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CLINICAL TRIAL AGREEMENT SMLOUV A 0 KLINICKtM HODNOCENi 

The Clinical Trial Agreement ("Agreement") is Tato smlouva o klinickem hodnocenf 
made by and between: ("Smlouva") je uzavfrana mezi misledujicimi 

stranami: 
Fakultni nemocnice Olomouc, having a 
place of business at Zdravotnfku 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 of business at Pemerova 691/42, 186 
00 Praha 8 - Karlin, Czech Republic, 
Identification number: 247 68 651, Tax 
identification number: CZ247 68 651, 
represented by lng. Eva Falbrov{l, 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 
XL092-305 

Number: 

A phase 213. randomized, 
double-blind, controlled 
study of zanzalintinib (x/092) 
in combination with 

Protocol Title: 
pembrolizumab VS 

pembrolizumab in the first-
line treatment of subjects 
with pd-11 positive recurrent 

• Fakultni nemocnice Olomouc, se sidlem 
Zdravotnfku 248/7, 779 00 Olomouc, Ceska 
republika, Identifika~nf ~fslo: 00098892, 
Daiiove identifikacnf ~fslo: CZ00098892, 
zastoupena prof. MUDr. Romanem Havlikem, 
PhD., reditelem ("Zdravotnicke zarizeni"), a 

• IQVIA RDS Czech Republic, s.r.o., se 
sidlem Pernerova 691/42, 186 00 Praha 8 -
Karlin, Ceska republika, TC: 247 68 651, DIC: 
CZ24768651, zastoupena lng. Evou 
Falbrovou, jednatelkou ("IQVIA"), a 

• Exelixis, Inc., se sidlem 1851 Harbor Bay 
Parkway, Alameda, CA 94502, Daiiovc 
identifika~nf cislo: 04-3257395, zastoupeny 
panem Jacquem Ritchiem (nebo jim 
poverenou osobou) ("Zadavatel") 

KaZda samostatne jako "Strana" a spole~ne jako 
"Strany". 

Cfslo Protokolu: XL092-305 

Randomizovane, dvojite 
zaslepene, lwntrolovane 
klinicke hodnoceni faze 213 

Nazev posuzujici zanzalintinib 

Protokolu: 
(x/092) v lwmbinaci s 
pembrolizumabem ve 
srovnimi s pembrolizumabem 
v prvni linii lecby osob s pd-11 
oozitivnfm recidivuifcim nebo 
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or metastatic head and neck 
squamous cell carcinoma 

Protocol Date: 30 June 2023 

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 

Eticka komise SUKL 
Srobarova48 

EC 
100 41 Praha 10 
Czech Republic 
E-mail: 
eticka. komise@~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. 

metastazujicim karcinomem 
hlavy a krku z dlaidicorych 
bunek 

Datum 
30. cervna 2023 

Protokolu: 
Zadavatel: Exelixis, Inc. 
Stat, ve kterem 
rna sfdlo Mfsto 
provad~nf 

Ceska republika 
klinickeho 
hodnocenf, ktere 
provadf Studii 

Mfsto, kde bude Onkologicka klinika, ktera je 
prova.d~na soucastlloddelenfm 
Studie: Zdravotnickiho zarlzenf 

Eticka komise SOKL 
Srobcirova48 

EK 100 41 Praha 10 
Ceska republika 
E-mail: 
eticka.komiseCa>.sukl.cz 

UVODNi USTANOVEN1: 

VZHLEDEM K TOMU, ze Spolecnost IQVIA 
poskytuje Zadavateli sluzby klinicke vyzkumne 
organizace na zaklade samostatne smlouvy 
uzavfene mezi ni a Zadavatelem. Sluzby 
spoleenosti IQVIA zahrnuji monitoring Studie 
a uzavirani smluv s klinickymi vyzkumnymi 
centry. 

VZHLEDEM K TOMU, ze Zdravotnicke 
zarfzeni a Zkou~ejicf (dale spolecne jako , Misto 
provadeni klinickeho hodnoceni") jsou ochotni 
provadet Studii a spolecnost IQVIA zada Mfsto 
provadenf klinickeho hodnocenf, aby Studii 
provadelo. 

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

Case Report Form or CRF: case report form Formular zaznamu subjektu hodnoceni nebo CRF 
(paper or electronic) to be used by Site (as (papirovy nebo elektronick)l) bude Mfsto 
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defined below) to record all of the information 
generated pursuant to the Protocol to be 
reported to Sponsor on each Study Subject 
(defined below). 

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

provadeni klinickeho hodnoceni (definice viz 
nfze) pouzivat pro zaznamenavani veskerych 
informaci vytvarenych v souladu s Protokolem, 
ktere je povinno o kaidem Subjektu Studie hh'lsit 
Zadavateli ( definice viz nize ). 

Spravna klinicka praxe (Good Clinical Practices) 
neboli GCP: Harmonizovana trojstranna smernice 
o spravne klinicke praxi schvalem'l Mezinarodnf 
radou pro harmonizaci techniclcych po7adavku na 
le~ive pripravky pro hum{mnf pouziti (ICH), 
v platnem znenf, a platne principy stanovene 
Helsinskou deklaraci, v platnem zneni. 

Lnvestigational Product: the drug referred to Hodnoceny pfipravek: pripravek interne 
internally as X.L092, nivolumab, and/or oznacovany jako XL092, nivolumab alnebo 
sunitinib (i.e., the compound(s) identified in the sunitinib (tj. slou~enina (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 u~ely provadeni Studie. 
conducting the Study. 

Medical Records: 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. 

,Zdravotnf zaznamy": prtmarnt zdravotni 
zaznamy Subjekti'l studie vedene ZdravotnickYm 
zarizenim v ramci jeho heme cinnosti 
o Subjektech studie, jako jsou napfiklad 
originalni zaznamy o poskytnute peci, zaznamy 
o rentgenech a biopsiich, snimky 
z ultrazvukovych vysetrenf a dalSi snimky 
diagnosticke povahy. 

Protocol: the clinical protocol referenced above Protokol: klinicky protokol, na ktery je odkazano 
as it may be modified from time to time by the vyse a ktery mtize cas od casu Zadavatel 
Sponsor (defined below). (definovany nize) pozmenit. 

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

Study Data: all records, reports, results, and Studi jnf data: veskere zaznamy, zpravy, vysledky 
other information, other than Medical Records, a dalsi informace, krome Zdravotnfch zaznamti, 
prepared, developed, generated, collected, or pfipravene, vypracovane, vytvorene, 
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, souhmy udajti, 
summaries, interim reports and the final report), prubezne zpravy a zavere~na zprava), Iaboratornf 
laboratory worksheets, slides, radiographs, pfehledy, mikroskopicke preparaty, rentgenove 
ECG tracings, examination findings, clinical snimky, zaznamy z EKG, vysledky vysetfeni, 
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data, specifications, computer programs or 
models and all related documentation, results 
and supporting data, or reports created by 
Institution, Investigator or Study Staff required 
to be delivered to Sponsor pursuant to the 
Protocol and all records regarding inventories 
and dispositions of all Investigational Product. 

klinicke udaje, specifikace, po~ftacove programy 
nebo modely a ve~kera souvisejfcf dokumentace, 
rysledky a podpurne udaje nebo zpnivy 
vytvorene Zdravotnickym zanzenim, 
Zkou~ejicim nebo Studijnim cymem, poskytovane 
Zadavateli podle Protokolu, a v~kere z3znarny 
cykajici se zasob Hodnoceneho pripravku 
a nakladani s nim. 

Study Staff: the individuals involved in Studijnf tym: osoby podflejfcf se na provadeni 
conducting the Study under the direction of the Studie pod vedenim Zkousej[cfho a/nebo 
Investigator and/or the Institution. Zdravotnickeho zarfzeni. 

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. CONDUCf OF THE STUDY 

1.1. Compliance with Laws. Regu lations. 
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 Coli.. on 
Pharmaceuticals and on amendments to 
some related acts ("Act on 

Subjekt studie: fyzicka osoba u~astnid se Studie 
bud' jako uzivatel Hodnoceneho pripravku 
(deflnice viz ni.le), nebo jako kontrolni subjekt. 

Studie: provadeni klinickeho hodnocen v souladu 
s touto Smlouvou a Protokolem k ziskanf a 
shromazdeni informacf o hitce popsane 
v Protokolu. 

A PROTO, s ohledem na ry~e uvedene a za 
vzajemne zavazky a prfsliby uvedene v teto 
Smlouve a dalSi radna a hodnotmi protiplneni, 
jejichz prijetf a dostate~nostje timto potvrzena, se 
Strany dohodly na uzavreni Smlouvy v tomto 
zneni: 

l. PROVEDENf STUDIE 

1.1 Soulad s Pravnimi predpisy, narizenlmi a 
Spravnou klinickou praxi 
Misto provadenf klinickeho hodnoceni 
souhlasf s tim, ze Misto provadeni klinickeho 
hodnoceni a Studijnf personal provede ve 
Zdravotnickem zafizeni Studii v pfisnem 
souladu s touto Smlouvou, Protokolem, 
ve~kerymi prislu~nymi pnivnfmi predpisy a 
naffzenfmi, napr. protikorupcnimi zakony, 
zakony proti uplaceni a platnymi pravnimi 
predpisy a narizenimi o ochrane soukromi 
a osobnich udaju, kinapr. GCP a predpisy 
Uradu pro potraviny a leciva Spojenych statu 
americk)'ch (FDA), zak. c. 378/2007 Sb., o 
le~ivech a zmenach nekterych souvisejicich 
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Pharmaceuticals") and Decree 
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 2010 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. Infonned Consent Form 

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. Medical Records and Study Data 
1.3.1. CoJiection, 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: 

zAkonu ("Zakon o lecivecb") a Vyhlasky c. 
226/2008 Sb., o spravne klinicke praxi a 
blizsfch podminkach klinickeho hodnocenf 
Iecivych pi'fpravku, v platnem znenf, zak. c. 
372/2011 Sb., o Zdravotnich sluibach a 
podminkach jejich poskytovanf (, Zakon o 
zdravotnicb sluzbach") nebo jalcychkoli 
mislednych pozmenujfcfch ci podstatne 
nahrazujicich pravnich predpisu ve vztahu ke 
shora uvedenym pravnfm normam, (spolecne 
"Prislusne pravni pfedpisy"). Misto 
provadenf klinickeho hodnocenf a Studijni 
personal timto berou na vedomf, fe IQVIA a 
Zadavatel, a jejich odpovedne pobocky, se 
zavazuji dodrrovat (i) britsky zakon proti 
korupci z roku 2010 ("Protikorupcni 
zakon"); (ii) zAkon USA z roku 1977 o 
zahranicnfch korupcnfch praktikach z roku 
1977 ("FCPA") a (iii) j akekoli daiSf pnivni 
prepisy na useku zakazu korupcnfch praktik. 

1.2 Formular pisemneho informovaneho 
souhlasu 
Misto provadeni klinickeho hodnoceni 
souhlasf s tim, ze bude pouzfvat formular 
informovaneho souhlasu, ve zneni 
pripravenem a schvalenem Zadavatelem, a 
ktery je v souladu s prislu~nymi pravnimi 
predpisy. Ve formuhiri informovaneho 
souhlasu budou uvedeny informace o pravech 
pacienru a souhlas se zpracovanim osobnich 
Udaju bude uvadet informace o zpracovanf 
udaju v souladu s platnymi pfedpisy na 
ochranu osobnfch udaju. Zkou~ejicf pfedem 
zajistf pisemny informovany souhlas ka.Zdeho 
Subjektu studie pfed zafazenfm Subjektu do 
Studie. 

