CLINICAL TRIAL AGREEMENT

The Clinical Trial Agreement (“Agreement”) is

made by and between:

¢ Nemocnice Slany, having a place of business

at Politickych véznia 576, 274 01 Slany,
Czech Republic, Identification number:
008 75295, Tax identification number:
CZ00875295, represented by MUDr. Stépan
Votocek, Director (the “Institution”), and

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

Teva Branded Pharmaceutical Products
R&D, Inc., having a place of business at 145
Brandywine  Parkway  West  Chester,
Pennsylvania 19380, USA, Tax identification
number: 13-3454858, (“Sponsor”)

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

SMLOUVA O KLINICKEM HODNOCENI

Tato smlouva o klinickém hodnoceni
(,Smlouva®) je uzavirana mezi nasledujicimi
stranami:

e Nemocnice Slany, se sidlem Politickych
vézna 576, 274 01 Slany, Ceska republika,
Identifika¢ni ¢islo: 008 75295, Danové
identifikac¢ni ¢islo: CZ00875295,
zastoupends MUDr. Stépanem Votockou
(,Zdravotnické zaFizeni*), a

¢ IQVIA RDS Czech Republic, s.r.o., se
sidlem Pernerova 691/42, 186 00 Praha 8 -
Karlin, Ceska republika, identifika¢ni &islo:
247 68 651, danové identifikaéni ¢islo:
CZ24768651, zastoupena Ing. Evou
Falbrovou, jednatelkou (“IQVIA”), a

e Teva Branded Pharmaceutical Products
R&D, Inc., se sidlem 145 Brandywine
Parkway West Chester, Pennsylvania
19380, USA, danové identifikacni Cislo: 13-
3454858, (,,Zadavatel”)

Kazdy samostatn¢ jako ,,Strana“ a spole¢né
jako ,,Strany“.

Protocol Number: | TV48574-IMM-20038

Cislo Protokolu: TV48574-IMM-20038

A 24-Week, Phase 2b,
Randomized, Double-

Blind Long-Term
Extension Study to
Evaluate

Pharmacokinetics,

Efficacy Safety, and
Tolerability of TEV-
48574 in Adult
Patients with
Moderate to Severe
Ulcerative Colitis or
Crohn’s Disease who

Protocol Title:

24tydenni,
randomizovana, dvojité
zaslepena, dlouhodobéa
pokracovacit studie
faze 2b  k vyhodnoceni
farmakokinetiky,

Nazev Protokolu: | ucinnosti, bezpecnosti
a snasenlivosti
pripravku TEV-48574

U dospélych pacientii se
stredné zdavaznou azZ
zavaznou ulcerdzni
kolitidou nebo
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Conducting Study

zarizeni, které
provadi Studii

completed the Crohnovou nemoci,
treatment phase of the kteri podstoupili
Dose-Ranging  Study obdobi lécby
(RELIEVE UCCD v klinickém hodnoceni
LTE) ke stanoveni davky
(RELIEVE UCCD LTE
)
Protocol Date: 21 July 2022 Datum Protokolu: | 21. 7. 2022
Teva Branded Teva Branded
Sponsor: Pharmaceutical Zadavatel: Pharmaceutical
Products R&D, Inc. Products R&D, Inc.
Stat, ve kterém
Country where ma sidlo
Institution is Czech Republic Zdravotnické Ceska republika

Misto, kde bude
provadéna Studie:

Interni oddéleni, ktera
je soucdasti/oddelenim
Zdravotnického
zarizeni

. Interni oddeélent,
Location where . .
. which IS a
the study will be| . .".
. division/part of the
conducted: o
Institution
Key  Enrollment
Date:
ECMT:
Eticka komise Fakultni
nemocnice j(rélovské
Vinohrady, Srobarova
1150/50, 100 34 Praha
10, Czech Republic
ECMT/EC/RA

EC:
Eticka komise
Nemocnice Slany,

Politickych vezni 576,
274 01 Slany, Czech
Republic

Klicové datum
zafazeni:
MEK:
Eticka komise Fakultni
nemocnice Kralovské
Vinohrady, Srobarova
1150/50, 100 34 Praha
10, Ceskd republika
MEK / EK / SUKL
LEK:
Eticka komise
Nemocnice Slany,

Politickych veznii 576,
274 01 Slany, Ceska
republika
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RA:

Statni  dstav  pro
kontrolu léciv,
Srobarova 48, 100 41
Praha 10, Czech
Republic

SUKL:
Statni  ustav  pro
kontrolu léciv,

Srobarova 48, 100 41
Praha 10, Ceskd
republika

(the -

“Investigator™)

The following additional definitions shall
apply to this Agreement:

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

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

Study: the clinical trial that is to be
performed in accordance with this
Agreement and the Protocol for purposes of
gathering information about the
compound/medical device identified in the
Protocol.

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

Study Staff: the individuals involved in
conducting the Study under the direction of
the Investigator.

Investigational Product: the

(,,ZkousSejici*)

s

Ve Smlouvé jsou pouzity nasledujici
smluvni definice:

Protokol: Klinicky protokol, na ktery je
odkazano vyse a ktery maze podléhat Cas
od ¢asu zméndm provedenym Zadavatelem
(ve smyslu nize uvedené definice)

Formuldie pro ziaznamy o subjektech
hodnoceni (Case Report Form) neboli
CREF: formulaf pro zaznamy o subjektech
hodnoceni (v listinné ¢i elektronické
podob¢) bude pouzivan Mistem provadéni
klinického hodnoceni za ucelem zaznamu
veSkerych  informaci  poZadovanych
Protokolem, které podléhaji oznamovani
Zadavateli ve vztahu ke kazdemu Subjektu
studie (ve smyslu niZze uvedené definice).

Studie: Klinické hodnoceni, které bude
provedeno v souladu s touto Smlouvou a
Protokolem pro ucely ziskani a
shromazdéni informaci o sloZzce /
zdravotnickém prostfedku popsaném v
Protokolu.

Subjekt studie: jednotlivec, ktery se ucastni
Studie, bud’ jakozto piijemce
Hodnoceného 1éCiva (ve smyslu nize
uvedené definice) nebo jako kontrolni
subjekt.

Studijni persondl: jednotlivé fyzické osoby
zapojené do provadéni Studie pod
dohledem Zkousejiciho.
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compound/medical device identified in the
Protocol that is being tested in the Study.

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

Sponsor: the sponsor of the Study.

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

Study Data: all records and reports, other
than Medical Records, collected or created
by Site or any of its Study Staff or other
personnel pursuant to or prepared in
connection with the Study including,
without limitation, reports (e.g., CRFs, data
summaries, interim reports and the final
report) required to be delivered to Sponsor
pursuant to the Protocol and all records
regarding inventories and dispositions of all
Investigational Product.

Government Official: 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,

Hodnocené 1é¢ivo: sloZzka / zdravotnicky
prostiedek definovany v Protokolu, ktery
je predmétem hodnoceni ve Studii.

Spravna klinicka praxe neboli GCP:
Harmonizovana tripartitni smérnice pro
Spravnou  klinickou  praxi  vydana
Mezinarodni radou pro harmonizaci
technickych pozadavkii na huméanni 1é¢ivé
pripravky (ICH), ve znéni, jez je v prubéhu
Casu novelizovano, a zasady vymezené
Helsinskou deklaraci, revidované v
prabéhu casu.

Zadavatel: zadavatel Studie.

Zdravotni zaznamy: primarni zdravotni
zaznamy  Subjekti  studie  vedené
Zdravotnickym zafizenim ve vztahu k
Subjektu studie, zejména zaznamy o
poskytnuté péci, zéznamy o RTG
vySetienich, protokoly o provedenych
biopsiich, snimky z ultrazvukovych
vySetieni a dal$i snimky diagnostické
povahy.

Studijni data a Udaje: veSkeré zaznamy,
zpravy a protokoly, jez jsou odlisné od
Zdravotnich zaznamu a které jsou ziskany,
shromazdény ¢i  vytvofeny Mistem
provadéni klinického hodnoceni nebo
kymkoli z jeho Studijniho personéalu nebo
jinym zaméstnancem v navaznosti na Ci
pfipraveny v souvislosti se Studii, zejména
zpravy, zaznamy a protokoly (napi. CRF,
datové piehledy, mezitimni zpravy a
protokoly a zavére¢na zprava), které jsou
poZzadovéany, aby byly poskytnuty
Zadavateli v souladu s Protokolem a
veskerymi zdznamy ohledné inventurni
evidence a nakladani s veSkerym
mnozstvim Hodnoceného 1é¢iva.

Zéastupce vefejné moci: jakykoli ufednik ¢i
jakykoli zaméstnanec vladniho turadu ci
jakéhokoli ministerstva, rezortu, ufadu ¢i
agentury nebo zastupce statniho/spravniho
uradu; jakakoli osoba jednajici v Ufedni
funkci jménem statniho/spravniho afadu ¢i
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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.

Item(s) of Value: should be interpreted
broadly and may include, but is not limited
to, money or payments or equivalents, such
as gift certificates; gifts or free goods; meals,
entertainment, or hospitality; travel or
payment of expenses; provision of services;
purchase of property or services at inflated
prices; assumption or forgiveness of
indebtedness; intangible benefits, such as
enhanced social or business standing (e.g.,
making donations to government official’s
favored charity); and/or benefits to third
persons related to government officials (e.g.,
close family members).

jakéhokoli ministerstva, Ustavu, Gfadu ¢i
agentury nebo zastupce vladniho tufadu;
jakykoli  ufednik  ¢i  zaméstnanec
spolecnosti ¢i podnikatelského subjektu
vlastnéného stitem, v dil¢im ¢i plném
rozsahu; jakykoli tfednik ¢i zaméstnanec
mezinarodni organizace veiejného
charakteru jako napt. Svétova banka c¢i
Organizace spojenych narodi; jakykoli
ufednik ¢i jakykoli zamé&stnanec politické
strany ¢i1 jakakoli osoba jednajici v ramci ji
svéfené¢ pravomoci jménem politické
strany; a/nebo jakykoli kandidat na
politickou  funkci;  jakykoli  lékaf,
farmaceut ¢i  jiny profesional ve
zdravotnictvi, pracujici pro ¢i v jakékoli
nemocnici, lékarn¢ ¢i jakémkoli jiném
zafizeni zdravotnického typu ve vlastnictvi
¢i  provozovaném  statnim/spravnim
ufadem, ministerstvem ¢i Gstavem.

Hodnotné véci: budou vykladany v SirSim
smyslu a mohou tak zejména zahrnovat
penézni castky, platby ¢i ekvivalenty
plateb, jako naptiklad darkové certifikaty
¢1 poukazy; dary Ci bezplatné poskytované
vyrobky; pohosténi, zabavu, ¢i
pohostinnost; cesty ¢i proplaceni nakladi;
poskytovani sluzeb; koupé majetku ¢i
sluzeb za nadhodnocené Castky; prevzeti i
prominuti  splatnych zavazkl; vyhody
nehmotného charakteru, jako naptiklad
zvySené  socidlni ¢ podnikatelské
postaveni (napf. poskytovani darti C¢i
podpory na dobro¢inné ucely, jez jsou
podporovany zastupcem vefejné moci);
a/nebo vyhod vi¢i tietim osobam
vztahujici se k zastupcim vetfejné moci
(napft. blizci ¢lenové rodiny).

Recitals: Uvodni ¢éast:

VZHLEDEM K TOMU, 7e IQVIA poskytuje

WHEREAS, IQVIA is providing clinical | Zadavateli  sluzby —smluvni - vyzkumne
research organisation services to Sponsor under | Or9anizace, a to na zdkladé samostatné
a separate contract between IQVIA and | Smlouvy —uzaviené mezi IQVIA 2
Sponsor. IQVIA’s services include monitoring | Zadavatelem.  Sluzby  1QVIA  zahrnuji

of the Study and contracting with clinical | Monitoring Studie a uzavirani smluv s
research sites: klinickymi vyzkumnymi centry;
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WHEREAS, the Institution and Investigator
(hereinafter jointly the “Site”) are willing to
conduct the Study and IQVIA requests the
Institution to undertake such Study.

NOW THEREFORE, the following is agreed:

1. CONDUCT OF THE STUDY

1.1. Compliance with Laws, Regulations,
and Good Clinical Practices

Institution agrees that Institution 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, including in particular, but
without  limitation, = GCPs,  Act

No. 378/2007 Coll., on Pharmaceuticals
and on amendments to some related acts
(“Act on Pharmaceuticals”) and
Decree No. 226/2008 Coll., on good
clinical practice and detailed conditions
of clinical trials on medicinal products,
as amended, Act No. 372/2011 Coll., on
Medical Services and terms and
conditions of performance of such
services (,,Act on Medical Services*) or
any subsequent amendments or laws
substantially replacing any of the
foregoing.(together “Applicable
Laws”). Institution and Study Staff shall
comply, and acknowledge that IQVIA
and Sponsor, and their respective
affiliates, need to adhere to the
provisions of (i) the Bribery Act 2010 of
the United Kingdom (Bribery Act); (ii)
the Foreign Corrupt Practices Act 1977
of the United States of America (FCPA)
and (iii) any other applicable anti-
corruption legislation

VZHLEDEM K TOMU, ze Zdravotnicke
zatizeni a ZkousSejici (dale spole¢né jen ,,Misto
provadeni klinického hodnoceni™”) hodlaji
provést Studii a IQVIA po Zdravotnickém
zatizeni poZaduje provedeni takové Studie.

NYNI SOHLEDEM NA  SHORA
UVEDENE bylo dohodnuto nasledujici:
1. PROVEDENI STUDIE

1.1 Soulad s Pravnimi predpisy, nafizenimi
a Spravnou klinickou praxi
Zdravotnické zafizeni souhlasi s tim,
Ze Zdravotnické zafizeni a Studijni
personal provedou ve Zdravotnickém
zafizeni Studii v pfisném souladu s
touto Smlouvou, Protokolem,
veSkerymi  pfisluSnymi  pravnimi
ptedpisy a nafizenimi, zejména vcetné
GCP, zak. ¢. 378/2007 Sh., o 1é¢ivech
a zménach néckterych souvisejicich
zakonu (,,Zakon o léfivech”) a
vyhl&Sky ¢. 226/2008 Sb., 0 spravné
Klinické praxi a blizSich podminkach
klinického hodnoceni 1écivych
piipravkl, v platném znéni, zék. C.
372/2011 Sb., o zdravotnich sluzbach a

podminkach  jejich poskytovani
(,Zakon o zdravotnich sluzbach*)
nebo jakychkoli naslednych
pozménujicich ¢i podstatné

nahrazujicich pravnich ptedpist ve
vztahu ke shora uvedenym pravnim
normam, (spole¢né ,,PFrislu§né pravni
predpisy”). Zdravotnické zafizeni a
Studijni personal timto berou na
veédomi, ze IQVIA a Zadavatel a jejich
odpovédné poboCky se zavazuji
dodrzovat (i) britsky zakon proti
korupci z roku 2010 (,,Protikorupéni
zadkon“);  (ii) z&on USA o
zahrani¢nich korupc¢nich praktikach z
roku 1977 (,FCPA") a (iii) jakékoli
dalsi pravni prepisy na Useku zékazu
korupénich praktik, a zavazuji se, Ze
budou rovnéz dodrzovat uvedené
piedpisy.
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1.2.

1.3.

1.3.1. Collection,

Institution represents and warrant that
he/she has obtained, and will maintain
for the term of the Agreement, all
licenses, authorizations or approvals
required by any applicable state or local
governmental authority for performance
of any activities under this Agreement.

Informed Consent Form
Institution agrees to use an informed
consent form that has been approved by
Sponsor and is in accordance with
applicable  regulations and  the
requirements of the Ethics Committee
for Multicentrics Trials (“ECMT”) and
Local Ethics Committees (“LEC), jointly
Ethics Committees (“EC”) that is
responsible for reviewing the Study. Site
shall obtain the prior written informed
consent of each Study Subject.

Medical Records and Study Data

Storage and
Destruction: Institution shall
ensure the prompt, complete, and
accurate collection, recording and
classification of the Medical
Records and Study Data.

Institution shall:

(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

1.2

Zdravotnické  zafizeni  prohlaSuje
a zaruCuje se, ze ziskalo apo dobu
platnosti této Smlouvy bude udrZovat
Vv platnosti veskeré licence, opravnéni
nebo schvaleni vyzadované ptislusnym

statnim nebo  mistnim  Ufadem
K provadéni  Cinnosti  podle  této
Smiouvy.

Formulaft informovaného souhlasu
Zdravotnické zafizeni souhlasi s tim, ze
bude pouzivat formulaf informovaného
souhlasu, ve znéni schvaleném
Zadavatelem, a ktery je v souladu s
prislusnymi  pravnimi ptedpisy a
pozadavky  Etické  komise pro
multicentricka hodnoceni (,MEK") a
Mistnich etickych komisi (,,LEK"),
spole¢né¢ dale jen Etickych komisi
(,,EK*), které jsou zodpovédné za
kontrolu Studie. Misto provadéni
klinického hodnoceni piedem zajisti
pisemny informovany souhlas kazdeho
Subjektu studie.

1.3 Zdravotni zdznamy a Studijni data a

Udaje

1.3.1 Shromazd’ovani, uskladnéni a
likvidace: Zdravotnické zafizeni
zajisti promptni, Gplné a presné
shromazd’ovani, zaznamenavani a

klasifika¢ni rozttidéni
Zdravotnich zaznamu a
Studijnich dat a udajt.

