Termination". 

15.2 Termination 
IQVIA and/or Sponsor may terminate 
this Agreement for any reason effective 
immediately upon written notice. 

This Agreement may be terminated by 
Institution upon thirty (30) days' prior 
written notice of termination for the 
reason of a material breach if said breach 
is reported in writing to IQVIA and is 

Exelixis - XL092-304 
4877-6298-8674, v. 4_final clean_091123 

tomto Clanku, pripadne, pokud IQVIA nebo 
Zadavatel zjisti, ze jsou poskytovany ci byly 
poskytnuty neopnivnene platby viici ci ze 
strany Zdravotnickeho zafizeni ci 
Zkousejiciho nebo jakehokoli jednotlivce Ci 
subjektu jednajiciho jejichjmenem. 

14. NEZA VISLi DODAV ATELE 

Zkousejici a Zdravotnicke zanzeni a 
Studijni personal budou jednat jako 
nezavisli poskytovatele smluvniho plneni 
IQVIA a nebudou jakkoli povazovani za 
zamestnance ci zastupce IQVIA nebo 
Zadavatele. 
Ani IQVIA ani Zadavatel nebudou mit 
jakoukoli odpovednost vztahujici se k 
benefirum, penzim, nahradam, narokum k 
duchodovemu pripojisteni, 
pracovnepravnim odmenam, srazkovym 
ci jinym pracovnepravnim danim 
t)rkajicim se Zkousejiciho nebo 
Zdravotnickeho zafizeni nebo jejich 
zamestnancu. 

15. PLATNOST & UKONCENf PLATNOSTI 

15.1 Platnost 

Tato Smlouva nabyva platnosti k datu, 
kdy bude podepsana poslcdni smluvni 
stranou a uCinnosti k dam, kdy bude 
zverejnena v Registru smluv, dle zakona 
c. 340/2015 Sb., o registru smluv 
(,Datum ucinnosti") a Zlistane v 
ucinnosti do okamziku dokonceni ci 
ukonceni v souladu s timto Clankem 15 
,Platnost a ukonceni platnosti" . 

15.2. Ukonceni platnosti 
IQVIA a/nebo Zadavatel jsou opravneni 
ukoncit platnost teto Smlouvy z 
jakehokoli duvodu s okamzitou ucinnosti 
neprodlene na zaklade doruceni 
pisemneho oznameni. 

Zdravotnicke zarizeni je opnivneno 
ukoncit tuto Smlouvu z duvodu 
podstatneho poruseni s vypovedni dobou 
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not cured within thirty (30) day period 
after the delivery of the written 
notification of the breach to IQVIA. 

Additionally, 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 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 ( 1 0%) 
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, IQVIA 
and/or Sponsor may suspend 
performance of all or part of this 
Agreement, including, but not limited 
to, subject enrollment. 

Czech Republic- Clinical Trial Agreement- Fakultni nemocnice Olomouc 
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tricet (30) dni, pokud zasle IQVIA 
pisemne ozmimeni o poruseni a toto 
poruseni neni napraveno do tficeti (30) dni 
od doruceni ozmimeni IQVIA. 