1.3. Zdravotni zaznamy a Studijni data a udaje 
1.3.1. Shrornazd'ovani, uskladnenJ a 
likvidace: Zkousej{cf zajistf promptnf, uplne 
a presne shromazd'ovanf, zaznamenavani a 
klasifikacni roztfidenf Zdravotnich zciznamu 
podle jeho obvyklych provoznich postupu a 
Studijnich dat a udaju podle Protokolu. 

Mfsto provadeni klinickeho hodnoceni bude: 
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i. 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 

ii. 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 Study 
results. Site shall promptly resolve 
all CRF -related queries within ten 
(1 0) business days of receipt by 
Institution or Investigator; and 

1. vest a skladovat Zdravotni zaznamy a 
Studijni data a udaje bezpecnym 
zpusobem s omezenfm fYzickeho i 
elektronickeho pflstupu, die p<>dminek 
konkretniho pffpadu a s kontrolou 
prost:fedi pnslu§nou pro konkretni typ 
dat a Udaju v souladu s prislusnymi 
pnivmm1 predpisy, nar1zemm1 a 
technick)fmi standardy; a 

11. chranit Zdravotni zaznamy a Studijni 
data a udaje proti neopravnenemu 
zneuziti, pfistupu, kopirovani ci 
odhaleni. Bude-li tak poZadovano 
Zadavatelem ci IQVIA, Misto 
provadeni klinickeho hodnoceni 
predlozi Studijnf data a udaje za 
pouziti elektronickeho systemu pro 
elektronick:Y 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 
zabrani neopravnenemu pristupu ke 
Studijnim datum a Udajlim zajistenim 
fyzicke bezpecnosti elektronickeho 
systemu. Zkousejici dale zajisti, ze 
Studijni personal bude zachovavat 
v duvemem re~imu jim pfidelena 
pristupova hesla. Zkousejfci souhlasf, 
2.e shromazdi veskera Studijni data a 
udaje obsa.Zene ve Zdravotnich 
zaznamech pred jejich vlozenim do 
CRF. Zkousejicf zajistf neprodlene 
predkladanf CRFs do peti 
(5) pracovnfch dnu od navstevy 
Subjektu studie, ukonu v ramci Studie 
nebo obditenf v:Ysledku Studie. Na 
veskere dotazy cykajici se formularu 
CRF bude Misto provadeni klinickeho 
hodnoceni odpovidat neprodlene, 
nejpozdeji do deseti (1 0) pracovnich 
dnu od jej ich dorucenf 
Zdravotnickemu zarizeni nebo 
Zkousejicimu; a 
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Ill. 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 of the 
Study Data. 

In case of termination of Inve..;;tigator '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 

lll. prijme opatreni za ucelem zabraneni 
nahodneho ci predeasneho zniceni ci 
po~kozenf techto a pfipadnych dalsich 
dokumentu souvisejicich se Studii, 
napr. uplnych a presnych zaznamu 
o tastkach uhrazenych nebo 
vyplacenych v souvislosti se Studif. 
Ani Zdravotnicke zarizeni, ani 
Zkousejlci neznici ci nepovoli 
likvidaci jakychkoli Zdravotnfch 
zaznamu ci Studijnich dat a udaju bez 
predchoziho pisemneho souhlasu 
Zadavatele. Zdravotnicke zafizeni 
uchova Zdravotni zaznamy a Studijnf 
data a udaje, jakoz i veskerou 
dokumentaci vztahujfci se ke 
Subjektiim Studie po dobu dvaceti peti 
(25) let od ukoncenf Studie. Do 60 dnu 
po uplynuti uvedene lhuty si Zadavatel 
od Zdravotnickeho zarizeni Studijni 
data a udaje prevezme, v opacnem 
pfipade nebudou-li to vylucovat 
Prislusne pravni predpisy, je 
Zdravotnicke zarfzeni opravneno 
pfistoupit ke skartaci techto 
dokumentu. 

V pripade ukonceni pracovnepravnfho 
pomeru Zkousejiciho ve Zdravotnickem 
zarizeni ponese odpovednost za vedeni 
Zdravotnich zaznamu a Studijnfch data Udaju 
v souladu s pfislusnymi pravnimi predpisy 
nadale Zdravotnicke zarizeni a v zadnem 
prfpade nebude zprosteno sv)'ch povinnostf, 
jez mu plynou z teto Smlouvy ve vztahu k 
vedenf Zdravotnfch zaznamu a Studijnfch dat 
a udaju. 

1.3.2. Vlastnictvf. Zdravotnicke zarfzenf je 
vlastnfkem a ponecha si a bude uchovavat 
Zdravotni zaznamy. Zdravotnicke zaffzeni a 
Zkousejfci tfmto prevadeji na Zadavatele 
veskera sva prava, naroky a tituly' veetne 
pffpadnych souvisejfcich prav dusevniho 
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Confidential Information (as defined below) 
and any other Study Data. 

1.3.3. Access, Use, Monitoring. and 
Inspection. Site shall provide original or 
copies (as the case may be) of all Study Data 
to IQVIA and Sponsor for Sponsor's use. 
Site shall afford Sponsor and IQVIA and 
their representatives and designees' 
reasonable access to Site's facilities and to 
Medical Records, Study Data, and any other 
records related to the Study, so as to permit 
Sponsor and IQVIA and their 
representatives and designees to monitor the 
Study. In compliance with the Decree No. 
226/2008 Coll., 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. 

vlastnictvi k Duvernym informacim (ve 
smyslu nffe uvedenem) a k jaJcYrnkoli jinym 
Studijnfm dattim a udajtim. 

1.3.3. Prfstup, Pouziti. Monitoring a Kontro.la. 
Misto provad~nf klinickeho hodnoceni 
poskytne originaly ~i kopie (dle podminek 
konkretniho pffpadu) v§ech Studijnich dat a 
Udaju IQVIA a Zadavateli pro moznost jejich 
vyuzitf Zadavatelem. Misto provadeni 
klinickeho hodnocenf umomi Zadavateli a 
IQVIA a jejich zastupcum a zmocnencum 
odpovidajic{ pr£stup do prostor a zarfzeni 
Mista provad~ni klinickeho hodnoceni a k 
Zdravotnfm zaznamum a Studijnim datum a 
Udajum a pripadnym dalsim zaznamtim 
souvisejicfm se Studii, aby umoznilo 
Zadavateli a IQVIA a jejich zastupcum a 
zmocnencum provedenf monitoringu Studie. 
V souladu s vyhl2kou ~- 226/2008 Sb., o 
spravne klinicke praxi a blizsich podminkach 
klinickeho hodnocenf le~iv)fch pripravku, ve 
zneni pozdejsich predpisu, budou zastupci 
Zadavatele a spolecnosti IQVIA, kteri 
provad~j f monitoring ci audit Studie 
dostatecne kvalifikovani a budou v souvislosti 
s provadenim monitoringu ci auditu rndne 
dodrfovat veskere prislusne pravni predpisy a 
zachovavat mlcenlivost o veskecych 
skutecnostech, ktere se v prubehu 
monitoringu ~i auditu dozvi. 

Misto provadenf klinickeho hodnocenf 
umozni regulatornim uradum pnmereny 
pristup do prostor a zar£zeni Mista provadeni 
klinickeho hodnoceni a ke Zdravotnim 
zaznamum a Studijnfm dattim a udajum, a 
poskytne opravneni ke kopirovani 
Zdravotnfch zaznamu a Studijnfch data udaju. 

Misto provadenf kl inickeho hodnoceni 
souhlasf, ze bude spolupracovat se zastupci 
IQVIA a Zadavatele, kteri nav~tivf Misto 
provadeni klinickeho hodnoceni, a Misto 
provadeni klinickeho hodnoceni souhlasi, ze 
zajisti, ze zam~stnanci a zastupci Mista 
provadeni klinickeho hodnocenf nebudou 
klast jakekoli prekazky ci jakkoli jinak 
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The Site shall immediately notify IQVJA 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. 

I .4. Duties of Investigator 
Investigator is responsible for the conduct of 
the Study at Institution and for supervising 
any individual or party to whom the 
Investigator delegates 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 

vytvaret nepriznive pracovni podmfnky pro 
takove zastupce. 

Nevylucuji-li to pravnf predpisy ci pokyn 
kontrolnfho organu, Misto provadeni 
klinickeho hodnocenf neprodlene vyrozumi 
IQVIA, a v te~e souvislosti IQVIA poskytne 
veskere kopie, 0 jakekoli zadosti, 
korespondenci ci komunikaci prijate ci 
zaslane jakemukoli statnimu/spravnfmu uradu 
ci regulatornf autorite vztahujfcf se ke Studii, 
zejmena vcetne zAdostf ci oznameni 0 

kontrole prostor a zafizeni Mista v)rkonu 
klinickeho hodnocenf, a Mfsto provadeni 
klinickeho hodnocenf umozni IQVIA a 
Zadavateli, aby se takov)rch kontrol zueastnili 
a mohli posoudit a prfpadne pripominkovat 
ve~kerou korespondenci zasilanou takovemu 
statnfmu nebo kontrolnimu uradu. Misto 
provadeni klinickeho hodnocenf vyvine 
nezbytne usili za ucelem oddelenf, nikoli v~ 
odhalenf ci zpristupneni, veskerych 
Duvernych informaci, jejichZ odhaleni ci 
zpristupneni neni v teto souvislosti 
vyzadovano behem takov)rch kontrol. 

1.3.4 Pretrvavaiici platnost. Tento odstavec 
1.3 "Zdravotnf zaznarny a Studijni data a 
udaje" :zUstane zavazny i v pripade zaniku 
platnosti ci vyprsen£ platnosti teto Smlouvy. 

1.4. Povinnosti Zkouseiicfho 
Zkousejici je odpovedny za provedeni Studie 
ve Zdravotnickem zafizeni a za dohled nad 
v§emi fyzickYmi ci pravnickYmi osobami, 
kterym sverr povinnosti a funkce v souvislosti 
se Studif. Konkretne pak jde zejrnena ale 
nejen o povinnost Zkou§ejfcfho zkontrolovat 
a porozumet informacim obsaienym v 
Souboru informacf pro zkou~ejiciho nebo 
prfpadnych dal~ich pokynech od Zadavatele 
ke Studii. IQVIA nebo Zadavatel zajisti, :le 
budou opatrena veskera pozadovana kontrolni 
schvalenf od pffslusnych regulatornich uradti 
a EK. Zkou~ej fcf se zavazuje, ze pred 
zahajenim Studie over£, ze byly ziskany 
veskere souhlasy a povolenf pfislusnych 
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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 iflnvestigator 
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". 

l.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 

regulatornich uradu a EK a ze byly 
zkontrolovany v~echny CRF tak, aby byla 
zajistenajejich presnost a uplnost. 