Zdravotnické zatizeni bude:

(i) vést a skladovat Zdravotni
zaznamy a Studijni data a udaje
bezpeCnym  zplsobem s
omezenim fyzického i
elektronického pfistupu, dle
podminek konkrétniho ptipadu
a S kontrolou prostfedi
prislusnou pro konkrétni typ
dat a udaji v souladu s
prislusnymi pravnimi predpisy,
nafizenimi a  oborovymi
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(i)  protect the  Medical
Records and Study Data from
unauthorized use, access,
duplication, and disclosure. If
directed by Sponsor or
IQVIA, Institution  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. Institution shall
prevent unauthorized access
to the Study Data by
maintaining physical security
of the electronic system and
ensuring that Study Staff
maintain the confidentiality of
their passwords. Institution
agrees to collect all Study
Data in Medical Records prior
to entering it into the CRF.
Institution shall ensure the
prompt submission of CRFs;
and

(iii)  take measures to prevent
accidental or  premature
destruction or damage of
these documents. Neither
Institution nor Investigator
shall destroy or permit the
destruction of any Medical
Records or Study Data
without prior written
notification to the Sponsor (at
least 60 days in advance).
Upon receipt of such request,
Sponsor may make
arrangements for appropriate
archival  or  disposition,

standardy; a

(i) chranit Zdravotni

zaznamy a Studijni data a udaje
proti neopravnénému zneuZziti,
piistupu, kopirovani ¢i
zpiistupnéni..  Bude-li  tak
pozadovano Zadavatelem C¢i
IQVIA, Zdravotnické zafizeni
predlozi Studijni data a idaje za
pouZiti elektronického systému
pro elektronicky zdznam dat,
ktery bude poskytnuty
Zadavatelem nebo IQVIA nebo
Jimi urenym zastupcem, a to v
souladu s pokyny Zadavatele
pro elektronicky z&znam dat.
Zdravotnické zafizeni zabrani
neopravnénému piistupu ke
Studijnim datim a tdajim
zajisténim fyzické bezpecnosti
elektronického systému a dale
zajisti, Ze Studijni personal
bude zachovévat v divérném
rezimu Jjim pfidélena
piistupova hesla. Zdravotnické
zatizeni souhlasi, Ze shromazdi
veSkera Studijni data a Udaje
obsazené  ve  Zdravotnich
zdznamech pied jejich
vloZenim do CRF.
Zdravotnické zafizeni zajisti
neprodlené predkladani CRF; a

(iii) pfijme opatfeni za ucelem

zabranéni ~ nahodnému  ¢&i
pfedCasnému  zniCeni ¢i
poskozeni téchto dokumentt.
Ani Zdravotnické zafizeni, ani
Zkousejici neznici ¢i nepovoli
likvidaci jakychkoli
Zdravotnich ~ zaznamii  ¢i
Studijnich dat a udaji bez
piedchoziho pisemného
ozndmeni zaslaného Zadavateli
(minimaln¢ 60 dntt piedem).
Po obdrzeni takové Zzadosti
muze Zadavatel uCinit opatieni
pro vhodnou archivaci nebo
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including requiring that Site
deliver such records to
Sponsor at Sponsor’s
reasonable expense. Site shall
notify  Sponsor of any
accidental loss or destruction
of Study records. The
Institution will keep all
Medical Records and Study
Data as well as any
documentation related to
study subjects for 25 years
after completing the Study.

In case of termination of
Investigator employment
relationship, the
responsibility for maintaining
Medical Records and Study
Data shall be determined in
accordance with applicable
regulations but Institution will
not in any case be relieved of
its obligations under this
Agreement for maintaining
the Medical Records and
Study Data.

1.3.2.0wnership. Institution shall retain

store Medical Records.

Sponsor shall own all rights, title
and interest in and to the results of
the Study and Study Data. The
Institution  herby assigns to
Sponsor all of its rights, title and
interest, including intellectual
property rights, to all Confidential
Information (as defined below)
and any other Study Data or other
Study results.

1.3.2 Vlastnictvi.

likvidaci amize  rovnéz
pozadat  Misto  provadéni
klinického hodnoceni, aby
takové  zaznamy  dodalo
Zadavateli na jeho pfimétené
naklady. Misto  provadéni
klinického  hodnoceni  je
povinno Zadavatele informovat
0 pripadné nahodné ztraté nebo
zni¢eni Studijnich zaznam?.
Zdravotnické zatizeni uchova
Zdravotni zadznamy a Studijni
data a udaje, jakoZ i veSkerou
dokumentaci vztahujici se k
Subjektim Studie po dobu 25
let od ukonceni Studie.

\Y piipadé ukonceni
pracovnépravniho poméru
Zkousejiciho odpovédnost za
vedeni Zdravotnich zdznami a
Studijnich dat a udaji bude
urcena v souladu s piislusnymi
pravnimi  pifedpisy, avSak
Zdravotnické  zafizeni  se
v Z&dném piipadé nezprosti
svych povinnosti, jeZ ji plynou
z této Smlouvy ve vztahu k
vedeni Zdravotnich zdznami a
Studijnich dat a udajt.

Zdravotnické
zatizeni si ponechd a bude
uchovavat Zdravotni zaznamy.
Veskera prava véetné
vlastnickych  prav  adalSich
narokt tykajici se vysledkl
Studie a Studijnich dat atdaja
nélezi Zadavateli. Zdravotnické
zatizeni timto postupuje
Zadavateli veSkerad svd préva,
naroky a tituly, vcetné prav
dudevniho vlastnictvi ke viem
Divérnym  informacim  (ve
smyslu niZze uvedeném) a k

jakymkoli  jinym  Studijnim

datim a tudajum nebo jinym
vysledkum Studie.
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1.3.3.Access, Use, Audit, Monitoring

and Inspection. During the term of
this Agreement and following
expiration or termination,
Institution shall provide original
or copies (as the case may be) of
all Study Data to IQVIA and
Sponsor  for  Sponsor’s  use,
including collecting any related
documentation for the purpose of
regulatory authorization's
inspection or any other purposes
in accordance to Sponsor's sole
discretion.. Institution shall afford
Sponsor and IQVIA and their
representatives and designees
reasonable access to Institution ’s
facilities and to Medical Records
and Study Data and other Study-
related information so as to permit
Sponsor and IQVIA and their
representatives and designees to
inspect the procedures, facilities,
Medical Records and Study
records, including Study Data
(including portions of other
pertinent records for all patients in
the Study) and those procedures,
facilities or Study records of the
Institution and/or Investigator to
monitor and/or audit the Study and
monitor Site’s performance of the
Study in  accordance  with
Protocol.

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

1.3.3.Piistup, Pouziti, Audit,
Monitoring a Kontrola. Po dobu
platnosti této Smlouvy i po jejim
vyprseni nebo ukonceni bude
Zdravotnické zatizeni
poskytovat originaly ¢i kopie
(dle  podminek  konkrétniho
piipadu) vSech Studijnich dat a
udaju IQVIA a Zadavateli pro
moznost jejich vyuziti
Zadavatelem, napf. ke
shromazdéni veskeré souvisejici
dokumentace pro ucely kontroly
registrace kontrolnim Ufadem
nebo pro jiné ucely vyhradné
podle uvadZeni  Zadavatele.
Zdravotnické zafizeni umozni
Zadavateli a IQVIA a jejich
zadstupcim a  zmocnéncim
odpovidajici ptistup do prostor a
zafizeni Zdravotnického zatizeni
a k Zdravotnim zaznamim a
Studijnim datim a udajim
a dalSim informacim
souvisejicim se Studii, aby
umoznilo Zadavateli a IQVIA a
jejich zastupciim a zmocnénciim
kontrolovat postupy, zafizeni,
Zdravotni zaznamy a Studijni
zaznamy, vcetné Studijnich dat
a udaju (a casti dalsich
relevantnich zaznamt o vSech
pacientech ve Studii), a postupy,
zafizeni nebo Studijni zdznamy
vedené Zdravotnickym
zatizenim a/nebo Zkousejicim za
ucelem monitorovani a/nebo
provedeni auditu Studie
a monitorovani provadéni Studie
Mistem provadéni klinického
hodnoceni v souladu
s Protokolem.

Zdravotnické zafizeni umozni
kontrolnim ufadim piiméfeny
piistup do prostor a zafizeni
Zdravotnického zatizeni a ke
Zdravotnim zdznamim a
Studijnim datim a udajim a

Czech Republic _Clinical Trial Agreement _INSTITUTION
based on IQVIA Global template — 1 May 2019

Teva Branded Pharmaceutical Products R&D, Inc./ TV48574-IMM-20038

Nemocnice Slany
Version / Verze: // 22052023

CONFIDENTIAL
Page 10 of 63




Records and Study Data. poskytne opravnéni ke
kopirovani Zdravotnich zaznamt
a Studijnich dat a udaji.
Zdravotnické zatizeni souhlasi,
The Institution agrees to Ze bude spolupracovat se
cooperate with the representatives zéstupci  veskerych kontrolnich
of any regulatory authorities ufadi, IQVIA a Zadavatele, ktefi
IQVIA and Sponsor who visit the navstivi Zdravotnické zafizeni, a
Institution, and the Institution Zdravotnické zafizeni souhlasi,
agrees to ensure that the ze zajisti, ze zaméstnanci a
employees, agents and zastupci Zdravotnického zaiizeni
representatives of the Institution nebudou klast jakékoli piekazky
do not harass, or otherwise create ¢i  jakkoli jinak  vytvafet
a hostile working environment for nepfiznivé pracovni podminky
such representatives. pro takové zastupce.
The Institution shall immediately Zdravotnické zafizeni
notify (by telephone with a neprodlené (telefonicky
follow-up by mail) IQVIA of, and snaslednym  potvrzenim  e-
provide IQVIA copies of, any mailem) vyrozumi IQVIA a v
inquiries,  correspondence  or téZe souvislosti IQVIA poskytne
communications to or from any veskere kopie o jakékoli zadosti,
governmental ~ or  regulatory korespondenci & komunikaci
authority relating to the Study, piijaté ¢ zaslané jakémukoli
including, but not limited to, statnimu/spravnimu  Gfadu  ¢i
requests for inspection of the kontrolnimu ufadu vztahujici se
Institution’s facilities, and the ke Studii, zejména véetné zadosti
Institution  shall permit IQVIA ¢i oznameni o kontrole prostor a
and Sponsor or their zafizeni Zdravotnického
representatives to attend any such zatizeni, a Zdravotnické zatizeni
inspections. Such  notification umozni IQVIA a Zadavateli
shall be no later than twenty-four nebo jejich zastupcim, aby se
(24) hours after learning that a takovych kontrol z(¢astnili. Toto
governmental ~ or  regulatory oznameni musi ucinit nejpozdéji
authority inspection is scheduled dvacet &tyfi (24) hodin poté, co
to take place, or, if there is no prior se dozvi, ze se ma uskutecnit
notice by a governmental or inspekce ze strany
regulatory authority, then statniho/spravniho nebo
immediatly after kontrolniho ufadu, resp. pokud
inspection/investigation has statni/spravni nebo  kontrolni
commenced. The Institution will uiad inspekci pfedem neoznami,
make reasonable efforts to pak ihned po zahjeni inspekce
separate, and not disclose, all nebo  Setfeni.  Zdravotnické
Confidential Information that is zaiizeni vyvine nezbytné Usili za
not required to be disclosed during ucelem oddéleni, nikoli
such inspections. If a zpiistupnéni veskerych
governmental ~ or  regulatory Diivérnych informaci, jejichz
authority issues a notice of zpiistupnéni neni vyzadovano
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observations, a notice of violation,
or awarning or other letter relating
to the Study, the Investigator, or
the Institutional Review Board, or
another agency issues a similar
document, Institution or
Investigator, as applicable, shall
send a copy of such document
promptly to IQVIA, but in no
event later than twenty-four (24)
hours after such event, and obtain
Sponsor and/or IQVIA’s written
approval of the draft response to
such document before it is sent to
the applicable agency, all to the
extent permitted by applicable
law.

1.3.4. This section is intentionally left

blank.

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

1.4.  Protocol Deviations

Prior to the commencement of the Study
conduct, Institution, including
Investigator, shall review the Protocol
and notify IQVIA if it cannot comply
with any of the terms contained therein.
If in the course of performing the Study,
generally accepted standards of clinical
research and medical practice relating to
the benefit, well-being and safety of the
Study Subjects require a deviation from
the Protocol, such standards shall be
followed by Institution and Investigator.
In such case, the party aware of the need
for a deviation shall promptly notify
IQVIA and Sponsor of the facts

béhem takovych kontrol. Pokud
statni/spravni  nebo kontrolni
ufad vydéa zpravu se zjisténimi,
oznameni 0 poruSeni ptedpisu,
upozornéni nebo jiné sdéleni
tykajici se Studie, Zkousejiciho
nebo Institucionalni hodnotici
(nebo pokud n¢jaky jiny urad
vyda podobny dokument), zasle
Zdravotnické  zafizeni nebo
piipadn¢  ZkouSejici  kopii
takového dokumentu spolecnosti
IQVIA neprodlené, nejpozdéji
vSak do dvaceti Ctyt (24) hodin
po takové udalosti, apozada
Zadavatele  nebo  piipadné
spolecnost IQVIA o pisemny
souhlas s navrhem odpovédi na
takovy dokument, nez ji odeSle
ptislusnému ufadu, ato vSe
v rozsahu povoleném
pfislusnymi pravnimi piedpisy.

1.3.4 Tento  ¢lanek je  zamérné
ponechan prazdny.

1.3.5 Pretrvavajici platnost. Tento
Clanek 1.3 ,Zdravotni zaznamy
a Studijni data a Udaje” ztstane
zavazny i v piipadé zaniku
platnosti  ¢i vyprSeni platnosti
této Smlouvy.
1.4 Odchylky od Protokolu
Pied zahajenim provadéni Studie se
musi Zdravotnické zafizeni vcetné
Zkousejiciho seznamit s Protokolem
a spolecnost IQVIA informovat,
pokud nebude moci splnit nékterou
z podminek Protokolu. Pokud budou
obecné ptijimané standardy
klinického  vyzkumu alékaiské
praxe tykajici se prospéchu pro
Subjekty Studie, jejich celkove
pohody ajejich bezpecnosti
Vv prub¢hu provadeéni Studie
vyzadovat odchylku od Protokolu,
budou se Zdravotnické zatfizeni
a Zkousejici fidit témito standardy.
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supporting such deviation as soon as the V takovém pfipadé¢ musi strana,

facts are known to said party, but not kterA si bude védoma nutnosti
later than three (3) days. Said odchylky od Protokolu, neprodlen¢
notification shall be followed by written informovat Zadavatele a spole¢nost
confirmation of same within one (1) IQVIA o skuteCnostech,  které
week. takovou  odchylku podporuji,

jakmile se o nich dozvi, nejpozd¢ji
ale do tfi (3) dnii. Po tomto ozndmeni
zaSle jest¢ do jednoho (1)tydne
pisemné potvrzeni.

1.5. Duties of Investigator 1.5 Povinnosti Zkousejiciho

Investigator is responsible for the Zkou$ejici  je  odpovédny za
conduct of the Study at Institution and provedeni Studie ve Zdravotnickém
for supervising any individual or party zatizeni a za dohled nad vSemi
to whom the Investigator delegates fyzickymi ¢i pravnickymi osobami,
Study-related duties and functions. kterym svéfi povinnosti a funkce v

souvislosti se Studii.

This Agreement does not cover the Tato smlouva nepokryva ujednani
arrangements made between Sponsor, mezi  Zadavatelem, IQVIA a
IQVIA and Investigator concerning the Zkousejicim tykajici se provadéni
conduct of the Study by the Studie ZkouSejicim. Tato ujednani,
Investigator. These  arrangements, vcetné plateb vici Zkousejicimu za
including payments due to the provadéni Studie, jsou podrobné
Investigator for performance of the upravena v  separatni  pisemné
Study, are detailed in a separate written smlouve.

agreement.

In particular, but without limitation, it is Konkrétné pak jde zejména, ale nejen
the Investigator’s duty to review and 0 povinnost Zkousejiciho zkontrolovat
understand the information in the a porozumé¢t informacim obsazenym v
Investigator’s Brochure or device Souboru informaci pro zkousejiciho ¢i
labeling instructions. IQVIA or Sponsor pokynech k pfistroji. IQVIA nebo
will ensure that all required reviews and Zadavatel zajisti, ze budou opatiena
approvals by applicable regulatory veskera pozadovana kontrolni
authorities and ECs are obtained. The schvaleni od piislusnych kontrolnich
Investigator is responsible prior to ufada a EK. ZkouSejici nese
commencement of the study to ensure odpovédnost za to, ze pred zahajenim
that all approvals by applicable Studie zajisti, Ze byly ziskany veSkeré
regulatory authorities and ECs have souhlasy a povoleni piislusnych
been obtained and to to review all CRFs kontrolnich a EK a Ze byly
to ensure their accuracy and zkontrolovany vsechny CRF tak, aby
completeness. byla zajisténa jejich pfesnost a

uplnost.