Misto provadeni klinickeho hodnoceni je 
dale opravneno ukoncit platnost teto 
Smlouvy pisemnym ozm1menim v 
pfipade, ze na zaklade lekarskeho usudku 
v dobre vife duvodne usoudi, ze 
pokracovani ve Studii neni bezpecne, 
nebo pri zruseni, odvoUmi nebo 
pozastaveni platnosti schvalujicich 
dokumenru (napr. schvaleni EK) kvtili 
obavam bezpecnost pacienta. V 
navaznosti na doruceni oznameni o 
ukonceni platnosti Misto provadeni 
klinickeho hodnoceni neprodlene ukonci 
jakykoli nabor subjektU, bude jednat v 
souladu s definovanymi postupy pro 
ukonceni, zajisti, ze ve vztahu k 
Subjektfun Studie budou dokonceny 
jakekoli procesy kontrolni povahy, a 
vyvinou nezbytne usili za itcelem limitace 
jak)'chkoli dalSich nakladu, pncemz 
IQVIA provede zaverecnou uhradu za 
navstevy a milniky, jez byly skutecne 
a racine provedeny na zaklade a v souladu 
s touto Smlouvou, a to ve vysi castek 
definovanych v Pfiloze A; avsak za 
podminky, ze Platby budou v kazdem 
pfipade snizeny o castku ve v)'si deseti (I 0 
%) procent. Takto snizena castka bude 
predstavovat hodnotu veskerych cinnosti 
spojenych s uzavrenim databaze, a bude 
poskytnuta pote, co Zadavatel schvali 
veskere stranky formularu CRF, a dale 
pote, co budou zodpovezeny dotazy 
k datUm a dale dojde ke splneni veskerych 
ostatnich podminek, jez jsou stanoveny v 
teto Smlouve. V pnpade, ze dojde ke 
vzniku domneni, ze doslo k podstatnemu 
poruseni teto Smlouvy a muze tak dojit k 
ukonceni platnosti teto Smlouvy, pak s 
v)'jimkou a v rozsahu, v jakem muze b)'t 
ohrozena bezpecnost Subjektii studie, 
IQVIA a/nebo Zadavatel mohou prerusit 
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16.NOTICE 

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

a) in person 

b) by certified mail, postage prepaid, 
return receipt requested, 

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

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

To Sponsor I Zadavateli: 

To IQVIA I IQVIA: 

Czech Republic· Clinical Trial Agreement· Fakultni nemocnice 
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naplneni cele ci 6isti teto Smlouvy, 
zejmena vcetne zarazov{mf Subjektii 
studie. 

16. OZNAMENI 

Veskeni oznameni vyzadovana nebo 
povolena podle teto Smlouvy budou 
ucinena v pisemne podobe a budou 
dorucena: 
a)osobne 

b )doporucenym dopisem, s pi'edem 
zaplacenym postovnym, s dorucen.kou 

c) e-mailem ve formatu pdf/scan nebo 
v jinem forrnatu, ktery znemoZlmje 
zasah do obsahu s potvrzenou zpnivou 0 

pfenosu nebo 
d) komercni nocni kurymf sluzbou, ktera 

zarucuje doruceni dalSi den a poskytne 
potvrzeni. Tato oznameni budou 
adresovana takto: 
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To Institution I Zdravotnickemu 
zafizeni 

To Investigator I Zkousejicimu 

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. 

17. 
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VYS~tMOC 

Splneni jakekoli povinnosti kteroukoli ze 
Stran,jez rna byt takovou Stranou splnena 
na zaklade podminek teto Smlouvy, bude 
docasne prominuto v dusledku zaplav, 
pozaru ci jinych projevu Vyssi moci, 
nehod, valek, nepokoju, embarg, prodleni 
dopravcu, nemofuosti opati'it prislusne 
materialy, nebude-li dodana elektricka 
energie ci jine pnrodni zdroje, v dusledku 
rozhodnuti, zakazii ci omezeni 
statniho/spnivniho uradu ci jineho prvku 
vyssi moci, kter}r zabr{mi splneni takove 
povinnosti, bez ohledu na to, zda je 
shodny ci odlisny od shora uvedeneho, a 
kter}r stoji mimo moznost ovlivneni 
pfislusne Strany, kteni je takovou 
povinnosti vazana, to vsak za podminky, 
ze takto dotcemi Strana o tom bude 
neprodlene informovat druhou Stranu 
a Zadavatele a vyvine odpovidaj i usili za 
ucelem odstraneni ci napravy ci pfekonani 
jakehokoli takoveho duvodu ci priciny a 
bude pokracovat v plneni sv}rch 
povinnosti v nejblizsim moznem casovem 
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. 