Pokud Zkousejfci a Zdravotnicke zarizeni 
vyuzivaji k plneni povinnosti a funkcf 
v souvislosti se Studif sluZby jakekoli fyzicke 
nebo pravnicke osoby, museji zajistit, aby tyto 
fyzicke nebo pravnicke osoby byly k plneni 
pffslusnych povinnostf a funkcf souvisej icich 
se Studif zptisobile, a zavest postupy 
zaru~ujfcf integritu povinnosti a funkci 
provadenych v souvislosti se Studif a 
veskerych generovanych udaju. 

Zkou~ejici souhlasi, ze poskytne pisemne 
prohlasenf vztahujicl se k potencialnim 
zajmum Zkousej iciho ekonomicke Ci jim~ 
povahy, ci odhalf jine zajmy, je-li jich, a to v 
souvislosti s provadenim teto Studie ci ve 
vztahu k Hodnocenemu le~ivu . 

Zkousejici souhlasi, ze poskytne pisemne 
prohlaseni, jez bude odhalovat zavazky 
Zkousejiciho, j sou-li nejake, a to vtici 
Zdravotnickemu zarfzenf ve vztahu a v 
souvislosti s provadenfm Studie a 
Hodnocenym lecivem. 

Misto provadenf klinickeho hodnoceni 
souhlasf, ze zasle predem promptni oznameni 
Zadavateli a IQVIA v prfpade, ze Zkousejici 
ukon~f pracovnf pomer ve Zdravotnickem 
zafizeni ci nebude-li Zkousejfci z jakehokoli 
jineho duvodu schopen provadet Studii. 
Ustanovenf noveho Zkousejiciho bude 
podlehat predchozfmu schvaleni Zadavatele a 
IQVIA. Zdravotnicke zarizeni zajisti, aby 
ptivodnf Zkousej fcf nadale dodr:loval 
podminky teto Smlouvy, mj. podminky 
stanovene v chinku 3 , Duvernost", clanku 4 
,Dusevnf vlastnictvi" a clanku 5 , Publikace". 

1.5. Nezadoucf prfhody 
Zkousejici oznami nezadoucf pffhody a 
zava2:ne nezadoucf pffhody v souladu s 
po2:adavky Protokolu a platnymi pravnimi 
predpisy a narfzenfmi. 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 usilfm vynalozenem v 
ramci kontrolnfho procesu ve vztahu k 
jakekoli nezadoucf prihod~. Misto provadeni 
klinickeho hodnoceni bude jednat v souladu s 
oznamovacimi povinnostmi vyfadovanymi 
jeho EK. 

Zadavatel bez zbyteeneho odkladu vyrozumi 
Mfsto rykonu klinickeho hodnoceni, EK a 
IQVIA, ohledne neprfmivjch trendu, ktere by 
podle jeho uvazenf v dobre vire mohly 
nepriznive ovlivnit bezpe~nost Subjektii 
Studie ci jejich vtili a ochotu pokracovat v 
ucasti ve Studii, mit vliv na provadeni Studie, 
ci zmenit vydane souhlasne stanovisko EK 
Mfsta provadeni klinickeho hodnoceni 
vztahujici se k pokraeovani ve Studii. 

1.6. Pouzitf a yracenf Hodnoceneho leciva a 
Vybavenf 
Zadavatel, ci jeho radne opravneny zastupce, 
doda bezuplatne Zdravotnickemu zafizeni ci 
Zkousejicimu dostatecne mnozstvi 
Hodnoceneho leciva die podmfnek popsanych 
v Protokolu. 

Misto provadeni klioickeho hodnoceni bude 
pouzfvat Hodnoceoe lecivo a jakYkoli 
komparacni produkt poskytnuty v souvislosti 
se Studii ryhradne pro ueely radneho 
dokonceni Studie a bude uchovavat 
Hodnocene lecivo die pokymi Zadavatele a v 
souladu s pffslusoymi pravnimi pfedpisy, 
narizenimi a pravidly, vcetne povinnosti 
skladovat Hodnocene lecivo v uzameenem a 
zabezpeeenem prostoru, a to po celou 
predmetnou dobu. 

v navaznosti na dokoncenf ci ukonceni 
Studie, Mfsto provad~nf klinickeho hodnoceni 
vrati ci zlikviduje, a to pine dle volby 
Zadavatele, Hodnocene lecivo, komparacni 
produkty a materialy, jakoz i veskere Diiveme 
informace (ve smyslu oize uvedene defmice) 
pine a vjlucne na naklady Zadavatele. 

Zdravotnicke zanzenf a Zkousejici se 
zavazuji, ze budou jednat v souladu s 
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disposition or destruction oflnvestigational 
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. PAXMENT 

In consideration for the proper perfonnance 
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 Infonnation (as defined below) 
in accordance with this Agreement. 

veskerymi pravnimi pfedpisy, narizemm1 a 
pravidly upravujicfmi nakladani s 
Hodnocenym lecivem ci likvidaci 
Hodnoceneho leciva a jak)'mikoli instrukcemi 
a pokyny poskytnucymi IQVIA, jez nejsou v 
rozporu s takov)'mi pravnimi prepisy, 
nafizenfmi a pravidly. 

Pokud Zadavatel poskytne financni 
prostfedky na vybaveni s nizkou hodnotou 
nebo na jednorazove vybaveni nebo na 
financovani pronajateho vybaveni hrazeneho 
spolecnosti IQVIA nebo dodavateli 
povefenemu Zadavatelem, aby pro 
Zdravotnicke zafizeni pofidil vybaveni, smi 
byt takove vybaveni (i) pouzivano 
Zdravotnickym zarlzenim pouze k provadeni 
Studie v souladu s Protokolem a vsemi 
pokyny dodavatele nebo v}'robce vybaveni; 
a (ii) po dokoncenf Studie bude 
(a) Zdravotnick)'m zafizenim zlikvidovano 
nebo zni~no podle platnych pn!vnich 
pfedpisu, mj. vsech mezinarodnich 
a vnitrostatnich pravnich pi'edpisu o zivotnim 
prostfedi, ktere se na takovou likvidaci nebo 
zniceni vztahuji, nebo (b) v pfipade 
pronajateho vybaveni vraceno 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 pfiloze D, pficemz posledni 
platba bude uskutecnena pote, co Misto 
provadeni klinickeho hodnoceni splni a 
dokonci veskere zavazky, jez mu vyplyvaji z 
teto Smlouvy, napi'. zodpovt"Szenl vsech dotazu 
k formulaffim CRF, a IQVIA obddi veskere 
fadne vyplnene CRF a Misto provadeni 
klinickeho hodnoceni podle uvazem 
Zadavatele vrati nebo znici veskere dalsf 
Duverne infonnace (ve smyslu nize uvedene 
definice). 
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The estimated value of financial payment 
under this Agreement shall be 
approximately CZK 2.088.000,00. 

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 in connection with this 
Agreement or the Study; and (iv) 
cumulative Study data, results, and reports 
from all sites conducting the Study. 

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

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; 

Predpokladami hodnota financniho plnenf die 
teto Smlouvy cinf priblizne 2.088.000,00 Kc. 

3. DUvERNY REZIM 

3 .1 Definice 
"Duverne informace" budou vykl<idany jako 
informace duverne nebo chranene povahy 
milezejfcf Zadavateli, pficemz budou 
zahrnovat mj . (i) veskere informace, jez byly 
Zdravotnickemu zarizeni, Zkousejicimu ci 
kteremukoli clenu personalu Zdravotnickeho 
zarizeni, poskytnuty, odhaleny, zpffstupneny 
ci sdeleny Zadavatelem ci jeho jmenem, 
zejmena vcetne informaci o Hodnocenem 
lecivu, technickych informaci vztahujfcich se 
k Hodnocenemu Iecivu, veskere Existujici 
dusevni vlastnictvi (ve smyslu defmice 
uvedene v Clanku 4) Zadavatele, a Protokol; 
(ii) informace vztahujfcf se k procesu 
zarazovani do Studie, informace vztahujici se 
k aktwilnfmu stavu Studie, komunikace wei a 
od regulatornich uradu, informace vztahujici 
se k aktualnimu stavu Hodnoceneho leciva na 
regulatorni urovni a Studijnich dat a udajii, a 
dale k Objewm (ve smyslu defmice uvedene 
v ctanku 4); (iii) veskere informace 
vytvorene, vypracovane nebo vyvinute 
v souvislosti s touto Smlouvou nebo se Studii 
a (iv) souhrnne udaje, vysledky a zpravy 
o Studii ze vsech pracovist' provadejicich 
Studii. 

Pojem Duverne informace nezahrnuje 
informace, u nichZ miize Mfsto provadeni 
klinickeho hodnoceni pisemne dolozit, ze: 

I. jsou nebo byly verejne zname pred 
okamzikem ci po okamziku jejich 
odhaleni, zpristupneni ci sdeleni ze 
strany Zadavatele, aniz by tim doslo k 
jakemukoli protipn1vnimu jednani ci 
opominuti pricitatelnemu Zkousejfcimu, 
Zdravotnickemu zarizenf ci jakemukoli 
jejich zamestnanci; 
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ii. was already in the possession of 
Investigator, Institution or any of other 
Institution personnel prior to disclosure 
by Sponsor, from sources other than 
Sponsor that did not have an obligation 
of confidentiality to Sponsor; 

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

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

3.2 Obligations 
Site and Institution's personnel, including 
Study Staff shall not 

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

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

To protect Confidential Information, Site 
agrees to: 

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

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

ii. uz byly v dispozici Zkousejiciho, 
Zdravotnickeho zarizeni ci jineho 
zamestnance Zdravotnickeho zanzenf 
pred jejich zverejnenim, sdelenim ci 
zpfistupnenim ze strany Zadavatele, a 
byly ziskany ze zdroju odli~nych od 
Zadavatele, pricemz tyto nebyly vazany 
povinnosti duvemosti vuci Zadavateli; 

iii.byly vyvinuty nezavisle Zkousejicim, 
Zdravotnickym zarfzenim ci jakymkoli 
jejich zamestnancem bez odkazu na 
Zadavatelovy Duveme informace nebo 
spolehani se na ne; nebo 

iv.jejich odhaleni, zpristupneni ci sdelenf lze 
provest na za.Idade pfsemneho svolenf 
Zadavatele. 

3.2 Povinnosti 
Mfsto provadenf klinickeho hodnoceni a 
zamestnanci Zdravotnickeho zai'izeni, a to 
vcetne Studijnfho personalu, nebudou 
1. vyuzfvat Duveme informace pro 

jakykoli jiny ueel, nezli je provadeni 
Studie, nebo 

ii. odhalovat, zprfstupnovat ci sdelovat 
Duveme informace jakekoli ti'etl strane, 
s v)fjimkou opravnenf povoleneho v 
tomto Glimku 3. nebo Clanku 5 "Pniva 
na zverejnenf", nebo povinnosti ulozene 
platnym zakonem ci jakymkoli 
regulatornim uradem nebo na zaklade 
pfsemneho svoleni Zadavatele nebo 
spolecnosti IQVIA. 