If the Investigator and Institution retain Pokud ZkouSejici a Zdravotnické
the services of any individual or party to zatizeni vyuzivaji k plnéni povinnosti
perform  Study-related duties and a funkci v souvislosti se Studii sluzby
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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. Institution shall not engage
any subcontractor to fulfill any of
Institution’s  obligations  hereunder
without obtaining prior written consent
from Sponsor, which shall not be
unreasonably withheld.
Notwithstanding any of the foregoing,
Institution ~ shall  remain  solely
responsible for activities performed by
any subcontractor(s), and the use of a
subcontractor ~ shall  not relieve
Institution of any obligations hereunder.
Institution, and not Sponsor nor IQVIA,
shall be solely responsible for all
financial responsibilities with regard to
such  subcontractor(s), including
withholdings, liabilities and
contributions in respect of any such
subcontractor(s).

Investigator shall 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 shall 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.

Institution agrees to provide prompt
advance notice to Sponsor and IQVIA if
Investigator will be terminating its

jakékoli fyzické nebo pravnické
osoby, museji zajistit, aby tyto fyzické
nebo pravnické osoby byly k plnéni
piislusnych povinnosti a funkci
souvisejicich se Studii zpisobilé, a
zavést postupy zarucujici integritu
povinnosti a funkci provadénych v
souvislosti se Studii a veSkerych
generovanych udaju.

Bez piedchoziho pisemného souhlasu
Zadavatele,  ktery  nesmi byt
bezdivodné odepfen, nesmi
Zdravotnické  zafizeni  najmout
Kplnéni svych zavazka  ztéto
Smlouvy Zadného subdodavatele. Bez
ohledu na vySe uvedené¢ zistava
Zdravotnické  zafizeni  vyhradné
odpovédné za Ccinnosti provadéné

piipadnym subdodavatelem
(subdodavateli) a vyuziti
subdodavatele nezbavuje
Zdravotnické  zafizeni povinnosti
z teto Smiouvy. Vyhradni

odpovédnost za veSkeré finan¢ni
zavazky tykajici se téchto
subdodavatel, v¢etn¢ srazek, zavazki
apfispévki  ve vztahu ktémto
subdodavatelim, nese Zdravotnické
zafizeni, nikoli Zadavatel nebo
spolecnost IQVIA.

Zkousejici je povinen poskytnout
pisemné prohlaSeni vztahujici se k
potencialnim zajmim ZkousSejiciho
ekonomické ¢i jiné povahy ¢i odhali
jiné zajmy, je-li jich, a to v souvislosti
s provadénim této Studie ¢i ve vztahu
k Hodnocenému Iéc¢ivu.

ZkouSejici je povinen poskytnout
pisemné  prohldSeni, jez bude
odhalovat zavazky Zkousejiciho, jsou-
li néjaké, a to vuci Zdravotnickému
zatizeni ve vztahu a v souvislosti s
provadénim Studie a Hodnocenym
1éCivem.

Zdravotnické zafizeni souhlasi, Zze
zasle predem promptni oznameni
Zadavateli a IQVIA v ptipadé, ze
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employment  relationship in  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.

1.6.  Adverse Events

The Investigator shall report adverse
events and serious adverse events as
directed in the Protocol and by
applicable laws and regulations. The
Investigator  shall cooperate  with
Sponsor in its efforts to follow-up on any
adverse events. The Site shall comply
with its LEC reporting obligations.

Sponsor and the Site will promptly
report to each other, the Institution’s
LEC, and IQVIA, any finding that could
affect the safety of participants or their
willingness to continue participation in
the Study, influence the conduct of the
Study, or alter the Institution’s LEC
approval to continue the Study.

1.7.  Use and Return of Investigational
Product, Study materials and Equipment
Sponsor or a duly authorized agent of
Sponsor, shall supply Institution with
sufficient amount of Investigational
Product as described in the Protocol.

Investigational Product. The Institution
shall use the Investigational Product and
any comparator products provided in
connection with the Study, solely for the
purpose of properly completing the

Zkousejici ukonci pracovni pomér ve
Zdravotnickém zafizeni ¢i nebude-li
Zkousejici z jakéhokoli jiného divodu
schopen provadét Studii. Ustanoveni
nového ZkouSejiciho bude podléhat
piredchozimu schvaleni Zadavatele a
IQVIA.

1.6 Nezadouci piihody

ZkouSejici ozndmi nezadouci ptihody a
zavazné nezadouci piihody v souladu s
pozadavky Protokolu a pfislusnymi
pravnimi  pfedpisy a nafizenimi.
ZkouSejici se zavazuje, Ze bude
spolupracovat se Zadavatelem
v souvislosti s jeho asilim
vynaloZzeném v ramci kontrolniho
procesu ve vztahu k jakékoli nezadouci
piihodé. Misto provadéni klinického
hodnoceni bude jednat v souladu s

o0znamovacimi povinnostmi
vyZadovanymi jeho LEK.
Zadavatel a Misto provadéni

Klinického hodnoceni bez zbyteéného
odkladu vyrozumi jeden druhého, LEK
Zdravotnického zafizeni a IQVIA
ohledn¢ jakéhokoli zjisténi, jez je
zpisobilé ovlivnit bezpecnost
ucastnik@i €1 jejich vali a ochotu
pokracovat v ucasti ve Studii, mit vliv
na provadéni Studie ¢i zménit vydané
souhlasné stanovisko LEK
Zdravotnického zatizeni vztahujici se k
pokracovani ve Studii.

1.7. Pouziti a vraceni Hodnoceného
1é¢iva, Materialti pro studii a Vybaveni
Zadavatel, ¢i jeho tadné opravnény
zastupce, doda  Zdravotnickému
zafizeni dostatecné mnozstvi
Hodnoceného 1é¢iva dle podminek
popsanych v Protokolu.

Hodnocené  1éCivo.  Zdravotnicke
zatizeni bude pouZivat Hodnocené
1é¢ivo a jakykoli srovnévaci ptipravek
poskytnuty v souvislosti se Studii
vyhradné pro ucely fadného dokonceni
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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.
The Investigational Product shall be and
remain the exclusive property of Sponsor
or Sponsor’s designee, as the case may
be.

Upon completion or termination of the
Study, or upon the earlier request of
Sponsor, the Institution 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 shall comply with all laws and
regulations governing the disposition or
destruction of Investigational Product
and any instructions from IQVIA that are
not inconsistent with such laws and
regulations.

Equipment and Study Materials. Sponsor
or a duly authorized agent of Sponsor
may provide, or arrange for a vendor to
provide, certain Study equipment
(“Equipment”)  and/or  proprietary
materials for use by Site for the
performance of the Study in accordance
with any written instructions of use
provided by the equipment manufacturer
or Sponsor/IQVIA. Such proprietary
materials may include computer
software, methodologies, rating scales
and other instruments that are owned or
licensed for use by IQVIA or Sponsor
(collectively, “Materials”). The
following terms shall apply to the
Equipment and Materials:

Studie a bude uchovavat Hodnocené
1é¢ivo dle pokynt Zadavatele a v
souladu s pfisluSnymi  pravnimi
predpisy, nafizenimi a pravidly, vCetné
povinnosti skladovat Hodnocené 1é¢ivo
v uzam¢eném a zabezpefeném
prostoru, a to po celou piredmétnou
dobu. Hodnocené 1éCivo je a zlstava
vyhradnim vlastnictvim Zadavatele
nebo piipadné jim povétené osoby.

V néavaznosti na dokonceni ¢i ukonceni
Studie nebo pfipadné¢ na Zzadost
Zadavatele kdykoli predtim
Zdravotnické  zafizeni  vrati i
zlikviduje, a to pln¢ dle volby
Zadavatele, Hodnocené 1é¢ivo,
srovnavaci ptipravky a materialy, jakoz
I veSkeré Duvérné informace (ve
smyslu nize uvedené definice) pIné a
vyluéné na naklady Zadavatele.

Zdravotnické zafizeni se zavazuje, Ze
bude jednat v souladu s veSkerymi
pravnimi  pfedpisy, nafizenimi a
pravidly upravujicimi  nakladani s
Hodnocenym 1é¢ivem ¢i  likvidaci
Hodnocené¢ho 1éCiva a jakymikoli
pokyny poskytnutymi IQVIA, jez
nejsou v rozporu s takovymi pravnimi
piepisy, nafizenimi a pravidly.

Vybaveni a Materidly pro Studii.
Zadavatel nebo jeho tadné povéieny
zastupce muze sam nebo
prostiednictvim externiho dodavatele
poskytnout urcité¢ vybaveni pro Studii (
»Vybaveni*) a/nebo chranéné
materialy, které bude Misto provadéni
klinického hodnoceni pouzivat pfi
provadéni Studie v souladu
S pisemnymi pokyny k pouZziti
poskytnutymi  vyrobcem Vybaveni
nebo Zadavatelem, resp. spolecnosti
IQVIA. Takové chranéné materialy
mohou zahrnovat napf. pocitacovy
software, metodiky, hodnotici stupnice
adalsi nastroje, které spolecnost
IQVIA nebo Zadavatel vlastni nebo
najejichz pouzivani maji licenci
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@ Site may use Equipment and
Materials only for purposes of this Study
or for other concurrent or subsequent
Sponsor studies as authorized in writing
by IQVIA or Sponsor. If IQVIA or
Sponsor authorizes use in other Sponsor
studies, references in this Agreement to
completion of Study conduct should be
interpreted to mean completion of the
last Teva-sponsored study in which the
Equipment and Materials are to be used.

(b) Equipment or Materials to be
provided for the Study and any
requirements relating to them are
described in Attachment A, Budget and
Payments Schedule. Any such Materials
or Equipment shall be used solely for the
purpose of conducting the Study
according to this Agreement and the
Protocol and shall remain the property of
Sponsor or Sponsor’s designee, as the
case may be. Site will take appropriate
measures to protect Equipment and
Materials from unauthorized use or
reproduction. Site will use reasonable
care to operate and maintain such
Equipment or Materials while in its
possession, provided that Sponsor shall
be responsible for maintenance and
repair costs due to normal wear and tear.

(c) Site will maintain insurance or a
program of self-insurance to provide
appropriate coverage of Equipment and
Materials against theft or damage.
Institution agrees, without limitation (i)
to return the Equipment and Materials

(spole¢n¢ dale ,Materidly*). Pro
Vybaveni a Materidly plati tyto
podminky:

@ Misto provadéni klinického
hodnoceni muze Vybaveni a Materialy
pouzivat pouze pro ucely této Studie
nebo pro jiné soubézné nebo nasledné
Studie provadeéné Zadavatelem
pisemné schvalené spole¢nosti IQVIA
nebo Zadavatelem. Pokud spolecnost
IQVIA nebo Zadavatel povoli pouziti
v jinych Studiich provadénych
Zadavatelem, budou odkazy v této
Smlouvé na  dokonceni  Studie
vykladany jako dokonceni posledni
Studie, jejimz  zadavatelem je
spoleCnost Teva, vniZ maji byt
Vybaveni a Materialy pouzity.

(b)  Vybaveni nebo Materialy, které
maji byt poskytnuty pro tcely Studie,
a veskeré pozadavky s nimi souvisejici
jsou popsény v Piiloze A.Rozpocet
a harmonogram plateb. VVeSkeré takove
Materidly nebo Vybaveni smé&ji byt
pouzivany  vyhradné¢ pro ucely
provadéni Studie v souladu s touto
Smlouvou a s Protokolem a zistavaji
vlastnictvim Zadavatele nebo ptipadné
jim povéiené osoby. Misto provadéni
Klinického hodnoceni bude vhodnymi
opatfenimi chranit Vybaveni
a Materidly  pfed  neopravnénym
pouZitim nebo reprodukci. Misto
provadéni klinického hodnoceni bude
vénovat pfiméfenou péci provozu
audrzbé takového Vybaveni nebo
takovych Materialti v dobé¢, kdy je bude
mit ve svém drzeni, s tim, Ze naklady
na udrzbu a opravy zptisobené béznym
opotfebenim hradi Zadavatel.

(©) Misto provadéni klinického
hodnoceni uzavie pojisténi nebo bude
pouzivat  program  samopojisténi
s odpovidajicim  pojistnym  krytim
Vybaveni a Materiali proti kradezi
nebo poskozeni. Zdravotnické zatizeni
se bez jakychkoli omezeni zavazuje
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intact (except for any normal wear and
tear) to Sponsor and/or Sponsor's
designee, promptly upon completion of
the Study or upon request of Sponsor
and/or IQVIA, whichever first occurs, at
Sponsor’s  expense; IQVIA  shall
coordinate the return of any such
equipment, (ii) not to copy download,
reproduce, make derivative works, or
otherwise use the Materials contained
thereon, except as provided herein.
Institution shall provide certification
upon return of any Equipment and
Materials that Institution has not used
any of such Equipment or Materials for
any research, study, or purpose other
than as permitted herein. If Site does not
return the Equipment or Materials, the
fair market value of the Equipment or
Materials will be deducted from the final
payment. If the final payment does not
cover the entire cost of the Equipment or
Materials fair market value, the site will
be responsible  for  reimbursing
Sponsor/IQVIA for the remainder of the
cost.

(d) If Equipment and/or Materials
are provided for the Study, which are not
specified in accordance with this
Section, Site confirms and agrees that
Sponsor’s  failure to specify the
Equipment and/or Materials shall not
constitute a designation of non-
applicability for this Section when a
reasonable person would reasonably
understand that such items provided by
Sponsor, or a vendor on behalf of
Sponsor,  to Institution  and/or
Investigator for the conduct of the Study
should be deemed to be Equipment
and/or Materials under this Section.

(h)na néklady Zadavatele vrétit
neporusené Vybaveni a Materialy
(svyjimkou béZného  opotiebeni)
Zadavateli nebo piipadné jim povérené
osob¢ neprodlené¢ po dokonceni Studie
nebo na Zzadost Zadavatele nebo
ptipadné spolec¢nosti IQVIA, podle
toho, co nastane dfive; vraceni
Vybaveni bude koordinovat spole¢nost
IQVIA, (ii) nekopirovat, nestahovat,
nereprodukovat, nevytvaiet odvozena
dila ani jinak nepouZivat Materialy
v nich obsazené, s vyjimkou piipada
uvedenych v této Smlouvé. Pii vraceni
Vybaveni nebo Materidla piedlozi
Zdravotnické zafizeni potvrzeni, Zze
nebyly pouzivany k Zadnému jinemu
vyzkumu ani Zadnym jinym studiim
nebo ucelim, nez jaké jsou povoleny
vtéto Smlouvé. Pokud  Misto
provadéni  klinického  hodnoceni
Vybaveni nebo Materiély nevrati, bude
od zavérecné platby odecCtena jejich
pfiméfena trzni  hodnota. Pokud
zavéreéna platba nebude pokryvat
celou cenu Vybaveni nebo pfimefenou
trzni hodnotu Materiali, bude Misto
provadéni  klinického  hodnoceni
povinno uhradit Zadavateli nebo
spole¢nosti IQVIA zbyvajici ¢ast ceny.

(d) Pokud jsou pro  Studii
poskytovany Vybaveni nebo
Materialy, které nejsou specifikovany
vtomto Clanku, Misto provadéni
klinického  hodnoceni  potvrzuje
asouhlasi stim, Ze nespecifikovani
Vybaveni nebo Materidlti Zadavatelem
neznamena, ze se na n¢j ustanoveni
tohoto Clanku nevztahuji, jestlize by
rozumn¢ uvazujicimu c¢loveéku bylo
ziejmé, ze takové polozky poskytnuté
Zadavatelem nebo jeho dodavatelem
jménem Zadavatele Zdravotnickému
zafizeni nebo Zkousejicimu
Kk provadéni Studie by mély byt
povazovany za Vybaveni nebo
Materialy podle tohoto Clanku.
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(e) Institution will bear the risk of
loss or damage to Equipment or
Materials upon receipt. If any Equipment
or Materials must be replaced by
Sponsor or its designee during Study
conduct as a result of loss or damage by
a party to this Agreement, IQVIA
reserves the right to deduct the cost of the
replacements from future Study funding.

()] Neither IQVIA nor Sponsor has
any liability for damages of any sort,
including personal injury or property
damage, resulting from the use of
Equipment or Materials except to the
extent that (i) such damages were caused
by the negligence or willful misconduct
of IQVIA or Sponsor, or (ii) a personal
injury constitutes a Study related injury
to a Study Subject covered by Sponsor’s
indemnification obligations.

1.8. Key Enrollment Date

The Institution understands and agrees
that if Site has not enrolled at least offjj
[ Study Subject by the Key Enrollment
Date then IQVIA or/and Sponsor may
terminate this Agreement in accordance
with Section 15 “Term & Termination”
Sponsor/IQVIA has the right to limit
enrollment at any time.

2.PAYMENT

In  consideration for the proper
performance of the Study by Institution in
compliance with the terms and conditions
of this Agreement, payments shall be

e Zdravotnické zafizeni ponese
riziko ztraty nebo poskozeni Vybaveni
nebo Materiald po jejich obdrzeni.
Pokud budou muset Zadavatel nebo jim
povétena osoba bcéhem provadéni
Studie Vybaveni nebo Materidly
v disledku ztrdty nebo poskozeni
nékterou ze stran této Smlouvy
vymeénit, vyhrazuje si spole¢nost
IQVIA pravo odecist néklady na
vyménu  z budouciho  financovani
studie.

() Spole¢nost IQVIA ani
Zadavatel nenesou odpovédnost za
Skody jakéhokoli druhu, vcetné osobni
ujmy na zdravi nebo Skody na majetku,
které vzniknou v dusledku pouzivani
Vybaveni nebo Materiald, s vyjimkou
piipadu, kdy jsou (i) takové Skody
zpiisobeny nedbalosti nebo tmyslnym
pochybenim spole¢nosti IQVIA nebo
Zadavatele nebo (ii) kdy osobni Gjma
na zdravi predstavuje Gjmu na zdravi
Subjektu studie v souvislosti se Studii,
na niz se vztahuje Zadavatelliv zavazek
odskodnéni.