18.2No 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. 

l8.3Assigrunent 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 

Exclixis - XL092-304 
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18. RuzNt 
18.1. Celistvost Smlouvy 

Tato Smlouva, vcetne pfiloh, predstavuje 
v)'hradni, celistve a uplne ujednani Stran a 
nahrazuje veskere ostatni pisemne a ustni 
dohody vztahujici se k pfedmetu teto 
Smlouvy. 

18.2. Vzdani se uplatneni!Vynutitelnost 

Neuplatneni jakehokoli prava ci 
podminky teto Smlouvy nezaklada 
domnen.ku vzdfmi se uplatneni takoveho 
prava ci podminky. 

v pfipade, ze bude ktenikoli cast teto 
Smlouvy shledana jako nevykonatelmi, 
zbytek teto Smlouvy zustane i nadale v 
platnosti. 

18.3. Prevod Smlouvy 

Tato Smlouva bude zavazna wei Stranam 
i jejich pnivnim nastupcum a 
postupnik:Um. 

Misto provadeni klinickeho hodnoceni 
neprevede jakakoli pniva ci zflVazky z teto 
Smlouvy bez pfedchoziho pisemneho 
souhlasu IQVIA nebo Zadavatele. 

Na zaklade zadosti Zadavatele, IQVIA je 
opnivnen prevest tuto Smlouvu na 
Zadavatele nebo jakoukoli tfeti stranu, a 
IQVIA nebude odpovedna za jakekoli 
zavazky ct odpovednosti die teto 
Smlouvy, jez vyplynou po datu pfevodu a 
Misto provedeni klinickeho hodnoceni 
timto souhlasi s takovym postoupenim. 
Mistu provedeni klinickeho hodnoceni 
bude takove postoupeni c1 pfevod 
ozmimeno bez zbytecneho odkladu 
nabyvatelem. 

18.4 Rozhodne pravo 

Tato Smlouva bude vykladana a 
vymahana v souladu s pravnim r:idem 
Ceske republiky, vyjma jeho koliznich 
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the conflict of laws. The Parties agree 
that the competent court of the Czech 
Republic shall have jurisdiction to 
decide any questions or disputes arising 
from or 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 
ofthis Agreement, even if not expressly 
stated herein. 

THIS SECTION IS 
INTENTIONALLY LEFT BLANK 
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norem. V pfipade pochybnosti nebo sporu 
vzniklych z teto Smlouvy ci s touto 
Smlouvou souvisejicich je k rozhodnuti 
timto urcen mistne a vecne pnslusny soud 
v Ceske republice, pricemz kazda ze stran 
muze pozadat 0 soudni prikaz a/nebo 
ziskat soudni ochranu u kterehokoli 
prislusneho soudu. 

18.5 Rozhodna jazvkova verze. 

Tato Smlouva je vyhotovena v anglickem a 
ceskem jazykovem znen1. v pripade 
jakehokoli rozporu bude rozhodujici ceska 
jazykova verze s tim, ze bude dostatecne 
pfihlizeno k anglicke verzi, aby bylo 
mome urcit skutecny zamer Stran ohledne 
rozporu. 

18.6 Protrvavajici pla tnost: 

Podminky teto Smlouvy, jez obsahuji 
prava a povinnosti, je~ svoji povahou 
prekracuji okamzik dokonceni Studie, 
zustanou zavazne i v pripade ukoncen1 ci 
vyprSen1 platnosti teto Smlouvy, a to i v 
pfipade, ze tak neni v teto Smlouve 
v}'slovne uvedeno. 

TATO cAsT JE ZAMERNE 
PONECHANAPRAZDNA 
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Attachments: 

Attachment A - Budget and payment 
schedule 
Attachment B - Power of attorney/delegation 
letter of IQVIA 
Attachment C - Standard Contractual Clauses 

, ) 

Attachment'D'- · Financial calculation 
:; · ·; ~·: .,;1 

. .. ~ .; : 
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Piilohy: 

Pfiloha A- Rozpoeet a platebni prehled 
Pfiloha B - Plmi moc/delegacni dopis pro 
IQVIA 

Pfiloha C - Standardni smluvni dolozky 

Pfiloha D - Financni kalk:ulace 
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