Za ucelem ochrany Dtivemych informaci, 
Misto provadeni klinickeho hodnoceni 
souh lasi, ze: 

1. omezi distribuci Duvemych informaci 
pouze vtlci tern clentim Studijniho 
personalu, ktei'i takove skutecnosti 
potrebuji znat v souvislosti s provadenim 
Studie; 

ii. bude informovat vsechny cleny Studijniho 
personalu, kterym budou Duveme 
informace odhaleny' zpnstupneny ci 

... -
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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 in 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 

sdeleny, o duverne povaze takovych 
informaci; 

iii. prijme nezbytmi opatreni za ucelem 
ochrany Duvernych informaci predjejich 
odhalenfm ci zprfstupnenfm; a 

IV. zajisti, aby vsichni prijemci Duvernych 
informacf, napr. Studijnf personal, byli 
pravne vazani povinnostmi mlcenlivosti 
ve stejnem rozsahu jako podle teto 
Smlouvy. 

Zadne ze shora uvedenych ustanoveni 
neomezuJe opravnenf Mfsta provadeni 
klinickeho hodnoceni odhalit, zpfistupnit, 
zverejnit ci sdelit Studijnf data a Udaje v 
povolenem rozsahu a v souladu s upravou 
uvedenou v Clanku 5 "Pniva na zverejneni". 

3.3 Zakonem uloiene odhalenf 
V pripade, ze Zdravotnicke zarizeni ci 
Zkousejici obdni oznameni ci vyzvu od 
soudu, tribunalu nebo jineho statniho uradu, 
ktera bude pofudovat odhalenf, sdelenf ci 
zpfistupneni jakekoli Duverne informace, 
prijemce takove vyzvy Zadavateli takovou 
skutecnost pred sdelenim informaci 
neprodlene oznami, aby mel Zadavatel 
mofuost uplatnit predbefue/ochranne 
opatreni ci jak)lkoli jiny vhodny ochranny ci 
napravny prostredek. v pfipade, ze takove 
predbefue/ochranne opatrenf ci jiny vhodny 
ochranny ci napravny prostredek nenf vydan 
ci dosafen, prijemce vyzvy poskytne pouze 
takovou cast Duvernych informaci, a to v 
rozsahu, v jakem je jejich odhaleni, sdeleni ci 
zpristupnenf potadovano, prieemz bude 
vy2:adovat uplatnovanf duverneho rezimu ve 
vztahu k temto Duvernym informacim. 

Spolecnost IQVIA a Zadavatel berou na 
vedomf, ze Poskytovatel jakoZt:o statni 
prfspevkova organizace je statutami 
organizacf ve smyslu zakona 340/2015 Sb., 
o registru smluv, v platnem znenf, a bez 
ohledu na vyse uvedene, Zdravotnicke 
zafizeni, Zadavatel a IQVIA timto berou na 
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hereby acknowledge that this Agreement 
shall be published pursuant to Act no. 
340/20 15 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, Attachment 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 Destruction 
Upon termination of this Agreement or upon 
any earlier written request by Sponsor at any 
time, Site shall return to Sponsor, or destroy, 
at Sponsor's option, all Confidential 
Information other than Study Data 

vedomi, re tato smlouva bude zverejnena 
v souladu se zak. ~- 340/2015, o registru 
smluv. Strany se dohodly, ze za zvefejneni 
upravene verze Smlouvy odpovida 
Zdravotnicke zafizenf. Takovemuto 
zverejn~nf nepodlehaji ty Udaje, ktere tvori 
obchodnf tajemstvf nebo duveme informace 
nektere ze smluvnfch stran. Die teto Smlouvy 
se takorymi duvernymi informacemi rozumi 
zejmena Prfloha A - Rozpotet a platebnf 
pfehled, Pffloha D - Financni kalkulace, 
minimalnf cflory pocet zafazeni, ocekavany 
zafazeny pocet subjektU a ocekavana delka 
trvanf Studie. Dale nebudou takovemuto 
zvefejnenf podlehat osobni udaje tyzicicych 
osob, ledafe jsou ji~ zvefejneny v j inem 
verejne pfistupnem registru. Upravena verze 
teto Smlouvy ur~ena ke zverejneni je 
pripojena k teto smlouve jako pfiloha C. Za 
zvefejneni smlouvy dle predchoziho odstavce 
odpovfda Zdravotnicke zarizenf. 
Zdravotnicke zanzeni se zavazuje o 
uverejneni Smlouvy dle tohoto clanku 
informovat spole~nost IQVIA, na jeji zadost, 
e-mailem na: registrsmluv@iqvia. Neni-li 
smlouva Zdravotnickjm zarizenim 
zvefejnena ve lhiite patnacti (15) pracovnfch 
dnf od data posledniho podpisu, j sou k jejfmu 
zverejnenf opravneni IQVIA ci Zadavatel. 

3.4 Vraceni ci likvidace 
V navaznosti na ukonceni platnosti teto 
Smlouvy ci v kterykoli dfivejsi okamzik na 
zAklade pisemneho pofadavku Zadavatele, 
Misto provadeni klinickeho hodnoceni 
Zadavateli vrati, pripadne die pofadavku 
Zadavatele zlikviduje, veskere Duverne 
informace, odlisne od Studijnich dat a udaju. 
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3.5 Survival 
This Section 3 "Confidentiality" shall 
survive tennination or expiration of this 
Agreement for ten (1 0) years. 

4. INTELLECTUAL PROPERlY 

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

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

4.3. Assignment of Inventions 

3.5 Pretrvavaiici platnost 
Tento Clanek 3 "Duvemy rezim" zustane v 
platnosti i v pripade ukoneeni platnosti ci pfi 
vypr8eni platnosti teto Smlouvy, a to po dobu 
deseti (10) let. 

4. DVSEVNf YLASTNICIVf 

4.1 Existujfcf dusevni vlastnictvi 
Vlastnictvi vsech objew, vynalezu, 
autorskych del a jinych v)'sledkii dusevni 
cinnosti, jez existuji k Datu ucinnosti, a 
date veskere patenty' autorska prava, 
obchodni tajemstvi a dalsi pniva k 
objektUm dusevniho vlastnictvi, s timto 
souvisejicf (spolecne dale jen, "Existujici 
dusevni vlastnictvi"), neni jakkoli 
dotceno touto Smlouvou, ajakakoli Strana 
ci Zadavatel nemaji nciroky wei ci prava k 
jakemukoli predmetu Existujiciho 
dusevniho vlastnictvi jineho, neni-li tak 
v)'slovne pisemne ujedm\no v jakekoli 
pisemne dohode mezi Stranami uzavrene. 
Zadavatel touto Smlouvou nepfevadi na 
Zdravotnicke zarfzenf zadna sva patentova 
a autorska prava ani zadna jina pniva 
k dusevnimu vlastnictvf. 

4.2. Objeyy 
Pojem "Objevy" znamena pro ucely teto 
Smlouvy veskere objevy, vynalezy a 
predmety v)'voje, jez byly vyvinuty, 
uvedeny poprve do praxe ci jak:koli jinak 
vynalezeny ci rozvinuty Mistem 
provadeni klinickeho hodnoceni, 
Studijnim personalem nebo 
zamestnancem Zdravotnickeho zarizeni 
(i) pfi prov:idenf Studie; (ii) ktere obsahuji 
nebo vyuzivaji Duveme infonnace nebo 
(iii) ktere jsou vyrobeny za pouziti 
Hodnoceneho pripravku nebo jakychkoli 
jinych materialu poskytnut)'ch 
Zadavatelem, v kafdem pffpade spolecne 
s vesker)'mi pravy k dusevnimu 
vlastnictvi, kteni se k nim vztahuji. 
Zadavatel bude v)'hradnim vlastnikem 
veskerych Objew. 

4.3. Prevod pritv k Objevum 
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s. 

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, 
on behalf of itself, Study Staff and its 
personnel, hereby assigns to Sponsor all 
of its rights, title and interest in and to 
Inventions, including all patents, 
copyrights and other intellectual 
property rights therein and all rights of 
action and claims for damages and 
benefits arising due to past and present 
infringement of said rights. Investigator 
and Institution shall cooperate and assist 
Sponsor by executing, and causing 
Study Staff and its personnel to execute, 
all documents reasonably necessary for 
Sponsor to secure and maintain 
Sponsor's ownership rights in 
Inventions. 

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 .!.Publication and Disclosure 
Institution and Investigator shall have 
the right to publish or present the Study 

s. 

Zkousejici se zavazuje, Ze odhali, 
zpffstupni ci sdeli a dale zajisti, ze Studijni 
personal a jeho zam~stnanci odhali, 
zpffstupni ci sdell veskere Objevy, a to 
neprodlene a pine Zadavateli v pisemne 
forme, a Zkou~ejicf a Zdravotnicke 
zarizeni, jmenem sV)Im a jmenem a v 
zastoupeni Studijniho personalu a sV)Ich 
zamestnancu, timto prevadi na Zadavatele 
veskera sva pniva, naroky a zajmy k 
Objevllm, veetn~ vsech patentu, 
autorskych del a jinych prav dusevniho 
vlastnictvi k tomuto se vztahujicfm, jakoz 
i veskera prava procesni povahy a naroky 
na mihrady skod a uzitky,jezjiz vznikly v 
dusledku minuleho ci soueasneho 
poruseni shora uvedenych prav. 
Zkousej ici a Zdravotnicke zarizeni se 
zavazuji, ze budou nalezite spolupracovat 
a poskytnou Zadavateli soucinnost pri 
vyhotoveni a uzavreni, a 1.ajisti, 7.e 
Studijni personal a jej ich zamestnanci 
vyhotovi a uzavrou, veskere dokumenty 
duvodne Zadavatelem po:Zadovane za 
ueelem ochrany a zajisteni vlastnickych 
prav Zadavatele k Objevum. 

4.4. Patentove rizeni 
Misto provad~nf klinickeho hodnoceni se 
zavazuje, ze bude spolupracovat a 
poskytne soucinnost, a to v mivaznosti na 
V)lzvu Zadavatele a na jeho pfim~rene 
naklady a s jeho ucasti, v souvislosti s 
pffpravou, podanim, vedenim patentoveho 
nzeni a udrfovanim veskecych 
patentoV)Ich pfihla§ek a patenru pro 
veskere Objevy. 

4.5. Pretrvavaifci platnost 
Tento CUmek 4 "Du~evni vlastnictvi" 
zustane v platnosti i v pffpade ukoncenf 
platnosti ci pri vypr~enf platnosti teto 
Smlouvy. 

PRA VA NA ZVEREJNEN( 

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

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, 

v)'sledky cinnosti Zdravotnickeho 
zafizeni a Zkou~ejicfho cykajicf se Studie, 
jezje provademi na zaldade teto Smlouvy, 
a to vcetne Studijnich data udaju, vylucne 
v souladu s pol.adavky stanovenymi v 
tomto Clanku 5. Zdravotnicke zafizeni a 
Zkousejici souhlasi, ze Zadavateli 
predlozi jakoukoli navrhovanou publikaci 
a prezentaci pro ucely jejich kontroly ve 
lhute alespoii triceti (30) dnu pred 
predlozenim jakekoli takove publikace 
prislusnemu vydavateli ci pred jejich 
navrhovanou prezentaci. Ve lhute triceti 
(30) dnu od jejich prijeti, Zadavatel se 
pisemne vyjadrf Zdravotnickemu zanzeni 
a/nebo Zkousejicimu, vzdy die podminek 
konkretnfho pripadu, ve vztahu k jakekoli 
informaci obsilZene v takovych 
materhilech, jez predstavuje Duvernou 
informaci (odlisnou od Studijnich dat a 
udaju) neho jez muze predstavovat 
prekazk.u moznosti dosazeni patentove 
ochrany prislu~neho Objevu. Zadavatel 
bude opravnen pol.adovat wei 
Zdravotnickemu zarizeni a/nebo 
Zadavateli, vZdy dle podminek 
konkretniho pripadu, odstranenf 
definovanych informaci oznacenych jako 
Duverne informace Gez jsou odlisne od 
Studijnich data udaju) a/nebo pol.adovat 
odloreni navrhovane publikace ci 
prezentace po dobu dodatecnych sedesati 
(60) dnu, aby umoznil Zadavateli 
uplatneni patentove ochrany ve vztahu k 
takovemu Objevu. 