1.8 Klicové datum zatazeni
Zdravotnické zafizeni je srozuméno a
souhlasi, Zze v pfipad¢, Ze Misto
provadéni  klinického  hodnoceni
nezaiadi alesponi [ Subjekt
studie ke Klicovému datu zatazeni, pak
IQVIA a/nebo Zadavatel budou
opravnéni ukonlit tuto Smlouvu v
souladu s Clankem 15 ,Platnost a
Ukonéeni  platnosti®. Zadavatel
/IQVIA jsou opravnéni omezit zafazeni
Subjektu studie, a to v kterykoli ¢asovy
okamzik.

PLATBY

V souvislosti s fadnym plnénim Studie
Zdravotnickym  zafizenim, a to v
souladu s podminkami a ustanovenimi
této Smlouvy, budou poskytovany
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made in accordance with the provisions
set forth in Attachment A, with the last
payment being made after the Site
completes all its obligations hereunder,
and IQVIA has received all properly
completed CRFs, reports, other
information and, if IQVIA requests, all
other Confidential Information (as
defined below) in a timely and
satisfactory manner in accordance with
the Protocol and this Agreement.
Institution will not be compensated by
IQVIA, for any Study Subjects who were
enrolled without a properly executed
informed consent, and who do not meet
the inclusion/exclusion criteria. The
Institution shall be responsible for
compensating all other entities and
individuals who are involved in the
conduct of the Study, e.g. Investigator,
Stady Staff and/or any subcontractor,
unless IQVIA executes a separate
agreement covering such costs. All costs
outlined shall remain firm for the duration
of the Study, unless prior written approval
has been obtained from IQVIA. Any
amounts unearned by Institution shall be
promptly remitted to IQVIA. Payments
for Services rendered under this
Agreement shall be made in full in
accordance  with  the  Agreement,
Institution will not be paid for any
services performed that are violations of,
or deviations from, the Protocol or this
Agreement, except for deviations
described in Section 1.4.

All invoices must be received by IQVIA
within forty-five (45) days following the
incurrence of the applicable expense or

platoy dle podminek a ustanoveni
definovanych v Piiloze A, ptficemz
posledni platba bude uskute¢néna poté,
co Misto provadéni klinického
hodnoceni splni a dokonc¢i veskeré
zavazky, jez mu vyplyvaji z teto
Smlouvy, a IQVIA obdrZi veSkeré
fadné vyplnéné CRF, zpravy a dalSi
informace a, bude-li tak IQVIA
vyzadovat, veskeré dalsi Divérné
informace (ve smyslu niZze uvedené
definice) vcas a uspokojivé v souladu
s Protokolem  atouto  Smlouvou.
Zdravotnickému  zafizeni nebude
spolecnosti IQVIA vyplacena odmeéna
za Subjekty studie zatazené bez fadné
podepsaného informovaného souhlasu
anespliujici  zafazovaci  kritéria,
resp. splitujici  vylucujici  kritéria.
Zdravotnické zafizeni je povinno
vyplacet odménu vSem ostatnim
pravnickym a fyzickym osobam, které
se podileji na provadéni Studie,
napf. ZkousSejicimu, Studijnimu
personalu nebo piipadnym
subdodavatelim, pokud spolecnost
IQVIA neuzavie samostatnou smlouvu
pokryvajici takové néklady. VeSkeré
uvedené néklady zlistavaji neménné po
celou dobu trvani Studie, pokud
spolecnost IQVIA piedem pisemné
neschvali jejich zménu. Piipadné
castky, které budou Zdravotnickému
zafizeni  vyplaceny  neopravnéné,
budou neprodlené¢ vraceny zpét
spolecnosti IQVIA. Platby za Sluzby
poskytované podle této Smlouvy
budou hrazeny v plné vysi v souladu
stouto Smlouvou. Zdravotnickému
zafizeni ale nebudou  hrazeny
poskytnuté  sluzby, které  jsou
porusenim  Protokolu nebo této
Smlouvy nebo odchylkou od nich,
svyjimkou  odchylek  popsanych
v Clanku 1.4,

VSechny faktury musi spolecnost
IQVIA obdrzet do pétaétyticeti
(45) dni od vzniku ptislusného vydaje
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database lock, whichever is earlier. Site
understands once IQVIA has reconciled
and closed the Study, IQVIA and Sponsor
reserves the right to no longer accept
invoices.

The estimated value of financial payment
under this  Agreement shall be
approximately CZK 57 526.

3. CONFIDENTIALITY

3.1 Definition

"Confidential Information” means the
confidential and proprietary information
of Sponsor and includes (i) all
information, data or records, disclosed by
or on behalf of Sponsor to Institution,
Investigator, Study Staff or other
Institution personnel, including without
limitation any aspect thereof which may
have been disclosed to the Site prior to the
signature  hereof, 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;
and (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),
as well as other information, data or
records generated by the Site as a result of
the Study..

nebo od uzamceni databaze, podle
toho, co nastane diive. Misto provadéni
klinického hodnoceni bere na védomi,
ze jakmile spole¢nost IQVIA klinické
hodnoceni  sesouhlasi  auzavie,
vyhrazuji  si  spolecnost IQVIA
a Zadavatel pravo Z&dne dalSi faktury
nepfijimat.

Predpokldadand hodnota finanéniho
plnéni dle této Smlouvy Cini ptiblizné
57 526,- K¢.

3 DUVERNY REZIM

3.1 Definice
,Duvérné informace* budou
vykladény jako informace divérné a
majetkové povahy nalezejici

Zadavateli, pficemz budou zahrnovat
(i) veSkeré informace, udaje nebo
zaznamy, jez byly Zdravotnickému
zatizeni, ZkouSejicimu, Studijnimu
personalu ¢ kterémukoli  ¢lenu
personalu  Zdravotnického zafizeni
zptistupnény Zadavatelem ¢i jeho
jménem, vcetné jakéhokoli jejich
aspektu sdé€leného Mistu provadéni
klinického hodnoceni ptipadné jesté
pfed uzavienim této  Smlouvy,
informaci o Hodnoceném 1écivu,
technickych informaci vztahujicich se
k Hodnocenému IéCivu, veSkeré
Existujici  duSevni vlastnictvi (ve
smyslu definice uvedené v Clanku 4)
Zadavatele a Protokol; a (ii) informace
vztahujici se k procesu zafazovani do
Studie, informace vztahujici se k
aktualnimu stavu Studie, komunikace
vuci a od kontrolnich ufadt, informace
vztahujici se k aktudlnimu stavu
Hodnoceného 1é¢iva na regulatorni
arovni a Studijnim datim a udajum a
dale k Objevim (ve smyslu definice
uvedené v Clanku 4) a dalsi informace,
data nebo zdznamy vytvarené Mistem
provadéni  klinického  hodnoceni
v disledku Studie.
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(i)

Confidential Information shall not include
information that:

can be shown by documentation to
have been public knowledge prior to
or after disclosure by Sponsor, other
than through wrongful acts or
omissions attributable to
Investigator, Institution or any of its
Study Staff;

(ii) can be shown by prior written

documentation to have been in the
possession of Investigator,
Institution or any of its Study Staff
prior to disclosure by Sponsor, from
sources other than Sponsor that did
not have an obligation of
confidentiality to Sponsor;

(iii)can be shown by prior written

documentation to have been
independently  developed by
Investigator, Institution or any of its
Study Staff or other personnel; or

(iv)is permitted to be disclosed by prior

written authorization from Sponsor.

3.2 Obligations
Institution and Institution’s personnel,

including Study Staff shall not

(1) use Confidential

Pojem Duvérmné informace nezahrnuje
informace, ve vztahu ke kterym:

0] na zékladé ptislusné
dokumentace lze prokazat, Ze
byly vefejné¢ znamé pred
okamzikem ¢i1 po okamziku
jejich zptistupnéni ze strany
Zadavatele, aniZ by tim doslo k
jakémukoli protipravnimu
jednani ¢i opominuti
pricitatelnému ZkousSejicimu,
Zdravotnickému zafizeni ¢i
jakémukoli z jejich Studijniho
personalu;

(i) na zakladé piedchozi
pisemné dokumentace lze
prokazat, ze byly v dispozici
ZkouSejiciho, Zdravotnického
zatizeni ¢ kohokoli ze
Studijniho  persondlu  pied
jejich zpiistupnénim ze strany
Zadavatele, a byly ziskany ze
zdroji odlisnych od
Zadavatele, pficemz tyto
nebyly vazany povinnosti
davérnosti vici Zadavateli;

(iii) na zakladé piedchozi
pisemné dokumentace lze
prokazat, Ze byly vyvinuty
nezavisle ZkousSejicim,
Zdravotnickym zafizenim ¢i
kymkoli ze Studijniho
personalu nebo jejich
zameéstnancem; nebo

(iv) jejich  zpfistupnéni  lze
provest na zaklade
ptredchoziho pisemného
svoleni Zadavatele.

3.2 Povinnosti
Zdravotnické zafizeni a zaméstnanci
Zdravotnického zarizeni, a to vcCetné
Studijniho personalu, nebudou

(1) vyuzivat Diivérné
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Information  for any
purpose other than the
performance of the Study
in accordance with this
Agreement and  the
Protocol or

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

To protect Confidential Information,
Institution agrees to:

Q) limit dissemination of
Confidential Information
to only those Study Staff
having a need to know for
purposes of performing
the Study, subject to
Study Staff undertaking
confidentiality
obligations as set forth
herein;

(i)  advise all Study Staff
who receive Confidential
Information of the
confidential nature of
such information; and

informace pro jakykoli
jiny ucel, nezli je

provadéni Studie,
v souladu s touto
Smlouvou

a Protokolem, nebo

(i)  zpfistupniovat Duvérné
informace jakékoli tteti
strang, s vyjimkou
opravnéni povoleného v
tomto Clanku 3. nebo
Clanku 5 ,Prava na

zvefejnéni* nebo
povinnosti uloZené
zakonem ¢i jakymbkoli
kontrolnim ufadem

nebo na zakladé
ptedchoziho pisemného
svoleni Zadavatele.

Za ucelem ochrany Dlvérnych informaci,
Zdravotnické zafizeni souhlasi, ze:

(1) omezi distribuci
Divémych  informaci
pouze vici tém Clentim
Studijniho  personalu,
kteti takové skuteCnosti

potiebuji znat
v souvislosti S
provadénim Studie,
pficemz Studijni

personal  se  musi
zavazat, ze  bude
povinnost  zachovéavat
davérnost informaci
podle této Smlouvy;

(i)  bude informovat
vSechny Cleny
Studijniho  personalu,
kterym budou Dlvérné
informace zpfistupnény,
o davémé  povaze
takovych informaci; a

(iii)  use reasonable measures (ili)  pfijme nezbytna
to protect Confidential opatfeni za ucelem
Information from ochrany Duvérnych

Czech Republic _Clinical Trial Agreement _INSTITUTION
based on IQVIA Global template — 1 May 2019
Teva Branded Pharmaceutical Products R&D, Inc./ TV48574-IMM-20038

Nemocnice Slany
Version / Verze: // 22052023

CONFIDENTIAL
Page 23 of 63




disclosure.

Nothing herein shall limit the right of
Institution to disclose Study Data as
permitted by Section 5 “Publication
Rights”.

3.3 Compelled Disclosure

In the event that Institution receives
notice from a third party seeking to
compel disclosure of any Confidential
Information, the notice recipient shall
provide Sponsor with prompt notice 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. Institution
shall take all reasonable steps to limit the
scope of such disclosure and cooperate
with Sponsor in its efforts to limit such
disclosure.

Notwithstanding the foregoing,
Institution, Sponsor and IQVIA hereby
acknowledge that this Agreement shall
be published pursuant to Act no.
340/2015 Sh., on Agreements Register.
As and between the Parties, Institution
agrees to publish the Agreement
pursuant to the foregoing. Any
information which constitutes trade
secret of either Party is exempted from
such publication. For the purposes of this
Agreement, trade secrets include, but are

informaci ptfed jejich
zptistupnénim.

Zé&dné ze shora uvedenych ustanoveni
neomezuje opravnéni Zdravotnického
zafizeni zptistupnit Studijni data a
Udaje v povoleném rozsahu v souladu
s Gipravou uvedenou v Clanku 5 ,,Prava
na zvetejnéni®.

3.3  Zakonem ulozené zpiistupnéni
V pfipad¢, ze Zdravotnické zatizeni
obdrzi oznameni ¢i vyzvu od treti
strany, kterd& bude  poZadovat
zptistupnéni jakychkoli Duvérnych
informaci, pfijemce takové vyzvy
Zadavateli takovou skute€nost
neprodlené¢ ozndmi, aby mél Zadavatel
moznost uplatnit ptedbézné/ochranné
opatieni ¢i  jakykoli jiny vhodny
ochranny ¢i napravny prostiedek. V
ptipadg, Ze takové predbézné/ochranné
opatfeni Ci jiny vhodny ochranny ¢i
napravny prostiedek neni vydan ¢i
dosazen, ptijemce vyzvy poskytne
pouze takovou ¢ast Duvérnych
informaci, a to v rozsahu, v jakém je
jejich zptistupnéni zakonem
pozadovano, piicemz bude vyZadovat
uplatiovani davérného rezimu ve
vztahu k t¢émto Divérnym informacim.
Zdravotnické zafizeni ucini vesSkeré
pifimétene kroky k omezeni rozsahu
takového  zpfistupnéni  a poskytne
Zadavateli soucinnost v jeho snaze
0 omezeni takového zpfistupnéni.

Bez ohledu na vySe uvedené,
Zdravotnické zafizeni, Zadavatel a
IQVIA timto berou na védomi, Ze tato
smlouva bude zvetejnéna v souladu se
zak. ¢. 340/2015, o registru smluv. Za
zvetfejnéni  dle  pfedchozi  véty
odpovidd  Zdravotnické  zafizeni.
Takovémuto zvetejnéni nepodléhaji ty
udaje, které tvoifi obchodni tajemstvi
nékteré ze Stran. Dle této Smlouvy se
obchodnim  tajemstvim rozumi
zejména Piiloha A- Rozpocet a
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not limited to, Attachment A — Budget
and payment schedule, 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 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
herein above. The Institution will inform
IQVIA of publishing the Agreement in
the Agreements Register by designating

the followin email address:
ﬂ as the email

address to which a notification of
publication in the Agreements register
shall be sent. Should the Institution fail
to publish this Agreement within 5
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, Institution shall
return to Sponsor, or destroy, at
Sponsor’s option, all Confidential
Information other than Study Data.

3.5 Survival

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

4, INTELLECTUAL PROPERTY
OWNERSHIP

4.1 Pre-existing Intellectual Property
Ownership of inventions, discoveries,

4

PRAVO

harmonogram  plateb,  minimalni
cilovy pocet zafazeni, ocekavany
zafazeny pocet Subjektd studie a
oc¢ekavana délka trvani Studie. Dale
nebudou  takovémuto  zvefejnéni
podléhat osobni Udaje fyzickych osob,
ledaze jsou jiz zvefejnény v jiném
vefejné¢ pristupném registru. Verze
této Smlouvy urcend ke zvetejnéni je
pfipojena k této smlouvé jako ptiloha
C. Za zvefejnéni smlouvy dle
pfedchoziho  odstavce  odpovida
Zdravotnické zatfizeni. Zdravotnické
zafizeni vyrozumi IQVIA o zvefejnéni
smlouvy v registru smluv tak, Ze ve
formulafi pouzivaném ke zvefejnéni

smlou zada adresu
jako  e-

mailovou adresu, na kterou ma byt
zaslana notifikace o uvetejnéni. Neni-
li smlouva Zdravotnickym zafizenim
zvefejnéna ve lhité 5 pracovnich dni
od data posledniho podpisu, jsou k
jejimu zvetejnéni opravnéni IQVIA ¢i
Zadavatel.

3.4 Vraceni ¢i likvidace

V navaznosti na ukonceni platnosti této
Smlouvy ¢&i Vv kterykoli  diivéjsi
okamzik na zéklad¢ pisemného
poZzadavku Zadavatele, Zdravotnické
zafizeni Zadavateli vrati, ptipadné dle
poZadavku Zadavatele zlikviduje,
veskeré Duvérné informace, odlisné od
Studijnich dat a udajt.

3.5 Pietrvavajici platnost

Tento Clanek 3 ,Davémy rezim“
zustane v platnosti i v pfipad¢ ukonceni
platnosti ¢i pfi vyprSeni platnosti této
Smlouvy, a to po dobu deseti (10) let.

DUSEVNI VLASTNICTVIi: VLASTNICKE

4.1 Existujici duSevni vlastnictvi
Vlastnictvi vSech objevill, vyndlezi,
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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, including any
modifications or improvements thereto,
except as may be otherwise expressly
provided in any other written agreement
between them.

4.2  Inventions

For purposes hereof, the term
“Inventions” means all inventions,
discoveries and developments (whether
patentable or not) conceived, first
reduced to practice or otherwise
discovered or developed by a Party or
Sponsor or any of such entity’s
personnel in performance of the Study.
Sponsor shall exclusively own all
Inventions, that are conceived, first
reduced to practice or otherwise
discovered or developed by the
Institution or any of its personnel in
performance of the Study, and such
Inventions shall be treated as
Confidential Information according to
Section 3 of this Agreement..