5.2. Multicentricke publikovanf 
Je-li tato Studie multicentrickou studii, 
Zdravotnicke zarizeni a Zkou~ejfci tfmto 
souhlasf, ze bez predchozfho pfsemneho 
souhlasu Zadavatele nebudou nezavisle 
publikovat, prezentovat ci jakkoli j inak 
odhalovat, zverejiiovat, sdelovat ci 
zpristupiiovat jakekoli vysledky Studie 
nebo informace vztahujici se k cinnostem 
Zdravotnickeho zai'izeni a Zkousejiciho, 
jez jsou provadeny na zaklade teto 
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however, that if a multi-center 
publication is not published within 
eighteen (18) months after completion 
of the Study and lock of the database at 
all research sites or any earlier 
termination or abandonment of the 
Study, Institution and Investigator shall 
have the right to publish and present the 
results oflnstitution 'sand Investigator's 
activities conducted under this 
Agreement, including Study Data, solely 
in accordance with the provisions of this 
Section 5. 

5.3. Confidentiality of Unpubli shed 
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 definition of Confidential 
Information, and Institution and 
Investigator shall not, and shall require 
their personnel not to, disclose 
Unpublished Data to any third party or 
disclose any Study Data to any third 
party in greater detail than the same may 
be disclosed in any publications, 
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, 

Smlouvy, a to az do doby, nez dojde ke 
zverejneni multicentricke publikace; to 
v~ak za podminky, ze nedojde-li k 
multicentrickemu zverejn~ni nejpozdeji 
do osmnacti (18) m!sfcu od okamziku 
dokonceni Studie a uzavrenf databaze ve 
v~ech Y9zkumnych centrech ci k 
jakemukoli drivej~imu ukonceni platnosti 
ci predcasnemu ukonceni Studie, 
Zdravotnicke zaffzenf a Zkou~ej[cf budou 
opn1vneni publikovat a prezentovat 
Y9sledky cinnosti Zdravotnickeho 
zarfzeni a Zkou~ejiclho, jez je provadena 
na zaklade teto Smlouvy, a to veetne 
Studijnich data udaju, Y9hradne v souladu 
s podminkami stanovenymi v tomto 
odstavci 5.3. 

5.3. Duvernost nepublikovanych udaj u 

Zdravotnicke zarizenf a Zkousejici timto 
berou na vedomf a souhlasf, ze Studijni 
data a udaje, jez nebyly publikovany, 
prezentovany ci jakkoli jinak odhaleny, 
zverejneny, zpristupneny ci sdeleny na 
zaklade upravy stanovene v odstavci 5.1 
nebo 5.2 ("Nepublikovane udaje"), 
ztistanou zahrnuty do ramce definice 
Duvernych informaci, a Zdravotnicke 
zaffzenf a Zkou~ejfci se zavazuji, Ze 
neodhaH, nezverejni, nezpristupnf 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 tfeti strane, a to v 
rozsahu vetsim, nezli v jakem mohou byt 
odhaleny' zverejneny' zpfistupneny ci 
sd~leny v jakekoli publikaci, prezentaci ci 
jinem odhaleni na zaklad~ odstavce 5.1 
nebo 5.2. 

5.4. Kontaktv s medii 
Zdravotnicke zarizeni a Zkousej fci 
nebudou, a zajisti, ze zamestnanci 
Zdravotnickeho zarfzeni nebudou, 
poskytovat jakekoli rozhovory ci j ine 
formy kontaktu s medii , zejmena vcetne 
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television and the Internet, related to the 
Study, the Investigational Product, 
Inventions, or Study Data without the 
prior written consent of Sponsor. This 
provision does not prohibit publication 
or presentation of Study Data in 
accordance with this section 5. 

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. 

vydavatelstvi novin, provozovateli 
radioveho vysilanf, provozovateli 
televizniho vysiUmi a spolecnostmi 
pusobicfmi na internetu, a to v souvislosti 
se Studii, Hodnocenym Iecivem, Objevy 
nebo Studijnfmi daty a udaji bez 
predchoziho pisemneho svoleni 
Zadavatele. Toto ustanoveni nebrani 
mofuosti publikovat ci prezentovat 
Studijnf data a Udaje v souladu s tfmto 
Clankem. 

5.5. Pouziti n4zvu ci jmena. registrace a 
oznamoyani 
Zadna strana teto Smlouvy nenf 
opr4vnena pouzft jmena ci nazvu jine 
Strany, nazvu Zadavatele, a to 
v souvislosti s jakoukoli reklamni 
cinnostf, k publikacnim ci marketingorym 
ucelum bez predchoziho pfsemneho 
svoleni, s Y9jimkou pripadu, kdy 
Zadavatel a IQVIA budou opnivneni 
pouzft nazvu Mfsta provadenf klinickeho 
hodnocenf v souvislosti s publikacemi 
cykajicfmi se Studie a v ramci 
komunikace, vcetne weboY9ch stranek 
venovanych klinickym hodnocenim a pro 
ueely newsletteru vydavanych 
v souvislosti se Studii, a v rozsahu 
primerene nezbytnem pro: (a) pfedkladanf 
dokumentU kontrolnim uradum, 
(b) vedenf nebo obhajobu soudnfch sporu 
a (c) dodrZovani platnych pravnich 
pfedpisu. Zadavatel bude Studii 
registrovat v souladu s pfislu~nymi 
pravnimi predpisy a narfzenimi a bude 
oznamovat rysledky Studie verejne tehdy 
a v rozsahu uloZenem pnslusnymi 
pnivnimi predpisy a narfzenimi. V rozsahu 
pozadovanem pfislu~nymi pnivmmt 
predpisy muze Zdravotnicke zarizeni 
informovat o uzavreni teto Smlouvy a 
zverejnit nazev protokolu a jmeno 
Zadavatele, jako zdroje financovani 
Studie. V souladu se srym vnitfuim 
prepisem a prislusnymi pravnimi predpisy 
si Zdravotnicke zarizenf vyhrazuje pravo 
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5.6. Survival 
This Section 5 "Publication Rights" 
shall survive termination or expiration 
of this Agreement. 

6. PERSONALDATA 

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 2016 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 Parties 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. 

uvest jmeno Zadavatele a cislo Protokolu 
na srych webov}'ch stranka.ch bez 
predchoziho souhlasu Zadavatele. 

5.6. Pretrvavaiici platuost 
Tento Clanek 5 "Prava na zvei'ejneni" 
zustane v platnosti i v pripade ukoneenf 
platnosti ci pi'i vyprsenf platnosti teto 
Smlouvy. 

6. 0SOBNi UnA.JE 

Misto provadenf klinickeho hodnoceni a IQVIA 
se zavazujf dodrzovat veskere prislusne pravni 
predpisy o soukromf Udaju a ochrane udaju pfi 
zpracovavani osobnfch udaju tak, jak jsou 
definovany v techto pffslusnych pravnich 
predpisech 0 soukromi udaju a ochrane udaju, 
konkretne Narizenf Evropskeho parlamentu a 
Rady (EU) 2016/679 ze dne 27. dubna 2016 o 
ochrane fyzick)fch osob v souvislosti se 
zpracovanim osobnich Udaju a o volnem 
pohybu techto udaju a o zruseni smernice 
95/46/ES ( obecne narizeni o ochrane osobnich 
udaju) (,GDPR"). 

Vsechny Strany souh1asi, re v pripade 
nakllidani s osobnfmi udaji mimo uzemi EU, 
budou postupovat v prisnem souladu zejmena s 
GDPR, resp. provadecim rozhodnutim Komise 
EU 2016/1250. 

Strany se dohodly, ze budou dodrzovat sve 
povinnosti vyzadovane platnymi pravnimi 
predpisy o ochrane soukromi a osobnfch udaju, 
napi'. platnymi ustanovenimi narizeni GDPR, 
a ze budou pouzivat vhodmi technicka 
a organizacnf opatreni pro zpracovani, 
integritu, diivernost a zabezpecenf osobnich 
udaju a Studijnfch dat. Strany se zavazuji 
dodnovat aktm1lni verzi standardnich 
smluvnich dolorek pro predavani udaju podle 
tzv. modulu 4: Od zpracovatele spravci, ktery 
se odkazem na n~j stava nedilnou soucasti teto 
Smlouvy. 
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• Institution owns and shall be 
responsible for source 
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 I Q VIA 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 

• Zdravotnicke zarizenf je 
vlastnfkem zdrojovych dokumentti 
(viz definice smemice GCP ICH) 
a odpovida za ne. 

• Zadavatel je spravcem veskerych 
Studijnich dat ( definice viz vy~e) 
a odpovida za ne. 

• Zadavatel bude spravcem udaju ve 
vztahu ke Studijnfm dattim, 
protokolu, biologickym vzorkum a 
bude take pusobit jako spravce 
vsech osobnich udaju Subjektti 
studie poZ3dovanych v CRF, 
veetne osobnich udaju 
Zkousejfciho a Studijniho cymu. 
Zdravotnicke zarizeni a Studijni 
cym budou zpracovateli udaju 
cykajicich se provadenf Studie ve 
Zdravotnickem zarfzenf a budou 
jednat v souladu s pisemnymi 
pokyny od Zadavatele 
a spolecnosti IQVIA. Spoleenost 
IQVIA jedna jako zpracovatel 
Udaju pn plneni povinnostf 
cykajicich se nzeni a monitorovani 
klinickeho hodnoceni. 

Zdravotnicke zai'izenf poskytne Zadavateli 
alnebo spolecnosti IQVIA veskere informace 
nezbytne k dolozenf a overenf plnenf 
z{tvazku. 

7. POSKOZENi ZDRA Vi SUBJEKTU STUD IE, 

PO.flSTENi A ODPOVEDNOST 

Zadavatel prohlasuje a potvrzuje, ze v 
souladu s ust. § 58 odst. 2 zakona c. 
378/2007 Sb., o Iecivech, v platnem znenf, 
zajisti pojisteni klinickeho hodnoceni. 
Pojistenf uzavrene Zadavatelem 
nezbavuje Zdravotnicke zarizenf 
a Zkousejfciho odpovednosti vuc1 
Zadavateli za nedbalost a umyslne 
pochybenf nebo za nedodrzenf podmfnek 
Smlouvy, Protokolu nebo platnych 
pravnich predpisu a nafizeni vztahujicich 
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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. 

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 
lnvestigational 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; 

se na Studii ze strany Zdravotnickeho 
zan zenf nebo Zkousejicfho. Misto 
provadeni klinickeho hodnoceni 
prohlasuje a zarucuje se, ze uzavrelo 
pojistenf nebo maj ine dostatecne financni 
zdroje k plnenf sv}'ch zavazkii z teto 
Smlouvy a podle platnych pnivnich 
pfedpisu. 