4.3  Assignment of Inventions

Institution shall, and shall cause its
personnel to, disclose all Inventions
promptly and fully to Sponsor in writing,
and Institution, on behalf of itself and its
personnel, will assign to Sponsor all of
its rights, title and interest in and to
Inventions, including all patents,
copyrights and other intellectual

autorskych dél a jinych vysledkl
duSevni ¢innosti, jeZ existuji k Datu
u¢innosti, a dale veSkeré patenty,
autorskad prava, obchodni tajemstvi a
dal§i prava k objektim duSevniho
vlastnictvi s timto souvisejici (spole¢né
dadle jen  ,Existujici  duSevni
vlastnictvi*), neni jakkoli dot¢eno
touto Smlouvou a jakdkoli Strana ¢i
Zadavatel nemaji naroky vici ¢i prava
k jakémukoli prfedmétu Existujiciho
duSevniho vlastnictvi jiného, vcetné
piipadnych tprav nebo zdokonaleni,
neni-li tak vyslovné pisemné¢ ujednano
v jakékoli pisemné dohodé¢ mezi
Stranami uzaviené.

4.2  Objevy

Pojem ,,Objevy* znamend pro tucely
této Smlouvy veskeré objevy, vynalezy
a predméty vyvoje (bez ohledu na to,
zda je lze chranit patentovou ochranou
¢i nikoli), jez byly vyvinuty, uvedeny
poprvé do praxe ¢i jakkoli jinak
vynalezeny ¢i rozvinuty Stranou C¢i
Zadavatelem nebo jakymkoli
zaméstnancem ¢i Clenem personalu
takového subjektu pii provadéni
Studie. Zadavatel bude vyhradnim
vlastnikem veskerych Objevl, jez
budou vyvinuty, uvedeny poprvé do
praxe ¢i jakkoli jinak vynalezeny ¢i
rozvinuty Zdravotnickym zafizenim ¢i
jakymkoli jeho zaméstnancem ¢i
Clenem personalu Vv souvislosti s
provadénim Studie atakové Objevy
budou povazovany za Duvérné
informace  podle ¢lanku3  této
Smiouvy.

4.3  Pievod prav k Objevim

Zdravotnické zafizeni se zavazuje, Ze
zpiistupni a dale zajisti, ze jeho
zameéstnanci zptistupni veskeré
Objevy, a to neprodlen¢ a plné
Zadavateli v pisemné formé¢, a
Zdravotnické zatizeni, jménem svym a
jménem a v zastoupeni svych
zaméstnancli, pifevede na Zadavatele
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property rights therein and all rights of
action and claims for damages and
benefits arising due to past and present
infringement of said rights. Institution
shall cooperate and assist Sponsor by
executing, and causing its personnel to
execute, all documents reasonably
necessary for Sponsor to secure and
maintain Sponsor’s ownership rights in
Inventions.

4.4 Section is intentionally left blank.

45  Patent Prosecution
Institution shall cooperate, at Sponsor’s
request and expense, with Sponsor’s
preparation, filing, prosecution, and
maintenance of all patent applications
and patents for Inventions.

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

PUBLICATION RIGHTS

5.1  Publication and Disclosure

Institution shall have the right to publish
or present the results of Institution’s
activities  conducted  under this
Agreement, including Study Data, only
in accordance with the requirements of
this Section. Institution agrees to submit
any proposed publication or presentation
to Sponsor for review at least sixty (60)

veSkerd sva prava, naroky a zajmy k
Objeviim, vcetné vSech patentd,
autorskych d¢l a jinych prav dusevniho
vlastnictvi k tomuto se vztahujicich,
jakoZ i vesSkera prava procesni povahy
a naroky na nahrady Skod a uZzitky, jez
Jiz vznikly v duasledku minulého ¢i
soucasné¢ho poruSeni shora uvedenych
prav. Zdravotnické  zafizeni  se
zavazuje, ze bude nalezité
spolupracovat a poskytne Zadavateli
soucinnost pii vyhotoveni a uzavieni, a
zajisti, Ze jeho zaméstnanci vyhotovi a
uzaviou veskeré dokumenty divodné
Zadavatelem poZadovane za tucelem
ochrany a zajisténi vlastnickych prav
Zadavatele k Objevum.

4.4 Tento ¢lanek je  zamérné
ponechén prazdny.

4.5 Patentové tizeni

Zdravotnické zafizeni se zavazuje, Ze
bude spolupracovat, a to v navaznosti
na vyzvu Zadavatele a na jeho naklady
a s jeho ucasti, v souvislosti s
piipravou, podanim, vedenim
patentového fizeni a udrzovanim
veSkerych patentovych prihlasek a
patenta pro veSkeré Objevy.

4.6  Pretrvavajici platnost

Tento Clanek 4 ,,Dusevni vlastnictvi*
zlstane v platnosti i v pfipadé ukonceni
platnosti €i pii vyprSeni platnosti této
Smiouvy.

PRAVA NA ZVEREJNENI

5.1 Publikovani a zpfistupnéni

Zdravotnické zatizeni bude opravnéno
publikovat a prezentovat vysledky
¢innosti  Zdravotnického zafizeni, jez
je provadénd na zakladé této Smlouvy,
a to vcetn¢ Studijnich dat a tudaji,
vyluén¢ v souladu s pozadavky
stanovenymi v tomto  Clanku.
Zdravotnické zatizeni souhlasi, Ze
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days prior to submitting any such
proposed publication to a publisher or
proceeding  with  such  proposed
presentation. Within sixty (60) days of
its receipt, Sponsor shall advise
Institution 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,
to remove specifically identified
Confidential Information (other than
Study Data) and/or to delay the proposed
publication or presentation for an
additional ninety (90) days to enable
Sponsor to seek patent protection for
Inventions.

5.2  Multi-Center Publications

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

Zadavateli predloZi jakoukoli
navrhovanou publikaci a prezentaci pro
ucely jejich kontroly ve 1huté alespon
Sedesati (60) dnu pied ptedlozenim
jakékoli takové publikace prislusnému
vydavateli ¢i pied jejich navrhovanou
prezentaci. Ve lhité Sedesati (60) dna
od jejich pftijeti se Zadavatel pisemné
vyjadii Zdravotnickému zafizeni ve
vztahu k jakékoli informaci obsazené v
takovych materialech, jez ptredstavuje
Divérnou informaci (odlisSnou od
Studijnich dat a udaji) nebo jez muze
predstavovat  prekazku  moznosti

dosazeni patentoveé ochrany
ptislusného Objevu. Zadavatel bude
opravnén pozadovat vuci

Zdravotnickému zafizeni odstranéni
definovanych informaci oznacenych
jako Divérné informace (jez jsou
odliSné od Studijnich dat a udaju)
a/nebo pozadovat odlozZeni navrhované
publikace ¢i prezentace po dobu
dodate¢nych devadesati (90) dnti, aby
umoznil Zadavateli uplatnéni
patentove ochrany ve vztahu K
takovému Objevu.

5.2 Multicentrické publikovani

Je-li tato Studie multicentrickou studii,
Zdravotnické zafizeni timto souhlasi,
ze bez predchoziho pisemného
souhlasu Zadavatele nebude nezavisle
publikovat, prezentovat ¢i jakkoli jinak
zptistupniovat jakékoli vysledky nebo
informace vztahujici se k cinnostem
Zdravotnického zafizeni, jeZ jsou
provadény na zakladeé této Smlouvy, a
to aZ do doby, neZ dojde ke zvetejnéni
multicentrické publikace; to vSak za
podminky, Ze nedojde-li k
multicentrickému zvefejnéni
nejpozdeji do osmnacti (18) meésicti od
okamziku dokonceni Studie a uzavieni
databaze ve vSech vyzkumnych

vvvvvv

ukonceni platnosti ¢i predcasnému
ukonceni Studie, Zdravotnické zafizeni
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in accordance with the provisions of
Section 5.3  “Confidentiality  of
Unpublished Data”.

5.3  Confidentiality of Unpublished
Data

Institution acknowledges and agrees 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 shall not,
and shall require its 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 shall not, and shall ensure that
Institution’s personnel do not engage in
interviews or other contacts with the
media, including but not limited to
newspapers, radio, television and the
Internet, related to the Study, this
Agreement, 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.

bude opravnéno  publikovat a
prezentovat vysledky ¢innosti
Zdravotnického  zafizeni, jez je
provadéna na zakladé této Smlouvy, a
to vcetn¢ Studijnich dat a udaji,
vyhradné¢ v souladu s podminkami
stanovenymi v Clanku 5.3 ,,Davérnost
nepublikovanych dat a adaja®.

5.3  Duvérnost  nepublikovanych
Udaji

Zdravotnické zafizeni timto bere na
védomi a souhlasi, ze Studijni data a
Udaje, jez nebyly publikovany,
prezentovany  ¢i  jakkoli  jinak
zptistupnény na zdkladé¢ upravy
stanovené v odstavci 5.1 nebo 5.2
(,Nepublikované udaje*), zlstanou
zahrnuty do ramce definice Davérnych
informaci a Zdravotnické zafizeni se
zavazuje, ze nezpiistupni a zavaze sve
zaméstnance ve shodném rozsahu v
této souvislosti, jakékoli
Nepublikované tudaje jakékoli tieti
stran¢ ¢i nezvefejni jakakoli Studijni
data ¢i udaje jakékoli tieti strané, a to v
rozsahu vétsim, nezli v jakém mohou
byt zpfistupnény v jakékoli publikaci,
prezentaci ¢i jiném zvefejnéni na
zékladé Clanku 5.1 nebo 5.2.

5.4  Kontakty s médii

Zdravotnické zafizeni nebude a zajisti,
ze  zaméstnanci  Zdravotnického
zatizeni nebudou poskytovat jakekoli
rozhovory ¢i jiné formy kontaktd s
médii, zejména vletné¢ vydavatelstvi
novin, provozovateli radiového
vysilani, provozovateli televizniho
vysilani a spole¢nostmi ptsobicimi na
nternetu, a to v souvislosti se Studii,
touto Smlouvou, Hodnocenym
1é¢ivem, Objevy nebo Studijnimi daty
a udaji bez ptedchoziho pisemného
svoleni Zadavatele. Toto ustanoveni
nebrani  mozZnosti  publikovat  ¢i
prezentovat Studijni data a Udaje v
souladu s timto Clankem.
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55 Use of Name, Registry and
Reporting

No Party hereto shall use any other
Party’s name, or Sponsor’s name, or any
of their affiliates, in connection with any
advertising, publication or promotion
without prior written permission, except
that the Sponsor and IQVIA may use the
Institution’s name and contact details,
without payment, in Study publications
(including, but not limited to, reprints of
scientific, medical, and other published
articles relating to the Study) and
communications and worldwide web,
including clinical trial websites and
Study newsletters. 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.

56  Survival

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

PERSONAL DATA

The Institution 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.

55 Pouziti ndzvu ¢ jména,
registrace a 0znamovani

Z&adna strana této Smlouvy neni
opravnéna pouzit jména ¢i nazvu jiné
Strany, nazvu Zadavatele nebo jejich
pfidruzenych  spole¢nosti, a to
v souvislosti s jakoukoli  reklamni
éinnosti, K publika¢nim éi
marketingovym uceltim bez
piedchoziho  pisemného  svoleni,
s vyjimkou pftipadd, kdy Zadavatel a
IQVIA budou opravnéni pouzit nazev
a kontaktni  Gdaje  Zdravotnického
zafizeni bez naroku na odménu
v souvislosti s publikacemi tykajicimi
se Studie (napf. Vv pietiscich
odbornych,  1ékatskych  a jinych
publikovanych c¢lanka tykajicich se
Studie) a vramci komunikace
a internetu, vcetné webovych stranek
vénovanych klinickym hodnocenim a
pro ucely newsletterdt vydavanych
v souvislosti se Studii. Zadavatel bude
Studii registrovat ve vefejném registru
Klinickych ~ hodnoceni v souladu
S prislusSnymi pravnimi predpisy a
nafizenimi a bude oznamovat vysledky
Studie vefejné tehdy a vrozsahu
ulozeném  pfisluSnymi  pravnimi
predpisy a nafizenimi.

5.6  Pretrvavajici platnost

Tento Clanek 5 ,Prava na zvefejnéni*
zustane v platnosti 1 v piipadé ukonceni
platnosti ¢i pfi vyprSeni platnosti této
Smiouvy.

6. OSOBNI UDAJE

Zdravotnické zafizeni a IQVIA se
zavazuji dodrzovat veSkeré piislusné
pravni predpisy o soukromi udaji a
ochrané¢ Udaji pii zpracovavani
osobnich udaji tak, jak jsou
definovany v téchto pfislusnych
pravnich predpisech o soukromi udaja
a ochran¢ udaju.

Czech Republic _Clinical Trial Agreement _INSTITUTION
based on IQVIA Global template — 1 May 2019

Teva Branded Pharmaceutical Products R&D, Inc./ TV48574-IMM-20038

Nemocnice Slany
Version / Verze: // 22052023

CONFIDENTIAL
Page 30 of 63




6.1 Compliance  with laws: The
parties agree that each will comply with
their respective obligations as required
under applicable privacy and data
protection laws (including, without
being limited to, the 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,
or “GDPR”).

6.2  Controller: Both the Institution
and the Sponsor shall be considered
controllers in the context of the Study
with regards to Study subjects’ personal
data. The Sponsor will be controller for
any Study Subjects’ personal data
collected during their participation in the
Study and for the purpose defined by the
Protocol. The Institution will be
controller for medical records and other
personal data of Study Subject obtained
by Institution for the purpose of
providing health care service to the
Study Subject.

6.3 Legal basis subjects: The
Institution shall ensure that Investigator
shall, in accordance with applicable data
protection laws, provide a personal
information notice, approved in writing
by Sponsor and by any applicable IEC,
to the data subjects about the processing
of their personal data collected by the
Investigator for the purpose of the
Study.

6.4  Communicate with subjects: The
Parties agree that the Institution is best
suited to manage requests from Study
subjects on the exercise of their rights
pertaining to their personal data. The
Institution shall inform Sponsor and
IQVIA within two (2) business days of

6.1. Soulad splatnymi pravnimi
predpisy: Strany se zavazuji, ze kazda
znich bude plnit své zavazky
vyplyvajici  z platnych  pravnich
piedpist o ochran¢ soukromi
aosobnich  udaji  (napf. nafizeni
Evropského parlamentu a Rady (EU)
¢. 2016/679 ze dne 27.dubna 2016
0 ochrang fyzickych osob
v souvislosti se zpracovanim osobnich
udajii a 0 volném pohybu téchto udajt
neboli ,,GDPR").

6.2. Spravce udaji: Za spravce
osobnich udaju Subjektd studie jsou
v této Studii povaZzovani Zdravotnické
zafizeni a Zadavatel. Zadavatel bude
spravcem vSech osobnich 1udaji
Subjekti  studie = shroméazdénych
behem jejich ucasti ve Studii a pro
ucely definované v Protokolu.
Zdravotnické zatizeni bude spravcem
zdravotnich ~ zaznamd  a dalSich
osobnich udaju Subjekti studie, které
ziska za  UCelem  poskytovani
zdravotni péce Subjektim studie.

6.3. Pravni zéklad pro zpracovani:
Zdravotnické zafizeni zajisti, aby
Zkousejici v souladu s platnymi
pravnimi predpisy o ochrané osobnich
udaji poskytl subjektim udaji
pisemné ozndmeni o zpracovani
osobnich udajt, které¢ bude Zkousejici
shromazd'ovat pro tcely Studie,
pisemn¢  schvalené  Zadavatelem
a prislusnymi etickymi komisemi.

6.4. Komunikace se  subjekty:
Strany se dohodly, ze k vyfizovani
zadosti Subjektt studie 0 uplatnéni
jejich prav tykajicich se jejich
osobnich udaji je nevhodné;si
Zdravotnické zafizeni. O Zadostech
Subjektt studie nebo jejich zakonnych
zastupc nebo piipadnych jinych
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any request from a Study Subject, their
legal representative or other data
subjects relating to their rights under
applicable data protection laws. The
Institution will handle these requests in
accordance with (i) applicable data
protection laws and (ii) the reasonable
instructions of the Sponsor and IQVIA.
In the event Sponsor or IQVIA receive
such as request, they will forward it to
the Institution who shall respond to such
request.

6.5 Study Team personal data: Investigator
shall collect consent from all Study Staff for
the processing of their personal data as
required for the proper performance of the
Study. The parties agree that where a
proposed Study Team member objects to
processing of their personal data, he/she
will not be engaged in the Study.

6.6  Processors: IQVIA acts as data
processor of Sponsor for Study
management and monitoring duties

Investigator and Study Staff acts as data
processor of Institution for Study
performance at Institution.

The Parties agree that all processing
agreements shall be in writing, shall
comply with Article 28 of the GDPR and
applicable national data protection laws
and that processors shall be required to
comply with the terms of the
Agreement. Each Party shall be
responsible for any noncompliance by a
processor which it has engaged, which

subjektti udaji tykajicich se jejich
prav podle platnych pravnich ptedpist
0 ochran¢ osobnich 1daji bude
Zdravotnické zafizeni informovat
Zadavatele a spolecnost IQVIA do
dvou (2) pracovnich dnu.
Zdravotnické zatizeni bude Zzadosti
vyfizovat v souladu s (i) platnymi
pravnimi pfedpisy o ochrané osobnich
udaji a (ii) s pfimétenymi pokyny od
Zadavatele aspolecnosti  IQVIA.
Pokud takovou Zzadost obdrzi
Zadavatel nebo spolecnost IQVIA,
predaji ji k vyfizeni Zdravotnickému
zafizeni.

6.5. Osobni  ddaje  Studijniho
personalu: Zkousejici si od vSech
Clent Studijniho persondlu vyZzada
souhlas se zpracovanim jejich
osobnich udaja, které jsou nezbytné
pro fadné provadeéni Studie. Strany
souhlasi s tim, ze pokud navrzeny ¢len
Studijniho personalu uplatni namitku
proti zpracovani jeho osobnich udaji,
nebude se na Studii podilet.

6.6. Zpracovatelé: IQVIA jednd
jako zpracovatel udaji pro Zadavatele
pro ucely spravy a monitorovani
Studie.

Zkousejici a Studijni personal jednaji
jako  zpracovatel¢  udaji  pro
Zdravotnické zafizeni pro ucely
provadéni Studie ve Zdravotnickém
zafizeni.

Strany se dohodly, Ze smlouvy
0 zpracovani  museji mit  vZdy
pisemnou formu amuseji byt
vsouladu s ¢lankem 28  nafizeni
GDPR aplatnymi  vnitrostatnimi
pravnimi predpisy o ochrané osobnich
udaju a zpracovatelé museji dodrzovat
ustanoveni této Smlouvy. Kazda
Strana odpovida za nedodrzeni
ustanoveni Smlouvy zpracovatelem,
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noncompliance will constitute a breach
as if committed directly by that Party.

6.7  Transfer outside of EEA: The
Institution and/or the Investigator will
only transfer personal data outside the
European Economic  Area  or
Switzerland in  accordance  with
instructions provided by Sponsor or
IQVIA and as permitted by applicable
data protection laws. If requested by
Sponsor, the Institution and/or the
Investigator shall enter into an
agreement with Sponsor governing such
transfer, including, but not limited to,
the EU Standard Contractual Clauses,
unless another adequacy mechanism for
the transfer exists.

6.8 Technical and organizational
measures: Each of the Parties shall
implement appropriate technical and
organizational measures to meet the
requirements of the GDPR. The adopted
measures shall ensure a level of security
appropriate to the risk, including without
limitation  pseudonymization.  The
Investigator shall be responsible for the
pseudonymization and IQVIA and
Sponsor shall only receive
pseudonymized data.

6.9  Breach: If the Institution and/or
the Investigator become aware of
potential or actual breach of personal
data (as defined in applicable data
protection laws) processed in the course
of the Study, they will promptly notify
IQVIA and Sponsor thereof, with at
least the information listed in Article 33
of the GDPR and required under
applicable data protection laws, and
cooperate with them to remedy it.

jehoz  najala, pficemz takové
nedodrzeni bude povazovano za
poruseni Smlouvy, jako by se ho
dopustila Strana ptimo.

6.7. Predavani mimo EHP:
Zdravotnické zatfizeni nebo piipadné
Zkousejici  budou osobni  udaje
piedavat mimo Evropsky
hospodatsky prostor nebo Svycarsko
pouze v souladu s pokyny Zadavatele
nebo spolecnosti IQVIA a v souladu
S platnymi pravnimi piedpisy
0 ochrané¢ osobnich udaji. Na zadost
Zadavatele uzaviou Zdravotnické
zafizeni nebo pfipadné Zkousejici se
Zadavatelem  smlouvu upravujici
takové preddvani udaji, obsahujici
napi. standardni smluvni dolozky EU,
pokud nebude existovat jiny
mechanismus  pfiméfenosti  pro
predavani tidaju.

6.8. Technicka a organizacni
opatfeni: Kazda ze Stran zavede
vhodna  technickd  a organizac¢ni
opatfeni, aby splnila pozadavky
nafizeni GDPR. Pfijatymi opatfenimi,
napt. pseudonymizaci, bude zajiSténa
uroven  zabezpeceni odpovidajici
riziku. Za pseudonymizaci odpovida
ZkouSejici  aspole¢nost  IQVIA
a Zadavatel budou dostavat pouze
pseudonymizované Udaje.

6.9. Poruseni: Pokud se
Zdravotnické zatizeni nebo Zkousejici
dozvédi o mozném nebo skutecném
poruSeni zabezpeceni osobnich tdaji
(ve smyslu platnych  pravnich
ptedpisit 0 ochrané osobnich udaji)
zpracovavanych v pribéhu Studie,
neprodlené o tom uvédomi spole¢nost
IQVIA aZadavatele s uvedenim
minimalné téch informaci, které jsou
uvedené v ¢lanku 33 nafizeni GDPR
a pozadované podle platnych pravnich
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6.10 Cooperation: The Parties shall
cooperate and assist each other with
respect to any data protection impact
assessments and/or prior consultations
with regulatory authorities that may be
required in respect to processing that is
carried out under the Agreement.

The Parties shall cooperate, on request,
with the supervisory authority in the
performance of its tasks.

The Institution and Investigator shall
make available to Sponsor and/or
IQVIA, all information required to
demonstrate and verify compliance with
obligations under this Agreement and
under applicable data protection laws.

7. INSURANCE AND DAMAGES

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.

Instituton shall maintain, at its sole
expense, commencing with the effective
date of this Agreement and continuing
throughout the term of the Agreement
and any renewals thereof, sufficient
insurance coverage to satisfy their
contractual, professional and medical
liabilities, including indemnity
obligations, and as required by
applicable law. Institution shall, at
IQVIA request, have its insurance carrier
for such insurance furnish to IQVIA a
certificate that such insurance is in force,
such certificate to indicate any
deductible and/or self-insured retention
and stipulate that such insurance will not

pfedpisit o ochrané osobnich udaj,
a poskytnou jim svoji soucinnost pii
naprave.

6.10. Soucinnost: Strany budou
spolupracovat a poskytovat Si
vzajemnou soucinnost pii posuzovani
dopadi na ochranu udaji apied

pripadnymi konzultacemi
s kontrolnimi urady, budou-li
nezbytné v souvislosti se
Zpracovanim provadénym podle této
Smiouvy.

Na pozadani poskytnou  Strany
dozorovému tufadu soucinnost pfii
plnéni jeho tkoli.

Zdravotnické zafizeni a ZkouSejici
poskytnou Zadavateli nebo piipadné
spolecnosti IQVIA veskeré informace
nezbytné k dolozeni a ovéfeni plnéni
svych zavazka vyplyvajicich ztéto
Smlouvy azplatnych  prévnich
piedpist o ochran¢ osobnich udaju.

7. POJISTENI A ODSKODNENI

Zadavatel prohlasuje a potvrzuje, Ze v
souladu s ust. 8 58 odst. 2 zakona C.
378/2007 Sb., o 1éCivech, v platném
znéni, zajisti pojisténi klinického
hodnoceni.

Zdravotnické zafizeni je povinno na
vlastni naklady uzavfit a udrZovat
Vv platnosti pocinaje datem ucinnosti
této Smlouvy apo celou dobu jeji
platnosti vcetné pripadného
prodlouzeni pojisténi s dostateCnym
pojistnym krytim na splnéni jeho
smluvnich, profesnich  a lkaiskych
zévazkl a povinnosti, véetné¢ zavazkl
tykajicich se ndhrady Skody a zavazki
a povinnosti vyplyvajicich z platnych
pravnich  pfedpisi. Na  zadost
spole¢nosti IQVIA pozada
Zdravotnické  zafizeni  pojistitele,
unchoz takové pojisténi uzavrel,
0 vystaveni  osvédCeni o platnosti
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be canceled or reduced while this
Agreement is in effect without at least
thirty (30) days prior written notice to
IQVIA

pojisténi, pficemz na osvédéeni musi
byt uvedena ptipadna spoluticast nebo
ptipadné samopojisténi a informace, ze
pojisténi nebude po dobu platnosti
Smlouvy bez pisemného oznameni
spolecnosti IQVIA v predstihu
nejméné tficeti (30) dnli vypovézeno,
resp. Ze nebude sniZeno pojistné kryti.

Sponsor shall reimburse Institution for Zadavatel uhradi Zdravotnickému
the direct and necessary medical zatizeni piimé anezbytné écebné
expenses incurred by Institution for the vydaje, ktere mu vzniknou
treatment of any adverse event v souvislosti s 1é¢bou nezadoucich

experienced by, illness of or bodily
injury to a Study Subject that is caused
by treatment of the Study Subject in
accordance with the Protocol.

The Sponsor’s liability to reimburse the
Institution under this provision shall not
be limited to the amount payable under
any insurance required to be carried by
Sponsor but shall extend to the full
amount of  the Institution’s actual
damages in the amount of subject’s
claim or of 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:

piihod, onemocnéni nebo Ujmy na
zdravi Subjektu studie zptsobenych
lécbou Subjektu studie v souladu
s Protokolem.

Odpovédnost Zadavatele odskodnit
Zdravotnické zafizeni dle tohoto
ustanoveni nebude limitovana ¢astkou
splatnou dle jakéhokoliv pojisténi
uzavieného Zadavatelem, ale bude se
vztahovat na celou ¢astku skute¢né
Skody Zdravotnického zafizeni ve vysSi
naroku subjektu nebo naroku jeho
zakonného zastupce uspésné
uplatnéného dle ceského pravniho
radu.

Narok Zdravotnického zafizeni na
nahradu Skody dle predchoziho
ustanoveni nevznika, jestlize:

a) The injury of subject (including death) a) Ujma na zdravi (véetné smrti) subjektu
has been caused by wllful act, hodnoceni byla zptsobena tmysing,
negligence, wrongful conduct or breach nedbalosti, protipravnim  jedn&nim
of any obligation stipulated for the nebo nesplnénim povinnosti stanovené
Institution or the Investigator or Study Zdravotnickému zafizent,
Staff by legal guideline or by this Zkousejicimu nebo Studijnimu
Agreement including all its appendices; persondlu pravnim piredpisem nebo v

této Smlouveé, vcetné¢ vSech jejich
pftiloh;

b) The Institution fails to notify the Sponsor b) Zdravotnické zatizeni do deseti (10)

in writing within ten (10) working days
of the date the Institution became aware
of the claim for damages having been
made. The notice shall be send by

pracovnich dnii ode dne, kdy se
dozvédélo, ze byl viici nému uplatnén
narok na nahradu Skody, neoznamilo
tuto skutenost pisemné Zadavateli.
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d)

registered post to the Sponsor.

Upon Sponsor’s request the Institution
has not made possible for the Sponsor
take a part in out of court negotiations
concerning the claim which may result in
a legal suit at law;

The Institution has recognized the claim
without prior obtaining Sponsor’s
written consent to such recognition.

IOVIA DISCLAIMER

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

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

CONSEQUENTIAL DAMAGES

Neither IQVIA nor Sponsor shall be
responsible to the Institution for any lost
profits, lost opportunities, or other
consequential damages, nor shall
Institution be responsible to IQVIA or
Sponsor for any lost profits, lost
opportunities, or other consequential
damages.

Nothing herein is intended to exclude or
limit any liability of any party for death
or personal injury caused by the

d)

Oznadmeni  musi byt  odeslano
doporucenou postou Zadavateli.

na Z&dost Zadavatele mu Zdravotnické
zafizeni neumoZnilo ucastnit se
mimosoudniho vyjednavani 0
vzneseném naroku nebo nasledného
soudniho fizeni;

Zdravotnické zatizeni uznalo vzneseny
narok, aniz by obdrzelo piedchozi
pisemny souhlas Zadavatele.

ODMITNUTI ODPOVEDNOSTI IQVIA

IQVIA timto vyslovné odmita
jakoukoli odpovédnost v souvislosti
s Hodnocenym  lé¢ivem,  vcetné
jakékoliv odpovédnosti za jakékoliv
naroky vyplyvajici z okolnosti
zpusobené nebo domnéle zpiisobené
jakymkoliv  Studijnim  postupem
spojenym s takovym léCivem vyjma
rozsahu, v jakém je takova
odpovédnost zapiic¢inéna nedbalosti,
amysinym  protiprdvnim  jedn&nim
nebo porusenim této Smlouvy ze strany
IQVIA.

Tento Clanek 8 ,Odmitnuti
odpovédnosti  IQVIA* zistane v
platnosti i po ukonceni nebo uplynuti
doby trvani této Smlouvy.
NASLEDNA SKODA

Ani IQVIA, ani Zadavatel nebudou
vici Zdravotnickému zafizeni
odpovédni ve vztahu k jakémukoli
uSlému zisku, ztraté obchodnich

prilezitosti ¢i jakymkoli souvisejicim
Skodam, ani Zdravotnické zafizeni
nebude odpovédné vuci IQVIA nebo
Zadavateli ve vztahu k jakémukoli
uslému zisku, ztrat€é obchodnich
prilezitosti ¢i jakymkoli souvisejicim
Skodam.

Uelem Zzadného z ustanoveni této
Smlouvy neni vyloucit nebo omezit
odpovédnost kterékoli ze stran za amrti
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negligence of such party.

This  Section 9  “Consequential
Damages” shall survive termination or
expiration of the Agreement.

10. INDEMNIFICATION; LIABILITY,
SUBJECT INJURY

The Site shall promptly notify IQVIA and
Sponsor in writing of any claim of illness
or injury actually or allegedly due to an
adverse reaction to the Investigational
Product and cooperate with Sponsor in the
handling of the adverse event.

Sponsor’s  obligation to indemnify,
defend or hold harmless Institution and
their respective personnel (collectively,
the “Institution Indemnitees”) is limited to
an obligation to indemnity, defend or hold
harmless the Institution Indemnitees
solely from and against any and all
liabilities, damages, losses, claims, or
expenses, including court costs and
reasonable attorneys’ fees (“Losses”)
resulting from any third party claims,
actions or  proceedings  seeking
compensation for bodily injury or death of
any Study Subject enrolled in the Study at
the Institution, to the extent that such
injury or death was directly caused by the
use of the Investigational Product
provided by Sponsor in compliance with
the this Agreement, the Protocol, and the
informed consent or tests or procedures
related thereto, but solely to the extent
that such Losses do not arise out of or are
not in connection with any Institution
Indemnitees”: (i) failure to follow any
applicable federal, state or local laws,
regulations, and guidelines; (ii) failure to
follow applicable standards of care, or to

10.

nebo Gjmu na zdravi osob zpiisobené
nedbalosti dané strany.

Tento Clanek 9 ,Nasledna Skoda*
zustane v platnosti po ukonceni nebo
uplynuti doby trvani této Smlouvy.

ODSKODNENi: ODPOVEDNOST; UJMA
NA ZDRAVI SUBJEKTU

Misto provadéni klinického hodnoceni
je  povinno neprodlené¢ pisemné
vyrozumet spolecnost IQVIA
a Zadavatele o jakémkoli  naroku
vztahujicim se k onemocnéni ¢i Gjmé na
zdravi, k nimz skute¢né ¢i udajné doslo
v souvislosti s nezadouci reakci na
Hodnocené 1é¢ivo, a zavazuje se plné
spolupracovat se Zadavatelem pfi
feSeni nezadouci udalosti.

Zavazek Zadavatele odskodnit
Zdravotnické zafizeni a jeho personal
(spoleén¢ dale jen ,,Odskodnované
osoby Zdravotnického zafizeni®), hajit
je azbavit je odpoveédnosti je omezen
na zavazek odskodnit OdSkodnované
osoby Zdravotnického zatizeni, hajit je
azbavit je odpovédnosti vyhradné
Vv pfipad¢ zavazku, Skod, ztrat, naroka
nebo vydajl, vcetné soudnich vydaji
a ptiméenych poplatki za pravni
zastoupeni ( ,,Ztraty*) vyplyvajicich
Z naroku, zalob nebo fizeni tfetich stran
uplatiovanych,  resp. podanych  ¢i
vedenych v souvislosti s uUjmou na
zdravi nebo dmrtim Subjektu studie
zatfazen¢ho do Studie ve
Zdravotnickém zafizeni, pokud takova
Ujma na zdravi nebo takove amrti byly
zpusobeny piimo pouzitim
Hodnoceného 1é¢iva  poskytnutého
Zadavatelem v souladu s touto
Smlouvou, Protokolem
a informovanym  souhlasem  nebo
vySetfenimi ¢ postupy s tim
souvisejicimi, avSak pouze v piipadg,
Ze takové Ztraty nevznikly
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conform to reasonable and prudent
clinical practices, including GCPs as
applicable to clinical studies; (iii)
negligent acts or omissions, willful
misconduct or  misuse of the
Investigational Product; (iii) failure to
follow the Protocol or other written
recommendations or instructions
provided by Sponsor or IQVIA; or (iv)
treatment of a Study Subject prior to
initiation of the Study at the Institution.

Institution shall, at a minimum,
indemnify, defend, and hold harmless
Sponsor, its Affiliates and their respective
employees, officers, directors, agents,
contractors and representatives
(collectively, the “Sponsor Indemnitees”)
from and against any and all Losses
resulting from or arising out of or in
connection with any third party claims,
actions or proceedings relating to any
Institution Indemnitees: (i) failure to
follow any applicable federal, state or
local laws, regulations, and guidelines, or
to conform to reasonable and prudent
clinical practices, including GCPs as
applicable to clinical studies; (i)
negligent acts or omissions, willful
misconduct or  misuse of the
Investigational Product; (iii) failure to
follow the Protocol or other information
provided to Institution Indemnitees by
Sponsor or IQVIA,; or (iv) treatment of a
Study Subject prior to initiation of the
Study.