Misto provadeni klinickeho hodnoceni je 
povinno neprodlene pfsemne vyrozumet 
IQVIA a Zadavatele o jakcmkoli naroku 
vztahujicimu se k onemocneni ci ujme na 
zdravf, k nim~ skutecne ci Udajne doslo v 
souvislosti s nezadouci reakci na 
Hodnocene lecivo a zavazuje se pine 
spolupracovat se Zadavatelem pri reseni 
neMdouci udalosti. 

Zadavatel uhradi Zdravotnickemu 
zarizeni pffme, primcrcnc a nczbytnc 
zdmvotni vydaje, ktere vznikly 
Zdravotnickemu zarizeni v souvislosti s 
lecbou jakychkoli nezadoucich udalosti, 
napr. onemocneni nebo ujmy na zdravi, 
zpusobenych radnym podav{mfm 
Hodnoceneho pffpravku nebo provedenim 
ukonu vyzadovaneho Protokolem v 
souladu s Protokolem, s Y9jimkou 
pripadu, kdy takova nezadouci udalost, 
nemoc nebo ujma na zdravi je zpusobeno: 

a) pochybenfm Zdravotnickeho 
zarfzenf, Zkousejiciho nebo 
jakehokoliv jej ich zamestnance jednat 
v souladu s touto Smlouvou, 
Protokolem, jakoukoliv pisemnou 
instrukci Zadavatele cykajici se 
Studie, nebo jakehokoliv platneho 
zakona nebo provadecfho predpisu 
nebo postupu, vcetne GCP, vydanem 
jakoukoliv regulacni autoritou, 

b) nedbalosti nebo umyslnym 
nespravnym jednanim 
Zdravotnickeho zaffzenf, Zkousejicim 
nebo jakymkoliv jejich zastupcem, 
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c)a failure of the Study Subject to 
follow the reasonable instructions of 
the Investigator relating to the 
requirements of the Study; 

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

(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 aclual 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. 

c) porusemm povinnosti Studijnim 
Subjektem jednat v souladu 
s duvodnymi pokyny Zkousejiciho 
cykajicich se pozadavku Studie, 

d) prirozenou progresi zakladniho, jiz 
existujiciho zdravotniho stavu nebo 
onemocn~nf Subjektu studie nebo 

e) nedostatecnou ucinnosti nebo 
terapeuticlcym pi'inosem 
Hodnoceneho pi'ipravku. 

V souladu s ustanovenfmi tohoto chinku 7 
nebude odpovednost Zadavatele 
odskodnit Zdravotnicke zai'fzeni die 
tohoto ustanoveni limitovfma castkou 
splatnou die jakehokoliv pojist~ni 
uzavreneho Zadavatelem, ale bude se 
vztahovat na celou castku skutoone skody 
Zdravotnickeho zaffzenf ve v}'§i naroku 
Subjektu Studie nebo miroku jeho 
zakonneho zastupce uspesne uplatneneho 
dle eeskeho pravnfho radu. 

Narok Zdravotnickeho zai'izeni na 
nahradu skody die predchoziho 
ustanoveni nevznika, jestlize: 

a) poskozeni zdravf (vcetn~ smrti) Subjektu 
Studie bylo zpusobeno Umyslne, 
nedbalosti, lehkomyslnosti, protipnivnim 
jedm\nim nebo nesplnenim povinnosti 
stanovene Zdravotnickemu zarizeni ci 
Zkousejicimu pravnim predpisem nebo v 
teto Smlouve, vcetn~ vsech jejich pfiloh, 
nebo pochybenfm Zdravotnickeho 
zanzeni, Zkousejfcfho nebo elena 
Studijniho personalu pri provad~nf Studie 
v souladu s Protokolem, touto Smlouvou, 
pfsemnymi pokyny Zadavatele nebo 
platnymi pravnimi predpisy; 

b) Zdravotnickeho zafizeni do dvaceti (20) 
pracovnich dnu ode dne, kdy se 
dozvM~la, ze by! wei ni uplatnen mirok 
na nahradu skody, neoznamila tuto 
skutecnost pisemne Zadavateli. Oznamen{ 
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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 D ISCLAIMER 

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

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

musf byt odesh1no doporucenou postou 
Zadavateli. 

c) na zadost Zadavatele mu Zdravotnicke 
zaffzeni neumoznila ucastnit se 
mimosoudnfho vyjednavani o vznesenem 
naroku nebo nasledneho soudniho rizenf; 

d) Zdravotnicke zarizeni uznalo vzneseny 
narok, aniz by obdrrela predchozf 
pisemny souhlas Zadavatele. 

Zdravotnicke zarfzeni je a zustava 
odpovedne za veskere Ztnity vznikle 
v dtisledku nedbalostniho, lehkomyslneho 
nebo umyslneho jednani nebo opomenuti 
Zdravotnickeho zarizenf, Zkousejfcfho nebo 
Studijnfho persomilu, v dusledku poruseni 
povinnosti vyplyvajfcich z teto Smlouvy ze 
strany Zdravotnickeho zarizeni, 
Zkousejiciho nebo Sludijnfho persomilu nebo 
v dusledku toho, ze Zdravotnicke zarfzeni, 
Zkousejici nebo Studijnf personal 
neprovadeji Studii v souladu s Protokolem, 
touto Smlouvou, pisemnymi pokyny 
Zadavatele nebo platnymi pravnimi predpisy. 

8. 0 DMiTNUTi ODPOVEDNOSTJ IQVIA 

IQVIA timto vyslovne odmita jakoukoli 
odpovednost v souvislosti s Hodnocenym 
lecivem, vcetne jakekoliv odpovednosti 
za jakekoliv miroky vypi:Yvajfcf 
z okolnosti zpfisobene nebo domnele 
zptisobene jakymkoliv Studijnim 
postupem spojenym s takovym lecivem 
vyjma rozsahu, v jakem je takova 
odpovMnost zapficinena nedbalostf, 
umyslnym protipravnim jedminim nebo 
porusenim teto Smlouvy ze strany IQVIA. 

Tento Clanek 8 "Odmitnuti odpovednosti 
IQVIA" zustane v platnosti i po ukonceni 
nebo uplynuti doby trvani teto Smlouvy. 
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9. INDEMNIFICATION AND INSURANCE 9. OD§KODN~Nf A POJJ§TENi. 

Sponsor shall indemnify, defend, and hold Zadavatel se zavazuje, ze Zdravotnicke zafizeni, 
harmless Institution, Investigator, and Study Zkousejfciho a Studijni cym (dale souhmne 
Staff (collectively, "Site lndemnitees") from ,Odskodnovane osoby Mista provadeni 
and against any and all losses, liabilities, klinickeho hodnoceni") odskodnf, bude je hajit 
damages, expenses, and costs, including a zbavi je odpovednosti v souvislosti se ztratami, 
without limitation reasonable attorney's fees zavazky, skodami, v-Ydaji a miklady, vcetne 
(collectively, "Losses"), in connection with any pi'imefenych vydaju na pravnf zastoupenf (dale 
third-party claims or lawsuits incurred by Site spolecne ,,Ztraty") souvisejicimi s jak:Ymikoli 
Indemnitees as a result of bodily injury, miroky tretfch stran nebo soudnfmi spory, ktere 
including death, caused by or resulting from the Odskodnovanym osobam Mfsta provadeni 
performance of the Study in accordance with the klinickeho hodnocenf vzniknou v dusledku ujmy 
Protocol and this Agreement; or the negligence, na zdravi, vcetne umrti, zpusobene provadenfm 
recklessness, or willful misconduct of any Studie v souladu s Protokolem a touto Smlouvou 
Sponsor Indemnitee (as defmed below); nebo v dusledku jejfho provadenf, nebo 
provided, however, that Sponsor shall not be nedbalosti, lehkomyslnostf nebo umyslnym 
obligated to indemnify, defend, or hold jedn{mim Odskodnovane osoby Zadavatele 
harmless Site Indemnitees to the extent that (definice viz nfze), avsak s tim, ze Zadavatel neni 
Losses arise from the negligence, recklessness, povinen Odskodnovane osoby Zdravotnickeho 
or willful misconduct of any Site indemnitee; a zarizenf odskodnit, hajit je nebo je zbavit 
breach by any Site Indemnitee of its obligations odpovednosti v pripade 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 jedn{mf Odskodnovanych osob 
with the Protocol, this Agreement, Sponsor's Zdravotnickeho zaffzenf, porusenfm povinnostf 
written instructions, or applicable law. vyplyvajfcfch z teto Smlouvy ze strany 

Odskodnovanych osob Zdravotnickeho zarfzeni 
nebo tim, ze Odskodnovane osoby 
Zdravotnickeho zaffzenf neprovadeji Studii 
v souladu s Protokolem, touto Smlouvou, 
pfsemnymi pokyny Zadavatele nebo platnymi 
pravnimi predpisy. 

Site shall indemnify, defend, and hold harmless Mfsto provadeni klinickeho hodnocenf se 
Sponsor and its affiliates, employees, and zavazuje, ze Zadavatele ajeho pridruzene 
agents (collectively, the "Sponsor spolecnosti, zamestnance a zastupce (dale 
Indemnitees") from and against any and all souhrnne ,Odskodnovane osoby Zadavatele") 
Losses, in connection 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 naroky tfetfch 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 zdravf, veetne umrtf, 
of any Site Indemnitee; provided, however, that zpusobene nedbalosti, lehkomyslnosti nebo 
Site shall not be obligated to indemnity, defend, umyslnym jednanfrn Odskodnovanych osob 
or hold harmless Sponsor Indemnitees to the Zdravotnickeho zaffzenf, avsak s tim, ie Mfsto 
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extent that Losses arise from the negligence, 
recklessness, or willful misconduct of any 
Sponsor Indemnitee; a breach by any Sponsor 
Indemnitee of its obligations under this 
Agreement; or a failure by any Sponsor 
Indemnitee to comply with applicable law. 

The Parties hereto acknowledge that Sponsor 
has obtained insurance coverage, as may be 
required by applicable Jaw, 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. 

provadeni klinickeho hodnoceni neni povinno 
Zadavatele od§kodnit, hajit ho nebo ho zbavit 
odpovednosti, pokud Ztraty vzniknou v diisledku 
nedbalosti, lehkomyslnosti nebo umyslneho 
pochybeni Odskodnovanych osob Zadavatele, 
poruseni povinnosti Odskodnovanych osob 
Zadavatele z teto Smlouvy nebo nedodrzeni 
platnych pravnich predpisii Odskodiiovanymi 
osobami Zadavatele. 

Strany tfmto berou na vedomi, ze Zadavatel 
uzavrel pojisteni s pojistnym krytim pripadne 
vyfadovanym platnymi pn1vnimi pfedpisy 
k pokrytf zavazkfi vyplyvajicich z provadenf 
Studie Zadavatelem. Pojisteni uzavrene 
Zadavatelem nezbavuje Zdravotnicke zarizeni 
a Zkou5ejicfho odpovednosti vilci Zadavateli za 
nedbalost a umyslne pochybeni nebo za 
nedoddeni podminek Smlouvy, Protokolu nebo 
platnych pravnich predpisu a nafizenf 
vztahujfcfch se na Studii 7.e strany 
Zdravotnickeho zai'izeni nebo Zkousejiciho. 
Misto provadeni klinickeho hodnoceni prohla5uje 
a zarucuje se, ze uzavrelo pojistenf nebo rna jine 
dostatecne financni zdroje k plnenf srych 
zavazkii z teto Smlouvy a podle platnych 
pravnich pfedpisii. 

10. VYLOU¢ENf 

Misto provadeni klinickeho hodnoceni 
prohlasuje a potvrzuje, ze ani Zdravotnicke 
zafizeni, ani Zkou5ejici, ani kterykoli ze 
zamestnancu, zastupcu Zdravotnickeho 
zafizeni ci jakakoli jina osoba, kteni se podili 
na provadeni cinnosti souvisejicich se Studif 
ve Zdravotnickem zafizenf, nebyla nebo neni 
zbavena prislusneho opravneni, nebyla ji 
ulozena sankce zakazu rykonu cinnosti 
klinickYch hodnocenf nebo zjineho duvodu 
nespliiuje podminky pro provadeni klinickych 
hodnocenf a dale, ze kterykoli z techto 
subjekru nen( vysetfovan jakoukoli kontrolni 
instituci, kdy rysledkem takoveho setreni ci 
fizeni muze bYt ulozeni sankce zakazu rykonu 
cinnosti ci odebrani opravneni, a to v 
kteremkoli state, a Misto provadeni 
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klinickeho hodnoceni se d;ile zavazuje 
neprodlene (i) vyrozumet IQVIA 
a Zadavatele v pnpade, ze dojde k takovemu 
vysetrovanf, diskvalifikaci, ulozenf sankce 
zakazu rykonu cinnosti nebo k odejmuti 
opravneni k vykonu klinickeho hodnoceni 
a (ii) vyfadit danou fyzickou nebo pravnickou 
osobu ze Studie. 

This Section 10 "Debarment" shall survive Tento Clanek 10 "Vyloucenf" zustane v 
termination or expiration of this platnosti po ukonceni nebo uplynutf doby 
Agreement. trvanf teto Smlouvy. 

11. FINANCIAL DISCLOSURE AND 11. FINANCNi INFORMACE A STRET ZAJMU 

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 (I) 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 

Misto provadenf klinickeho hodnoceni 
souhlasi, ze Zkousejfci pro kaZdeho 
uvedeneho a identifikovaneho 
zkousejfcfho nebo spoluzkousejfcfho, 
kten se pffmo podflf na lecenf nebo 
hodnoceni Subjektu studie neprodlene 
preda IQVIA vyplneny a podepsany 
formulaf financniho prohlMeni a 
konfliktu zajmu, ktecy byl vyplnen a 
podepsan takorym zkousejicim nebo 
spoluzkousejicim, ve kterem tito 
zkousejici ci spoluzkousejfcf pfiznavajf 
jakekoli prfslusne zajmy, ktere majf oni 
sami nebo jejich manzele/manzelky ci 
nezaopatrene deti. Pro upresneni bude 
jako formular pro informace o financnfch 
vztazich pouzit fonnulaf FDA 1572, jakje 
popsan v 21 C.F .R. § 312.53, ktecy 
Zkousejicf (a pripadne spoluzkousejici) 
vyplni, podepfSe a zasle zpet spoleenosti 
IQVIA. 

Zkousejici zajisti urychlenou aktualizaci 
formularu dle potreby, s cilem zajistit 
jejich pfesnost a uplnost v prubehu 
realizace Studie a jed en (1) rok po 
dokoncenf Studie. 

Misto provadeni klinickeho hodnoceni 
souhlasi s tim, ze vyplnene formulate 
mohou kontrolovat statnf a regulacnf 
urady, Zadavatel, IQVIA ajejich zastupci, 
a Misto provadeni klinickeho hodnoceni 
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period of ten ( 1 0) years after termination 
ofthe Study. 

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 

s takovymi kontrolami souhlasi, a to na 
dobu 10 let po ukon~enf Studie. 

Zkou~ejfcf dale souhlasi s prenosem dat o 
finan~nfm prohl~enf do zerne sidla 
Zadavatele a Spojenych statU americcych, 
a to i kdyby v techto zemfch neplatil nebo 
neexistoval natolik vyspely rezim ochrany 
dat jako ve vlastnf zemi Mista provadenf 
klinickeho hodnocenL 

Tento Clanek 11 "Financnf informace a 
stret zajmu" zustane v platnosti po 
ukon~enf nebo uplynutf doby t:rvanf teto 
Smlouvy. 

12. ZAMEZENf UPLATKARsTVi A PODVODU 

Zdravotnicke zarizeni a Zkousejfci 
souhlasf, Ze jejich usudek, pokud jde o 
poradenstvi a peci o kaZdy subjekt 
hodnocenf, nebude ovlivnen uhradou, 
kterou obdrlf v souvislosti s touto 
Smlouvou, a dale osvedcujf. ze tato 
kompenzace nepresahuje realnou trZnf 
hodnotu sluzeb, ktere poskytuji a ze zadne 
platby nejsou poskytovany za ucelem 
primet je k nakupu nebo predepisovanf 
jakychkoliv leku, zarizeni nebo produktu. 

Pokud Zadavatel nebo IQVIA poskytnou 
jakekoli produkty nebo predrnety pro 
pouzit£ ve Studii zdarma (nebo jejich 
poskytnut£ uhradf), Zdravotnickeho 
zal'fzenf a Zkou~ejfci souhlasf, ze nebudou 
zadat uhradu po zadnem Subjektu studie, 
poji~t'ovne nebo statnim/spnivnim uradu 
nebo jakekoli jine tfetf strane za tyto 
poskytnute produkty nebo predmety. 

Zdravotnicke zafizeni a ZkouSejicf 
souhlasf, Ze nebudou zadat uhradu po 
zadnem Subjektu Studie, pojist'ovne nebo 
statnfm urade za jakekoliv miv~tevy, 

sluzby nebo rydaje vznikle v prubehu 
Studie, za ktere obdrfeli uhradu od IQVIA 
nebo Zadavatele, a ze ani Zdravotnicke 
zafizenf ani Zkou~ejicf nebudou 
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Investigator will pay another physician 
to refer subjects to the Study. 

13. ANTI-BRIBERY 13. 

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 

poskytovat platbu jinemu lekafi za 
doporueeni subjektu do Studie. 

ZAKAZ PODPLACENf 

Zdravotnicke zanzeni a Zkousejici timto 
souhlasi, ze platby, ktere budou uhrazeny na 
zaklade teto Smlouvy, pfedstavuj i fadnou 
kompenzaci za sluzby poskytnute Mistem 
provedeni klinickeho 
hodnoceni. Zdravotnicke zarizeni a 
Zkousejici timto prohlasujf a zavazuji se, ze 
platby ci Hodnotne veci, ktere obddi na 
zaklade teto Smlouvy ci v souvislosti se Studii 
jakkoli neovlivnf jakekoli rozhodnuti 
Zdravotnicke zafizenf, Zkousejiciho ci 
jakehokoli prislusneho vlastnika 
Zdravotnickeho zafizeni, cleny spravnich 
org{mu, zamestnance, zastupce, konzultanty ci 
jakekoli pfijemce plneni na zaklade teto 
Smlouvy k tomu, nby ucinil,jnkoZto Zastupce 
verejne moci ci jakkoli jinak, za ucelem 
poskytnutf pomoci Zadavateli ci IQVIA v 
podobe zajisteni neopravnene V)fhody ci za 
ueelem ziskani ci zachovani si obchodni 
pfilezitosti. Pro ucely teto Smlouvy se 
,Zastupcem verejne moci'' rozumf jalcykoli 
V)fkonny fidici pracovnfk ci zamestnanec 
vlady nebo jakehokoli ministerstva, resortu, 
ufadu ci agentury' zastupce statnfho/spr;ivniho 
uradu,jakakoli osoba pusobici v ufedni funkci 
jmenem vlady nebo jakehokoli vladniho 
ministerstva, resortu, uradu ci agentury' nebo 
zastupce statniho/spnivniho ufadu~ jaicykoli 
V)fkonny tidfci pracovnik nebo zamestnanec 
spolecnosti ci podniku vlastneneho zcela nebo 
casteene statem, jakykoli V)fkonny fidicf 
pracovnik nebo zamestnanec verejne 
mezinarodni organizace, napffklad Svetove 
hanky nebo Organizace spojenych narodu, 
jaicykoli V)fkonny ridfci pracovnik ci 
zamestnanec politicke strany nebo osoba 
jednajfci v oficialni funkci za politickou 
stranu alnebo jalcykoli kandidat na politickou 
funkci, jalcykoli lekar, lekarnfk nebo jiny 
zdravotnik, pracujici pro jakoukoli nemocnici, 
tekarnu nebo zdravotnicke zafizeni nebo 
v jakekoli nemocnici, lekame nebo jinem 
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indebtedness; intangible benefits, such as 
enhanced social or business standing (e.g., 
making donations to government official's 
favored charity); and/or benefits to third 
persons related to Government Officials (e.g., 
close family members). 

Institution and Investigator further represent 
and warrant that neither they nor any of their 
respective owners, directors, employees, 
agents, or consultants, nor any payee under 
this Agreement, will, in order to assist 
Sponsor or IQVIA to secure an improper 
advantage or obtain or retain business, directly 
or indirectly pay, offer or promise to pay, or 
give any Items 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 
instrumentality thereof to affect or influence 
any act or decision of the government or 
instrumentality. 

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

zdravotnickem zar(zeni vlastnenem nebo 
nzenem statnim uradem, ministerstvem nebo 
resortem. A ,Hodnotne plnenf' ' bude 
vykhidano v sirsim smyslu a muze zahrnovat 
napi'fklad penerni castky, platby nebo jejich 
ekvivalent, jako napffklad darkove poukazy, 
dary nebo bezplatne poskytovane vyrobky, 
pohosteni, zabavu nebo ubytov{mf, cesty nebo 
proplaceni cestovnich vydaju, koupi majetku 
nebo sluzeb za nadhodnocenou cenu, prevzeti 
nebo prominuti splatnych zavazku, vyhody 
nehmotne povahy jako napriklad zyyhodnene 
socialni nebo podnikatelske postaveni 
(napr. poskytovanfm darn na dobrocinne 
ucely podporovane zastupcem verejne moci) 
a/nebo vyhody poskytovane tretfm osobam 
sprfznenym se zastupcem verejne moci (napr. 
jeho blizkYffi rodinnym prislusnikum). 

Zdravotnicke zafizeni a ZkotiSejicf dale 
prohlasuji a zavazuji se, ze ani oni, ani 
jakykoli jejich vlastnfk, clen statutamiho 
organu, zastupce ci konzultant, ani jakykoli 
pffjemce plneni die teto Smlouvy, a to za 
ucelem pomoci Zadavateli ci IQVIA k 
zajisteni neopravnene vyhody ci ziskanf ci 
zachovani obchodnf pfflezitosti, primo ci 
neprimo, neuhradf, nenabidne ci neslibi 
uhradit, nebo nedaruje jakoukoli Hodnotnou 
vee jakekoli osobe ci subjektu v souvislosti s 
nasledujicfmi ucely: (i) ovlivneni jakehokoli 
jednani ci rozhodnuti: (ii) pobidky ci pohnuti 
takove osoby ci subjektu, aby neco konal nebo 
se zddel urciteho jednani v rozporu s se 
zakonem ulozenou povinnosti; (iii) zajistenim 
jakekoli neopravnene vyhody; nebo (iv) 
pobidky ci pohnutf takove osoby ci subjektu k 
zneuziti vlivu vtici statnimu/spravnimu 
organu ci jeho zastupci v teto souvislosti, a to 
za ucelem ovlivneni jakehokoli jednanf ci 
rozhodnuti statniho/spravniho organu ci jeho 
zastupce. 