(i) nedodrZenim platnych federélnich,
statnich nebo  mistnich  zakon,
predpistt a smérnic; (ii) nedodrZenim
platnych  standardi  péce  nebo
pfiméfenych a obezietnych klinickych
postupt, véetné zasad spravné klinické
praxe, které se vztahuji na Klinické
studie;  (iii) nedbalostnim  jednanim
nebo opomenutim, uamysinym
nespravnym jednanim nebo zneuzitim
Hodnoceného 1é¢iva nebo
(iii) nedodrZzenim  Protokolu  nebo
jinych pisemnych doporuceni nebo
pokynli poskytnutych Zadavatelem
nebo spoleCnosti IQVIA ze strany
Odskodinovanych osob Zdravotnického
zatizeni nebo (iv) 1éEbou Subjektu
studie jeSté pred zahdjenim Studie ve
Zdravotnickém zafizeni, resp.
v souvislosti s vySe uvedenym.

Zdravotnické zatizeni odskodni
Zadavatele, jeho Ptidruzené spole¢nosti
a jejich zameéstnance, vedouci
pracovniky, ¢leny statutarniho organu,
dodavatele a zastupce (spolecné dale

jen ,,OdSkodnované osoby
Zadavatele*), bude je hajit a zbavi je
odpovédnosti v piipadé Ztrat

vyplyvajicich z narokd, zalob a Fizeni
tietich stran tykajicich se (i) nedodrzeni
platnych federalnich, statnich nebo
mistnich zakonii, pfedpisi a smérnic
nebo nedodrzeni pfiméfenych
a obezietnych  klinickych  postupi,
véetn¢ zdsad spravné klinické praxe,
ktere se vztahuji na Klinické studie;
(ii) nedbalostniho  jednani nebo
opomenuti, uUmysIného nespravneho
jednani nebo zneuziti Hodnoceného
1é¢iva; nebo (iii) nedodrzeni Protokolu
nebo jinych informaci poskytnutych
Odskodinovanym osobam
Zdravotnického zafizeni Zadavatelem
nebo spoleCnosti IQVIA ze strany
Odskodinovanych osob Zdravotnického
zatizeni nebo (iv) 1é¢by Subjektu studie
jest¢ pred zahajenim Studie, resp.
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11.

12.

Institution liability. The Institution is and
shall remain liable for any harm, claims,
actions or expenses (including
expenses) resulting from or connected
with the negligence, act, omission or fault
on the part of the Institution, or their
respective personnel.

legal

DEBARMENT

The Institution represents and warrants
that neither Institution nor Investigator,
nor any of Institution’s employees,
agents or other persons performing the
Study at Institution, have been debarred,
disqualified or banned from conducting
clinical trials or are under investigation
by any regulatory authority for
debarment or any similar regulatory
action in any country, and the Institution
shall notify IQVIA immediately if any
such investigation, disqualification,
debarment, or ban occurs.

This Section 11 “Debarment” shall
survive termination or expiration of this
Agreement.

FINANCIAL DISCLOSURE AND
CONFLICT OF INTEREST

Upon Sponsor’s or IQVIA’s request,
Institution agrees that, for each listed or

11.

12.

v souvislosti s vySe uvedenym.

Odpovédnost Zdravotnického zatizeni.
Zdravotnické zafizeni je a zlistava
odpovédné za ptipadné Skody, naroky,
zaloby nebo vydaje (vcetné vydaji na
pravni zastoupeni), které wvzniknou
v disledku nedbalosti, jednani,
opomenuti nebo zavinéni ze strany
Zdravotnického zafizeni nebo jeho
prislusného personalu nebo
v souvislosti s nimi.

VYLOUCENI

Zdravotnické zafizeni prohlaSuje a
potvrzuje, Ze ani  Zdravotnické
zatizeni, ani Zkousejici, ani kterykoli
ze zaméstnanct, zastupcl
Zdravotnického zafizeni ¢i jakéakoli
jina osoba, kterd se podili na vykonu
Studie ve Zdravotnickém zafizeni,
nebyla zbavena prislusného opravnéni,
nebyla ji uloZena sankce zékazu
vykonu ¢innosti klinickych hodnoceni
a dale, ze kterykoli z téchto subjektd
neni vySetfovan jakoukoli kontrolni
instituci, kdy vysledkem takového
Setfeni ¢i1 fizeni muze byt uloZeni
sankce zdkazu vykonu cinnosti ¢i
odebrani opravnéni, a to v kterémkoli
staté, a Zdravotnické zafizeni se dale
zavazuje  neprodlené¢  vyrozumeét
IQVIA v ptipadg, ze dojde k takovému
vySetfovani, diskvalifikaci, uloZeni
sankce zédkazu vykonu ¢innosti nebo k
odejmuti  opravnéni k  vykonu
klinického hodnoceni.

Tento Clanek 11 ,,Vylougeni* ziistane
v platnosti po ukonceni nebo uplynuti

doby trvani této Smlouvy.

FINANCNI INFORMACE A STRET ZAJMU

Zdravotnické zatizeni souhlasi, Ze na
zakladé Zadosti Zadavatele nebo
IQVIA pro kazdého uvedeného a
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identified  investigator  or  sub-
investigator who is directly involved in
the treatment or evaluation of Study
Subjects, Investigator shall promptly
return to IQVIA a 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.

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

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

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

Notwithstanding any obligations in this
Agreement, Institution, acknowledges
and agrees that Sponsor may need to
publicly disclose grants, payments,
reimbursement of expenses, meals,
educational items or other Items of
Value (hereinafter “Payments”) given to
Healthcare Providers by or on behalf of
Sponsor. Such disclosure may include
the identity of the Healthcare Provider,
the nature of any activities performed by
the Healthcare Provider pursuant to this
Agreement, and the value and nature of
any Payments to the Healthcare
Provider. “Healthcare Provider” is

identifikovaného zkouSejiciho nebo
spoluzkousejiciho, ktefi se piimo
podili na 1éCeni nebo hodnoceni
Subjektti studie, neprodlené pieda
IQVIA vyplnény a podepsany formular
finan¢niho prohlaSeni a konfliktu
zajmu, ktery byl vyplnén a podepsan
takovym zkousejicim nebo
spoluzkousejicim, ve kterém tito
zkousejici ¢i spoluzkousejici priznavaji
jakékoli ptislusné zajmy, které maji oni
sami nebo jejich manzelé/manzelky ¢i
nezaopatiené déti.

IQVIA je opravnéna pozdrzet platby
v pfipadé, Ze neobdrzi vyplnéné
formulafe od kazdého takového
zkousejiciho a spoluzkousejiciho.

Zkousejici zajisti urychlenou
aktualizaci formulaiG dle potteby,
s cilem zajistit jejich piesnost a iplnost
v pribéhu realizace Studie a jeden (1)
rok po dokonceni Studie.

Zdravotnické zafizeni souhlasi s tim,
ze vyplnéné¢  formuldfe = mohou
kontrolovat statni a kontrolni ufady,
Zadavatel, IQVIA a jejich piidruzené
spole¢nosti, zastupci a dodavatelé a
Zdravotnické zafizeni souhlasi
s takovymi kontrolami.

Bez ohledu na pfipadné zavazky v této
Smlouvé Zdravotnické zatizeni bere na
védomi a souhlasi stim, ze Zadavatel
muze byt povinen vefejné sdélit
informace o grantech,  platbach,
ndhradach  vydaj, obcerstvent,
poloZkach pro edukativni ucely nebo
jinych Hodnotnych vécech ( ,,Platby*)
poskytnutych Poskytovatelim
zdravotni péce Zadavatelem nebo za
n¢j. Ve sdélovanych informacich mtize
byt uvedena totoZnost Poskytovatele
zdravotni péce, povaha Cinnosti, které
Poskytovatel zdravotni péce vykonava
podle této Smlouvy, nebo hodnota
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defined as Institution, Investigator,
clinical trial sites, and any individual
who is licensed to prescribe prescription
medication.

In the event that Institution makes any
Payments to Healthcare Providers on
behalf of Sponsor in connection with
this Agreement, Institution will track
and report such Payment information to
Sponsor in the timeframe and format as
reasonably requested by Sponsor.
Sponsor has the option to reasonably
modify the scope of information
requested to ensure that it is compliant
with all reporting laws and other
governmental reporting obligations. In
the event that Institution makes
Payments to a Healthcare Provider in
connection  with this  Agreement,
Institution shall notify such Healthcare
Provider of such required disclosures.
For the avoidance of doubt, these
reporting obligations are designed to
ensure compliance with applicable
reporting laws and  Sponsor’s
governmental reporting obligations. For
matters of clarity, Institution and
Investigator will work with IQVIA in
order to facilitate Sponsor reporting
obligations under this Section

This Section 12 “Financial Disclosure
and Conflict of Interest” shall survive
termination or expiration of this

a povaha plateb vypléacenych
Poskytovateli zdravotni péce.
,Poskytovatel zdravotni péce” je
definovan jako Zdravotnické zafizeni,
Zkousejici, mista provadéni klinického
hodnoceni a jakakoli osoba
s opravnénim piedepisovat 1éky na
predpis.

Bude-li Zdravotnické zafizeni
Poskytovatelim zdravotni péce nebo
v souvislosti s touto Smlouvou
vyplacet jakékoli Platby, povede
Zdravotnické zatizeni evidenci
takovych Plateb ainformace o nich
bude Zadavateli predkladat
v terminech ave formatu, jaké bude
Zadavatel  pfiméfen¢  pozadovat.
Zadavatel ma moznost piiméiené
upravit rozsah poZadovanych
informaci tak, aby byl vsouladu
S platnymi pravnimi ptedpisy
upravujicimi  oznamovaci povinnost
nebo jinymi statem stanovenymi
oznamovacimi povinnostmi. Bude-li
Zdravotnické zafizeni v souvislosti
s touto Smlouvou vystavovat
Poskytovateliim zdravotnickych sluzeb
nebo zdravotnickym  organizacim
néjaké Platby, bude je rovnéz
informovat o tom, Ze je povinno takové
Platby hlésit. Aby se predeslo
pochybnostem, tyto  oznamovaci
povinnosti slouZi K zajisténi souladu
S platnymi pravnimi predpisy
0 0znamovani a s povinnostmi
Zadavatele hlasit urcité skutecnosti
staitnim  Ofadim. Pro  ujasnéni,
Zdravotnické zafizeni bude spolec¢nosti
IQVIA poskytovat soucinnost s cilem
usnadnit Zadavateli plnéni
oznamovacich povinnosti podle tohoto
¢lanku.

Tento Clanek 12 , Finanéni informace a
sttet zaymi* zistane v platnosti po
ukonceni nebo uplynuti doby trvani
této Smlouvy.
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13.

14.

Agreement.

ANTI-KICKBACK AND ANTI FRAUD

Institution agrees that its judgment with
respect to the advice and care of each
Study Subject will not be affected by the
compensation it receives from this
Agreement, that such compensation does
not exceed the fair market value of the
services it is providing, and that no
payments are being provided to the
Institution for the purpose of inducing it
to purchase or prescribe any drugs,
devices or products.

If the Sponsor or IQVIA provides any
free products or items for use in the
Study, Institution agrees that it will not
bill any Study Subject, insurer or
governmental agency, or any other third
party, for such free products or items.

Institution agrees that it will not bill any
Study Subject, insurer, or governmental
agency for any visits, services or
expenses incurred during the Study for
which it has received compensation
from IQVIA or Sponsor, or which are
not part of the ordinary care it would
normally provide for the Study Subject,
and that Institution will not pay another
physician to refer subjects to the Study.

ANTI-BRIBERY

Institution agrees that the fees to be paid
pursuant to this Agreement represent fair
compensation for the services to be
provided by Institution. Institution
represents and warrants that payments or
Items of Value received pursuant to this

13.

14.

ZAMEZENI UPLATKARSTVI A

PODVODU

Zdravotnické zafizeni souhlasi, Ze jeho
usudek, pokud jde o poradenstvi a péci
0 kazdy Subjekt hodnoceni, nebude
ovlivnén uhradou, kterou obdrzi na
zéklad¢ této Smlouvy, a dale
osvédCuje, Ze tato kompenzace
nepfesahuje redlnou trzni hodnotu
sluzeb, které poskytuje a Ze Zadné
platby nejsou poskytovany za ucelem
ptimét Zdravotnické zatizeni k nakupu
nebo piedepisovani jakychkoliv 1¢kii,
zatizeni nebo produktu.

Pokud Zadavatel nebo IQVIA
poskytnou jakékoli produkty nebo
pfedméty pro pouziti ve Studii zdarma,
Zdravotnické zafizeni souhlasi, ze
nebude Z&dat Uhradu po Z&dném
Subjektu  studie, pojistovné nebo
statnim/spravnim ufadu nebo jakékoli
jiné tieti stran¢ =za tyto zdarma
poskytnuté produkty nebo pfedméty.

Zdravotnické zafizeni souhlasi, Ze
nebude Zadat Uhradu po Zadném
Subjektu studie, pojistovné nebo
statnim Ufadé za jakékoliv navstévy,
sluzby nebo vydaje vzniklé v prib&hu
Studie, za které obdrzelo Ghradu od
IQVIA nebo Zadavatele nebo které
nejsou soucasti bézné péce, kterou by
za normalnich okolnosti poskytlo
Subjektu studie, a Ze Zdravotnické
zafizeni nebude poskytovat platbu
jinému lékati za doporuceni subjektt
do Studie.

ZAKAZ PODPLACENI

Zdravotnické zatizeni timto souhlasi,
Ze platby, které budou uhrazeny na
zéklad¢ této Smlouvy, predstavu;ji
fadnou  kompenzaci za  sluzby
poskytnuté Zdravotnickym zafizenim.
Zdravotnické zafizeni timto prohlaSuje
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Agreement or in relation to the Study
will not influence any decision that
Institution  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.

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

In addition to other rights or remedies
under this Agreement or at law, IQVIA
or Sponsor may terminate this

a zavazuje se, ze platby ¢i Hodnotné
véci, které obdrzi na zakladé této
Smlouvy ¢i v souvislosti se Studii
jakkoli neovlivni jakékoli rozhodnuti
Zdravotnického zaftizeni ¢i jakéhokoli
piislusného vlastnika Zdravotnickeho
zafizeni, clent spravnich organt,
zamestnanct, zastupcl, konzultantl ¢i
jakékoli pfijemce plateb na zakladé
této Smlouvy k tomu, aby ucinil,
jakozto Zastupce vefejné moci ¢i
jakkoli jinak, za ucelem poskytnuti
pomoci Zadavateli ¢i IQVIA v podobé
zajisténi neopravnéné vyhody ¢i za
ucelem ziskani ¢i  zachovani = si
obchodni pfilezitosti.

Zdravotnické zafizeni dale prohlaSuje a
zavazuje se, Ze ani Zdravotnické
zatizeni, ani jakykoli jeho vlastnik,
Clen statutarniho organu, zaméstnanec,
zastupce €1 konzultant, ani jakykoli
ptijemce plateb dle této Smlouvy, a to
za ucelem pomoci Zadavateli ¢1 IQVIA
k zajisténi neopravnéné vyhody ¢i
ziskani €1 zachovani  obchodni
prilezitosti, piimo ¢i  nepiimo,
neuhradi, nenabidne ¢i neslibi uhradit,
nebo nedaruje jakoukoli Hodnotnou
véc jakékoli osobé ¢i subjektu v
souvislosti s nasledujicimi ucely: (i)
ovlivnéni  jakéhokoli  jednani ¢i
rozhodnuti: (ii) pobidky ¢i pohnuti
takové osoby ¢i subjektu, aby néco
konal nebo se zdrzel ur€itého jednani v
rozporu se zadkonem  uloZenou
povinnosti; (iii) zajisténi jakékoli
neopravnéné  vyhody; nebo (iv)
pobidky ¢i pohnuti takové osoby ¢i
subjektu  k zneuziti vlivu vaci
statnimu/sprdvnimu organu ¢i jeho
zastupci v této souvislosti, a to za
ucelem ovlivnéni jakéhokoli jedndni ¢i
rozhodnuti statniho/spravniho organu
¢i jeho zastupce.

Nad rdmec ostatnich prav a prostredki
napravy dle této Smlouvy ¢i na zakladé
piislusnych pravnich piedpisi IQVIA
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15.

16.

Agreement if Institution breaches any of
the representations or warranties
contained in this Section or if IQVIA or
Sponsor learns that improper payments
are being or have been made to or by
Institution or Investigator or any
individual or entity acting on its or their
behalf.

INDEPENDENT CONTRACTORS

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

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

TERM & TERMINATION

16.1 Term

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

16.2 Termination
IQVIA and/or Sponsor may terminate
this Agreement for any reason effective

15.

16.

nebo Zadavatel budou opravnéni
ukoncit platnost této Smlouvy v
ptipadé, ze Zdravotnické zafizeni
porusi jakékoli prohlaseni ¢i zéaruky
obsazené v tomto Clanku, piipadng,
pokud IQVIA nebo Zadavatel zjisti, Zze
jsou poskytovany ¢i byly poskytnuty
neopravnéné platby vici €1 ze strany
Zdravotnického zafizeni ¢i
Zkousejiciho nebo jakéhokoli
jednotlivece ¢i subjektu jednajiciho
jejich jménem.

NEZAVISLi DODAVATELE

Zdravotnické zafizeni a  Studijni
personal budou jednat jako nezavisli
poskytovatelé ~ smluvniho  plnéni

IQVIA a nebudou jakkoli povaZovani
za zaméstnance Ci zastupce IQVIA
nebo Zadavatele.