Nad ramec ostatnich prav a prostredku 
napravy die teto Smlouvy, ci na zaklade 
pfislusnych pravnlch pfedpisii, IQ VIA nebo 
Zadavatel budou opravneni okamzite ukoncit 
platnost teto Smlouvy v pffpade, Ze Mfsto 
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IQVIA or Sponsor learns that improper 
payments are being or have been made to or 
by Institution or Investigator or any individual 
or entity acting on its or their behalf. 

14. INDEPENDENT CONTRACTORS 

The Investigator and Institution and 
Study Staff are acting as independent 
contractors of IQVIA and Sponsor and 
shaH 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..Thrm 

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 Colt., 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 Teonination 
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 

provadenf klinickeho hodnocenf porusf 
jakekoli prohlasen{ ci zaruky obsazene v 
tomto Clanku, pripadne, pokud IQVIA nebo 
Zadavatel zjistf, ze jsou poskytovany ci byly 
poskytnuty neopn:1vnene platby vdci ci ze 
strany Zdravotnickeho zanzeni ci 
Zkousejfcfho nebo jakehokoli jednotlivce ci 
subjektu jednajiciho jejich jmenem. 

14. NEZA VISLi DODAVATELE 

Zkousejici a Zdravotnicke zarizeni a 
Studijni personal budou jednat jako 
nezavisli poskytovatele smluvniho plnenf 
IQVIA a nebudou jakkoli pova.Zovani za 
zamestnance ci zastupce IQVIA nebo 
Zadavatele. 
Ani IQVIA ani Zadavatel nebudou mit 
jakoukoli odpovednost vztahujfci se k 
benefitum, penzim, mihradam, narokum k 
duchodovemu pripojistenf, 
pracovnepravnim odmenam, sra:Zkovym 
ci jinym pracovnepravnim danim 
t,Ykajicfm se Zkousejfciho nebo 
Zdravotnickeho zarizeni nebo jejich 
zamestnancu. 

15. PLATNOST & UKON¢ENi PLATNOSII 

15.1 Platoost 

Tato Smlouva nabyva platnosti k datu, 
kdy bude podepsana poslednf smluvnf 
stranou a ucinnosti k datu, kdy bude 
zverejnena v Registru smluv, dle zakona 
c. 340/2015 Sb., o registru smluv 
(,Datum ucionosti") a zustane v 
ucinnosti do okamziku dokoncenf ci 
ukonceni v souladu s tfmto Clank.em 15 
,Platnost a ukoneeni platnosti". 

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

Zdravotnicke zafizeni je opravneno 
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reason of a material breach if said breach 
is reported in writing to IQVIA and is 
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 IQVlA shall 
make a final payment for visits or 
milestones actually and properly 
performed pursuant to this Agreement in 
the amounts specified in Attachment A; 
provided, however, that payments will 
be in each case reduced by ten ( 10%) 
percent. This reduced amount shall 
represent a value of any/all activities 
related to close-out of the database and 
will be made upon the final acceptance 
by Sponsor of all CRF pages and all data 
queries issued, and satisfaction of all 
other applicable conditions set forth 
herein. If a material breach of this 
Agreement appears to have occurred and 
termination may be required, then, 
except to the extent that Study Subject 
safety may be jeopardized, IQVIA 
and/or Sponsor may suspend 
performance of all or part of this 
Agreement, including, but not limited 
to, subject enrollment. 

ukoncit tuto Smlouvu z duvodu 
podstatneho poruseni s vypovMni dobou 
tficet (30) dni, pokud za.Sle IQVIA 
pfsemne ozmimeni o poruseni a toto 
poruseni neni napraveno do tficeti (30) dni 
od doruceni oznamenf IQVIA. 

Misto provadeni klinickeho hodnoceni je 
dale opravneno ukoncit platnost teto 
Smlouvy pfsemnym oznamenim v 
prfpade, ze na zaklade lekafskeho usudku 
v dobre vife duvodne usoudi, ze 
pokracovani ve Studii neni bezpeene, 
nebo pfi zrusem, odvolani nebo 
pozastaveni platnosti schvalujfcich 
dokumentu (napt. schvaleni EK) kviili 
obavam bezpecnost pacienta. V 
navaznosti na dorucenf oznameni o 
ukoncenf platnosti Mfsto provadenf 
klinickeho hodnoceni neprodlene ukonci 
jakykoli nabor subjekru, bude jednat v 
souladu s definovanymi postupy pro 
ukoneenf, zajisti, ze ve vztahu k 
Subjektfun Studie budou dokonceny 
jakekoli procesy kontrolni povahy, a 
vyvinou nezbytne usili za ucelem limitace 
jakychkoli dalsfch nakladu, pricemz 
IQVIA provede zaverecnou uhradu za 
navstevy a milniky, jez byly skutecne 
a radne 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 
piipade snizeny 0 castku ve rysi deseti ( 10 
%) procent. Takto snizena castka bude 
pfedstavovat hodnotu veskerych 6nnosti 
spojenych s uzavfenim databaze, a bude 
poskytnuta pote, co Zadavatel schvali 
veskere strimky formularu CRF, a dale 
pote, co budou zodpovezeny dotazy 
k datum a dale dojde ke splneni veskerych 
ostatnfch podminek, jez jsou stanoveny v 
teto Smlouve. V pfipade, ze dojde ke 
vzniku domneni, ze doslo k podstatnemu 
poruseni teto Smlouvy a muze tak dojft k 
ukonceni platnosti teto Smlouvy, pak s 
ryjimkou a v rozsahu, v jakem muze byt 
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16.NOTICE 

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

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 

ohrozena bezpecnost Subjektu studie, 
IQVIA a/nebo Zadavatel mohou prerusit 
naplneni cele ci casti teto Smlouvy, 
zejmena vcetne zarazovani SubjektU 
stu die. 

16. OzNAMENt 

Veskeni oznameni vyZ3dovana nebo 
povolena podle teto Smlouvy budou 
ucinena v pisemne podobe a budou 
dorucena: 
a)osobne 

b )doporucenym dopisem, s predem 
zaplacenym postovnym, s dorueenkou 

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

prenosu nebo 
d) komercnf noeni kuryrni sluzbou, ktera 

zarucuje dorueeni dalsi den a poskytne 
potvrzenL Tato oznameni budou 
adresovana takto: 
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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. Vy$SiMOC 

Splneni jakekoli povinnosti kteroukoli ze 
Stran, jez rna byt takovou Stranou splnena 
na zaklade podminek teto Smlouvy, bude 
docasne prominuto v dusledku zaplav, 
pozarii ci jinych projevti Vyssf moci, 
nehod, valek, nepokoju, embarg, prodleni 
dopravcu, nemoznosti opatrit prislusne 
materialy, nebude-li dod ana elektricka 
energie ci jine prfrodnf zdroje, v dusledku 
rozhodnuti, zakazu ct omezenf 
statniho/spnivniho uradu ci jineho prvku 
vyssf moci, ktery zabranf splneni takove 
povinnosti, bez ohledu na to, zda je 
shodny ci odlisny od shora uvedeneho, a 
ktery stojf mimo mowost ovlivneni 
prislusne Strany, kteni je takovou 
povinnosti vazana, to vsak za podmfnky' 
ze takto dotcena Strana o tom bude 
neprodlene informovat druhou Stranu 
a Zadavatele a vyvine odpovfdaj f usilf za 
ucelem odstraneni ci napravy ci prekonani 
jakehokoli takoveho duvodu ci pffciny a 
bude pokracovat v plneni svych 
povinnostl v nejbliZ§im 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. 

18.3Assignment of the Agreement 

This Agreement shaJI 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 
ofiQVIA and Sponsor. 

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

18.4. Applicable Law 

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

18. RUZNE 

18.1. Celistvost Smlouyy 

Tato Smlouva, vcetne priloh, predstavuje 
yfhradni, celistve a uplne ujedmmi Stran a 
nahrazuje veskere ostatnf pfsemne a ustni 
dohody vztahujicf se k predmetu teto 
Smlouvy. 

18.2. Vzdanf se upJatnenfNynutitelnost 

Neuplatnenf jakehokoli prava ci 
podminky teto Smlouvy nezaklada 
domnenku vzdani se uplatneni takoveho 
prava ci podminky. 

v pnpade, ze bude kterakoli cast teto 
Smlouvy shled{ma jako nevykonatelmi, 
zbytek teto Smlouvy ztistane i nadale v 
platnosti. 

18.3. Prevod Smlouvv 

Tato Smlouva bude zavazmi viici Stranam 
i jejich pravnfm nastupcum a 
postupnikum. 

Misto provadeni klinickeho hodnoceni 
neprevede jakakoli prava ci zavazky z teto 
Smlouvy bez predchoziho pisemneho 
souhlasu IQVIA nebo Zadavatele. 

Na zaklade zadosti Zadavatele, IQVIA je 
opravnen prevest tuto Smlouvu na 
Zadavatele nebo jakoukoli treti stranu, a 
IQVIA nebude odpovedmi za jakekoli 
zavazky ci odpovednosti dle teto 
Smlouvy, jez vyplynou po datu prevodu a 
Misto provedenf klinickeho hodnoceni 
timto souhlasf s takorym postoupenim. 
Mfstu provedenf kJinickeho hodnoceni 
bude takove postoupeni ci prevod 
oznameno bez zbytecneho odkladu 
nabyvatelem. 

18.4 Rozhodne pravo 

Tato Smlouva bude vykladana a 
vymahana v souladu s pravnfm radem 
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 
of this Agreement, even if not expressly 
stated herein. 

THIS SECTION IS 
INTENTIONALLY LEFT BLANK 

norem. V pripade pochybnosti nebo sporu 
vzniklych z teto Smlouvy ci s touto 
Smlouvou souvisejicfch je k rozhodnuti 
timto urcen mistne a vecne pffslusny soud 
v Ceske republice, pricemz kaida ze stran 
mufe pozadat 0 soudni prikaz a/nebo 
zfskat soudni ochranu u kterehokoli 
prfslusneho soudu. 

18.5 Rozhodna jazykova verze. 

Tato Smlouvaje vyhotovena v anglickem a 
ceskem jazykovem zneni. v prfpade 
jakehokoli rozporu bude rozhodujici ceska 
jazykova verze s tim, ze bude dostatecne 
prihlizeno k anglicke verzi, aby bylo 
mozne urcit skutecny zamer Stran ohledne 
rozporu. 

18.6 Pretrvavajfci platnost: 

Podminky teto Smlouvy, je7. obsahuji 
pn'tva a povinnosti, jez svoji povahou 
prekracuji okamzik dokoneeni Studie, 
ziistanou zavazne i v pripade ukonceni ci 
vyprSenf platnosti teto Smlouvy, a to i v 
pripade, ze tak neni v teto Smlouve 
ryslovne uvedeno. 

TATO CAST JE ZAMERNE 
PONECHANAPRAZDNA 
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