Ani IQVIA, ani Zadavatel nebudou mit
jakoukoli odpovédnost vztahujici se
k zaméstnaneckym benefitim, penzim,
ndhraddm, srazkovym ¢i jinym
pracovnépravnim danim tykajicim se
Zdravotnického zafizeni nebo jeho
zamg&stnancu.

PLATNOST A UKONCENi PLATNOSTI

16.1 Platnost

Tato Smlouva se stava zévaznou
k datu, kdy bude podepsana posledni
z jejich stran, aucinnou k datu, kdy
bude zvefejnéna v Registru smluv
podle  zakona  ¢.340/2015  Sb.,
o registru smluv (,,Datum ucinnosti*)
a zustane v udinnosti do okamziku
dokonceni ¢i ukonCeni v souladu s
timto Clankem 15 ,,Platnost a ukon&eni
platnosti®.

16.2__ Ukonceni platnosti

IQVIA  a/nebo  Zadavatel jsou
opravnéni  ukoncit platnost  této
Smlouvy z jakéhokoli divodu s
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immediately upon written notice.

The Institution may terminate upon
written notice if circumstances beyond
the Institution’s reasonable control
prevent completion of the Study, or if it
reasonably determines that it is unsafe to
continue the Study. Upon receipt of
notice of termination, the Institution
shall immediately cease any subject
recruitment, follow the specified
termination procedures, ensure that any
required subject follow-up procedures
are completed, and make all reasonable
efforts to minimize further costs, and
IQVIA shall make a final payment for
visits or milestones 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, final report
containing all relevant information for
the Study as described in the Protocol,
including all data and Study results, and
all data clarifications issued and
satisfaction of all other applicable
conditions set forth herein. Institution
shall use all reasonable efforts, upon the
request of Sponsor and/or IQVIA, to
complete reports for all Study subjects
that have been entered into the Study as
of the termination date of this
Agreement. Any amounts not due to the
Institution pursuant to this Agreement,
but already paid, shall be returned
without demand within thirty (30) days
of the site close-out visit by Sponsor.
Institution shall have thirty (30) days
from receipt of the final payment under
this Agreement to identify discrepancies
and resolve any payment disputes with
IQVIA. If a material breach of this

okamzitou ucinnosti neprodlené¢ na
zaklad¢ doruceni pisemného oznameni.

Zdravotnické zafizeni je opravnéno
ukon¢it  platnost této  Smlouvy
pisemnym ozndmenim v pfipadé, ze
okolnosti, jeZ jsou svoji povahou mimo
moznost  ovlivnéni  ze  strany
Zdravotnického  zafizeni,  zabrani
dokonceni Studie, nebo v piipadé¢, ze
Zdravotnické zatizeni davodn¢ usoudi,
ze pokraCovani ve Studii neni
bezpecné. V ndvaznosti na doruceni
ozndmeni o ukoneni platnosti
Zdravotnické  zafizeni neprodlené
ukon¢i jakykoli nabor subjektd, bude
jednat v souladu s definovanymi
postupy pro ukonCeni, zajisti, ze ve
vztahu k subjektim Studie budou
dokonceny jakékoli procesy kontrolni
povahy, a vyvine nezbytné UGsili za
ucelem  minimalizace  jakychkoli
dalsich ndklad, pficemz IQVIA
provede  zavéreCnou Uhradu za
navstévy a milniky, jez byly fadné
provedeny na zaklad¢ a v souladu s
touto Smlouvou, a to ve vysi Castek
definovanych v Ptiloze A; avSak za
podminky, Ze Platby budou v kazdém
piipadé snizeny o ¢astku ve vysi deseti
(10 %) procent. Takto snizena Castka
bude predstavovat hodnotu veskerych
Cinnosti  spojenych s  uzavienim
databaze, a bude poskytnuta pote, co
Zadavatel schvali veSkeré stranky
formulari CRF a zavérecnou zpravu se
véemi podstatnymi Gdaji o Studii
stanovenymi v Protokolu,  v¢etné
veskerych dat a vysledkt Studie, a dale
poté, co budou poskytnuta veSkera
vyjasnéni dat a dale dojde ke splnéni
veskerych ostatnich podminek, jez jsou
stanoveny A% této Smlouvé.
Zdravotnické zafizeni se zavazuje, ze
s vynalozenim ptiméfeného usili na
zadost Zadavatele a/nebo spolecnosti
IQVIA vypracuje zpravy za vsechny
Subjekty Studie, které byly do Studie
zatazeny k datu ukoneni platnosti
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Agreement appears to have occurred and Smlouvy. Castky, které
termination may be required, then, Zdravotnickému  zafizeni  podle
except to the extent that Study Subject Smlouvy nendlezi, ale uz mu byly
safety may be jeopardized, IQVIA vyplaceny, budou ibez vyZzadani
and/or  Sponsor  may  suspend vraceny do tficeti (30)dnt od
performance of all or part of this ukonCovaci  navstévy  provedené
Agreement, including, but not limited to, vV Misté provadéni klinického

subject enrollment.

17. NOTICE

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

17.

hodnoceni Zadavatelem. Zdravotnické
zatizeni bude mit tficet (30) dni od
obdrzeni zavérecné platby podle této
Smlouvy na zjisténi piipadnych
nesrovnalosti a vyfeseni ptipadnych
sporit se spolecnosti IQVIA ohledné
plateb. V piipadé, ze dojde ke vzniku
domnéni, ze doSlo k podstatnému
poruseni této Smlouvy a muze tak dojit
k ukonceni platnosti této Smlouvy, pak
s vyjimkou a v rozsahu, v jakém muze
byt ohroZzena bezpe€nost Subjekti
studie, IQVIA a/nebo Zadavatel
mohou pierusit plnéni celé Ci Casti této
Smlouvy, zejména vcetné zatazovani
Subjekti studie.

OZNAMENI

Veskerd ozndmeni vyZadovand nebo
povolend podle této Smlouvy budou
ucinéna v pisemné podobé a budou
dorucena:

a) osobné
a) in person b) doporucenym dopisem,
b) by certified mail, postage Spffden} ; Vzali)lacenym
prepaid, return receipt postovnym, s dorucenkou
requested, c) e-mailem ve forméatu pdf/scan

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

nebo v jiném formatu, ktery
znemoznuje zasah do obsahu
S potvrzenou zpravou o pienosu
nebo

d) komer¢ni kuryrni sluzbou, ktera
zaruCuje doruceni dalSi den a

delivery and provides a receipt, poslfytne, potvrzent. T? 0
and such notices shall be oznameni budou adresovéna
takto:

addressed as follows:
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Teva Branded
Pharmaceutical Products,
R&D, Inc.

145 Brandywine Parkway,
West Chester, PA 19380,

Teva Branded
Pharmaceutical Products,
R&D, Inc.

145 Brandywine Parkway,
West Chester, PA 19380,

USA
Attention: General Counsel
Email:

To Sponsor: | USA Zadavateli USA
Attention: Chief Legal Krukdm: Chief Legal
Officer, Legal Department Officer, Legal Department
email: E-mail:
Name: IQVIA RDS Czech Nazev: IQVIA RDS
Republic, s.r.o., Czech Republic, s.r.o.,
Address: Pernerova 691/42, Adresa: Pernerova 691/42,
186 00 Praha 8 - Karlin, 186 00 Praha 8 - Karlin,
Czech Republic Ceska republika
And to

A také

IQVIA Inc. _

ToIQVIA Global Legal Department IQVIA: IQVIA Inc.
100 IMS Drive Global Legal Department
Parsippany, NJ 07054 100 IMS Drive

Parsippany, NJ 07054
USA
Attention:
Counsel
Email:

—

General

To Institution

Name: Nemocnice Slany
Address: Politickych véznu
576, 274 01 Slany, Czech
Republic

E-mail:

To
Investigator

Name:

Address: Nemocnice Slany,
Politickych véziu 576, 274
01 Slany, Czech Republic
E-mail:

Zdravotnické
mu zarizeni

Nézev: Nemocnice Slany
Adresa: Politickych véznu
576, 274 01 Slany, Ceska
republika

Zkousejicimu

E-mail:

Jméno a iriimeni: -

Adresa: Nemocnice
Slany, Politickych véziu
576, 274 01 Slany, Ceska
republika

E-mail:

18. FORCE MAJEURE

The performance by either Party of any

18.  VySSimoc

Splnéni jakékoli povinnosti kteroukoli
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19.

obligation on its part to be performed
hereunder shall be 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, excluding an event that
could have been avoided by taking
reasonable steps or reasonable care,
provided, however, that the Party
affected shall immediately notify the
other party and Sponsor and provides
necessary information about the force
majeure event use best efforts to
eliminate or cure or overcome any of
such causes and to resume performance
of its obligations with all possible speed.

MISCELLANEOUS

19.1 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 relating to the Study.

19.2 No Waiver/Enforceability

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

If any part of this Agreement is found to
be unenforceable, the rest of this

19.

ze Stran, jeZ mé byt takovou Stranou
splnéna na zdklad¢ podminek této
Smlouvy, bude prominuto v dusledku
zéplav, pozara Ci jinych projevi Vyssi
moci, nehod, valek, nepokojl, embarg,
prodleni dopravcii, nemoznosti opatfit
ptislusné materialy, nebude-li dodana
elektrickd energie ¢i jiné piirodni
zdroje, v disledku rozhodnuti, zékaz
¢i omezeni statniho/spravniho afadu ¢i
jiného prvku vyssi moci, ktery zabrani
splnéni takové povinnosti, bez ohledu
na to, zda je shodny ¢i odlisny od shora
uvedeneho, a ktery stoji mimo moZnost
ovlivnéni pfislusné Strany, kterd je
takovou povinnosti vazana,
s vyjimkou, kterym by byvalo bylo
mozn¢é zabranit uréinénim pfimétenych
kroki nebo fadnou péci, to vSak za
podminky, Zze takto dotena Strana
bude druhou Stranu a Zadavatele
neprodlen¢ informovat asdéli jim
potiebné informace o udalosti vysSi
moc avyvine maximalni UGsili za
ucelem odstranéni ¢i1 napravy ¢i
ptekonani jakéhokoli takového diivodu
¢i priCiny a bude pokracovat v plnéni
svych povinnosti v nejbliz§im mozném
¢asovém okamZiku.

RUZNE

19.1. Celistvost Smlouvy
Tato  Smlouva, vcetné  pfiloh,
predstavuje vyhradni, celistvé a uplné
ujednani Stran a nahrazuje veSkeré
ostatni pisemné a Ustni dohody
vztahujici se k této Studii.

19.2. Vzdani se uplatnéni /
Vynutitelnost

Neuplatnéni  jakéhokoli prava ¢i
podminky této Smlouvy nezaklada
domnénku vzdani se uplatnéni
takového prava ¢i podminky.

V ptipad¢, Ze bude kterdkoli ¢ast této
Smlouvy shledana jako nevykonatelnd,
zbytek této Smlouvy zlstane i nadale v
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Agreement will remain in effect.

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

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

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

19.4 Applicable Law

This Agreement shall be interpreted and
enforced under the laws of Czech
Republic without reference to conflict of
law rules.

19.5 Prevailing language The
Agreement is drawn up in English and in
Czech language versions. In case of any
dispute Czech language version shall
prevail.

19.6  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.

19.7 Neither institution nor sponsor
makes any warranties, express or implied,
concerning the investigational product or
the results of the study or the

platnosti.

19.3. Pievod Smlouvy

Tato Smlouva bude zavazna vuci
Stranam 1 jejich pravnim néstupctim a
postupnikim.

Zdravotnické  zafizeni  nepievede
jakékoli prava ¢i zavazky z této
Smlouvy bez piedchoziho pisemného
souhlasu IQVIA a Zadavatele.

Na zaklad¢ zadosti Zadavatele je
IQVIA  opravnéna pievést tuto
Smlouvu na Zadavatele nebo jakoukoli
tieti stranu a IQVIA nebude odpovédna
za jakékoli zavazky ¢i odpovédnosti
dle této Smlouvy, jez vyplynou po datu
ptevodu, a Zdravotnické zafizeni timto
souhlasi s takovym postoupenim.
Zdravotnickému zatizeni bude takove
postoupeni ¢i pfevod ozndmeno bez
zbytecného odkladu nabyvatelem.

19.4. Rozhodné pravo

Tato Smlouva bude vykladana a
vymahdna v souladu s pravnim fadem
Ceské republiky s vylouéenim jeho
koliznich norem.

19.5. Rozhodna jazykové verze. Tato
Smlouva je vyhotovena v anglickém a
Ceském jazykovém znéni. V piipadé
jakéhokoli rozporu bude rozhodujici
Ceska jazykova verze.

19.6  Pretrvavajici platnost:
Podminky této Smlouvy, jez obsahuji
prava a povinnosti, jez svoji povahou
piekracuji okamzik dokonceni Studie,
zGstanou zavazné i v piipad¢ ukonceni
¢i vyprseni platnosti této Smouvy, a to i
v piipadé, ze tak neni v této Smlouvée
vyslovné uvedeno.

19.7 Zdravotnické  zafizeni  ani
zadavatel neposkytuji k hodnocenému
lécivu nebo vysledkim studie zadné
vyslovné ani ptedpokladané zéruky ani
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merchantability or fitness for a particular
purpose of such investigational product or
results.

19.8 Institution  understands  and
acknowledges that fabrication,
falsification or alteration by institution,
investigator or any employees or agents of
institution of any patient data or other
information provided by institution or
investigator pursuant to this agreement
can result in criminal actions and
sanctions against institution and in civil
liability to sponsor and/or igvia.

19.9 Institution agrees that they will not
acquire or sell any securities of Sponsor,
IQVIA or their affiliates, including
Sponsor, IQVIA or their affiliates
common stock, prior to the earlier of: (i)
the public announcement or presentation
of Study results or (ii) three (3) years
following the term of this Agreement in
each instance subject to SEC regulations
and other applicable federal, state and
local laws.

THIS SECTION IS
INTENTIONALLY LEFT BLANK

zaruky tykajici se prodejnosti nebo
vhodnosti hodnocené¢ho 1é¢iva nebo
vysledkt studie pro urcity ucel.

19.8 Zdravotnické  zafizeni  déle
souhlasi stim abere na védomi, Ze
padélani, falSovani nebo pozménovani
jakychkoli udaja pacientii nebo jinych
informaci poskytnutych zdravotnickym
zatizenim nebo zkousSejicim v souladu
s touto smlouvou yAS] strany
zdravotnického zafizeni, zkousejiciho
nebo  zaméstnanci  ¢i  zastupcl
zdravotnického zafizeni mulze vést
K trestnépravnimu postihu
zdravotnického zafizeni a sankcim vuci
nému ake vzniku obcanskopravni
odpovédnosti  vii¢i zadavateli nebo
pripadné spolecnosti iqvia.

19.9 Pied zvetejnénim nebo
prezentaci vysledkt Studie, maximalné
ale pted uplynutim tfi (3) let od skonCeni
nebo ukonceni platnosti této Smlouvy
a Vv kazdém piipadé v souladu s predpisy
SEC adalSimi platnymi federalnimi,
staitnimi  nebo  mistnimi  pravnimi
ptedpisy Zdravotnické zafizeni souhlasi
stim, Ze nenabude ani neproda Zadné
cenné papiry Zadavatele, spolecnosti
IQVIA nebo jejich pfidruzenych
spolecnosti, vcetn¢ jejich kmenovych
akcii.

TATO CAST JE ZAMERNE
PONECHANA PRAZDNA
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ACKNOWLEDGED AND AGREED BY IQVIA RDS Czech Republic, s.r.0.,/ Na dikaz
souhlasu pripojuje sviij podpis IQVIA RDS Czech Republic, s.r.o.,

By: / Jméno:

Title: / Funkce:

Signature: / Podpis:

Date: / Datum:

Signed by IQVIA RDS Czech Republic, s.r.o., under a Power of Attorney dated 22 September
2022, in the name of Teva Branded Pharmaceutical Products R&D, Inc. / Podepsano IQVIA

RDS Czech Republic, s.r.o., na zakladé PIné moci vystavené dne 22. zaii 2022, jménem Teva
Branded Pharmaceutical Products R&D, Inc.

By: / Jméno:

Title: / Funkce:

Signature: / Podpis:

Date: / Datum:

ACKNOWLEDGED AND AGREED BY Nemocnice Slany: / Na diikaz souhlasu p¥ipojuje
sviij podpis Nemocnice Slany:

By: / Jméno: MUDr. Stépan Vototek

Title Director: / Funkce: feditel

Signature: / Podpis:

Date: / Datum:

Attachments/Prilohy:

Attachment A - Budget and payment schedule/ Ptiloha A — Rozpocet a rozpis plateb
Attachment B - Power of attorney/delegation letter of IQVIA / Ptiloha B — Plna moc/delegacni
dopis pro IQVIA

Attachment C — Version of Agreement intended for publication/ Piiloha C — Verze smlouvy
urcena ke zvetejnéni
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ATTACHMENT A PRILOHA A
BUDGET & PAYMENT SCHEDULE ROZPOCET A ROZPIS PLATEB

UbAJE 0 PRIJEMCI PLATEB

PAYEE DETAILS
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	By: / Jméno:
	Title: / Funkce:
	Signature: / Podpis:
	By: / Jméno:
	Title: / Funkce:
	Signature: / Podpis:
	By: / Jméno: MUDr. Štěpán Votoček
	Title Director: / Funkce: ředitel
	Signature: / Podpis:



