CLINICAL TRIAL AGREEMENT

The Clinical Trial Agreement (“Agreement”) is
made by and between:

¢ Vojenskd nemocnice Brno, p. 0., having a
place of business at Zabrdovicka 3, 636 00
Brno, Czech Republic, Identification
number: 60555530, Tax identification
number: CZ60555530, represented by plk.
MUDr. Martin Stracar, Director (the
“Institution”), and

Czech

Republi (the “Investigator”), and

¢ IQVIA RDS Czech Republic, s.r.0., 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, Managing
Director (“IQVIA”), and

e 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 HODNOCENTI

Tato smlouva o  klinickém  hodnoceni
(“Smlouva”) je uzavirdna mezi nasledujicimi
stranami:

e Vojenskd nemocnice Brno, p. 0., se sidlem
Zabrdovicka 3, 636 00 Brno, Ceska republika,
Identifikaéni  Cislo: 60555530, Danové
identifikacni c¢islo: CZ60555530, zastoupena
plk. MUDr. Martinem Stracarem, feditelem
(“Zdravotnické zarizeni”), a

. , s adresou -
Ceska republika

(“Zkousejici”), a

e IQVIA RDS Czech Republic, s.r.o., se sidlem
Pernerova 691/42, 186 00 Praha 8 - Karlin,
Ceska republika, IC: 247 68651, DIC:
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 identifikac¢ni ¢islo: 13-3454858
(“Zadavatel”)

Kazda samostatn¢ jako “Strana” a spolecné jako
“Strany”.

Cislo

Protocol TV48574-1MM-20038 Protokolu: TV48574-1MM-20038

Number:
A 24-Week, Phase 2b, 24tydenni,  randomizovana,
Randomized, Double-Blind dvojité zaslepena, dlouhodoba
Long-Term Extension Study | . pokracovaci  studie fize 2b

Protocol Nazev .

Title: to o Eva_luate Protokolu: k vyhodnoceni

| Pharmacokinetics, Efficacy | farmakokinetiky,  ucinnosti,

Safety, and Tolerability of bezpecnosti  a snadSenlivosti
TEV-48574 in Adult Patients pripravku TEV-48574
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with Moderate to Severe U dospelych  pacientii  se
Ulcerative Colitis or stredné zavaznou az zavaznou
Crohn’s Disease  who ulcerézni  kolitidou  nebo
completed the treatment Crohnovou  nemoci,  kteri
phase of the Dose-Ranging podstoupili  obdobi  léchy
Study (RELIEVE UCCD v klinickém  hodnoceni ke
LTE) stanoveni davky
(RELIEVE UCCD LTE)
Protocol Datum
Date: 21 July 2022 Protokolu: 21.7.2022
Teva Branded Teva Branded
Sponsor: Pharmaceutical ~ Products | Zadavatel: Pharmaceutical Products
R&D, Inc. R&D, Inc.
Stat ve kterém
ma sidlo Misto
Country L axoc
where Site is provadéni .
: Czech Republic klinického Ceska republika
Conducting h .
Study odr}ocenl, o
které provadi
Studii
Location Interni oddeleni, which is a | Misto, kde bude | Interni oddéleni, které je
where the o . s o
. division/part of the | provddéna soucasti/oddeélenim
study will be o - .y o
) Institution Studie: Zdravotnického zarizent
conducted:
Key
Enrollment Klicové datum
Date: zarazeni:
ECMT: MEK:
EtickA komise  Fakultni EtickA  komise Fakultni
nemocnice Kralovskeé nemocnice Kralovskeé
Vinohrady, Srobarova Vinohrady, Srobarova
1150/50, 100 34 Praha 10, MEK /| EK / 1150/50, 100 34 Praha 10,
ECMT /EC/ | Czech Republic - Ceska republika
SUKL
RA
EC: LEK:
EtickA komise Vojenska Etickh  komise  Vojensk&
nemocnice Brno, nemocnice Brno, Zabrdovicka
Zabrdovicka 3, 636 00 Brno, 3, 636 00 Brno, Ceskd
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Czech Republic

RA:

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

republika

SUKL:

Statni Gstav pro kontrolu
léciv, Srobdrova 48, 100 41
Praha 10, Ceskd republika

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.

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
compound/medical device identified in the
Protocol that is being tested in the Study.

Good Clinical Practices or GCPs:

Ve Smlouvé jsou pouzity nasledujici smluvni
definice:

Protokol: klinicky protokol, na ktery je
odkazano vyse, a ktery mize podléhat ¢as od
casu zménam provedenym Zadavatelem (ve
smyslu niZe uvedené definice)

Formulafe pro zaznamy o subjektech
hodnoceni (Case Report Form) nebo CRF:
formulat pro zaznamy o subjektech hodnoceni
(v listinné ¢i elektronické podob¢) bude
pouzivan Mistem provadéni klinického
hodnoceni za tucelem zaznamu vesSkerych
informaci poZadovanych Protokolem, které
podléhaji oznamovani Zadavateli ve vztahu
ke kazdému Subjektu studie (ve smyslu niZe
uvedené definice).

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

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

Studijni_personal: jednotlivé fyzické osoby
zapojené do provadeéni Studie pod dohledem
Zkousejiciho.

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

Sprdvnad  klinickd praxe nebo GCP:

International Council for Harmonisation of

Harmonizovand tripartitni smérnice pro
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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,
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

Spravnou Klinickou praxi vydana
Mezinarodni  radou pro  harmonizaci
technickych pozadavki na humdanni 1éCivé
pripravky (ICH), ve znéni, jez je v pribéhu
Casu novelizovano a zésady vymezené
Helsinskou deklaraci, revidované v prubéhu
casu.

Zadavatel: zadavatel Studie.

Zdravotni zaznamy: primarni  zdravotni
zaznamy Subjektt studie vedené
Zdravotnickym zafizenim ve vztahu k
Subjektu studie, zejména z&znamy o

poskytnuté péci, zaznamy o RTG vySetienich,
protokoly o provedenych biopsiich, snimky z
ultrazvukovych vySetfeni a dal§i snimky
diagnostické povahy.

Studijni data a udaje: veSkeré zaznamy,
zpravy a protokoly, jeZz jsou odlisné od
Zdravotnich zaznamt, a které¢ jsou ziskany,
shromazdény ¢i vytvofeny Mistem provadéni
klinického  hodnoceni, jeho  Studijnim
persondlem nebo jinym persondlem v
navaznosti na ¢i pfipraveny v souvislosti se
Studii, zejména zpravy, zaznamy a protokoly
(napt., CRFs, datové piehledy, mezitimni
zpravy a protokoly, a zavérecna zprava), které
jsou pozadovany, aby byly poskytnuty
Zadavateli v souladu s Protokolem a
veSkerymi zaznamy ohledné inventurni
evidence a nakladani s veSkerym mnoZstvim
Hodnoceného 1éciva.

Zastupce verejné moci: jakykoli Ufednik ¢i
jakykoli zaméstnanec vladdniho uradu C¢i
jakéhokoli ministerstva, rezortu, uradu C¢i
agentury, nebo zastupce statniho/spravniho
ufadu; jakékoli osoba jednajici v ufedni
funkci jménem statniho/spravniho uradu ci
jakéhokoli ministerstva, Ustavu, 0Ofadu ¢i
agentury nebo zastupce vladniho ufadu;
jakykoli ufednik ¢i zaméstnanec spolecnosti
¢1  podnikatelského subjektu vlastnéného
statem, v dil¢im ¢i plném rozsahu; jakykoli
ufednik ¢ zaméstnanec  mezinarodni
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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).

RECITALS:

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

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

organizace vefejného charakteru jako napf.
Svétova banka ¢i Organizace spojenych
narodl; jakykoli urednik ¢ jakykoli
zaméstnanec politické strany ¢i jakékoli osoba
jednajici v ramci ji sveéfené pravomoci
jménem politické strany; a/nebo jakykoli
kandidat na politickou funkci; jakykoli 1€kaf,
farmaceut ¢i jiny profesional ve zdravotnictvi,
pracujici pro ¢i v jakékoli nemocnici, 1ékarné
¢i jakémkoli jiném zafizeni zdravotnického
typu ve vlastnictvi ¢i  provozovaném
statnim/spravnim ufadem, ministerstvem ¢i
ustavem.

Hodnotné véci: budou vykladany v SirSim
smyslu a mohou tak zejména zahrnovat
penézni Castky, platby ¢i ekvivalenty plateb,
jako naptiklad darkové certifikaty ¢i poukazy;
dary ¢i bezplatné poskytované vyrobky;
pohosténi, zédbavu, ¢i pohostinnost; cesty ¢i
propléceni nakladi; poskytovani sluzeb;
koupé majetku ¢i sluzeb za nadhodnocené
castky; prevzeti ¢i prominuti  splatnych
zavazki; vyhody nehmotného charakteru,
jako  napiiklad zvySené¢ socialni  ¢i
podnikatelské postaveni (napt., poskytovani
dart ¢i podpory na dobro¢inné ucely, jez jsou
podporovany  statnimi/spravnimi  ufady);
a/nebo vyhod vici tfetim osobam vztahujici
se k zastupcim vefejné moci (napt. blizci
¢lenové rodiny).

UVODNI CAST:

VZHLEDEM K TOMU, Ze IQVIA poskytuje
Zadavateli sluzby smluvni vyzkumné organizace,
a to na zaklad¢ samostatné¢ smlouvy uzaviené
mezi IQVIA a Zadavatelem. Sluzby IQVIA
zahrnuji monitoring Studie a uzavirani smluv s
klinickymi vyzkumnymi centry;

VZHLEDEM K TOMU, Ze Zdravotnické
zafizeni a ZkousSejici (dale spolecné jen “Misto
provadéni klinického hodnoceni””) hodlaji provést
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NOW THEREFORE, the following is agreed:

1. CONDUCT OF THE STUDY

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

Site agrees that Site and Study Staff shall
perform the Study at Institution in strict
accordance with this Agreement, the
Protocol, any and all applicable laws
regulations and guidelines, 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”). Site 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.

Institution and Investigator each represent
and warrant that they have obtained, and
will maintain for the term of the Agreement,
all licenses, authorizations or approvals
required by any applicable, state or local

Studii a IQVIA po Mistu provadéni klinického
hodnoceni poZaduje provedeni takoveé Studie.

NYNI S OHLEDEM NA SHORA UVEDENE,
bylo dohodnuto nésledujici:

1. PROVEDENI STUDIE

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

ouhlasi s tim, ze Misto provadéni klinického
hodnoceni a Studijni personal provede ve
Zdravotnickém zafizeni Studii v pfisném
souladu s touto Smlouvou, Protokolem,
vesSkerymi ptisluSnymi pravnimi ptedpisy a
nafizenimi, zejména véetné GCP, zak.
6. 378/2007 Sb., o 1é¢ivech a zméndch
nékterych souvisejicich zakont (“Zakon o
lé¢ivech”) a Vyhlasky ¢. 226/2008 Sb., o
spravné klinické praxi a blizSich podminkéach
klinického hodnoceni 1é¢ivych piipravka, v
platném znéni, zdk. ¢. 372/2011 Sb., o
Zdravotnich sluzbach a podminkach jejich
poskytovani  (,Zakon 0o zdravotnich
sluzbach®) nebo jakychkoli naslednych
pozméiujicich ¢i podstatné nahrazujicich
pravnich predpisi ve vztahu ke shora
uvedenym  pravnim normdm, (spolecné
“PrisluSné pravni piedpisy”). Misto
provadéni klinického hodnoceni a Studijni
personal musi byt v souladu s faktem a timto
brat na védomi, Ze IQVIA a Zadavatel, a jejich
odpovédné pobocky, se zavazuji dodrzovat (1)
britsky z&kon proti korupci z roku 2010
(“Protikorupéni zakon”); (ii) zdkon USA z
roku 1977 o0 =zahrani¢nich korupcnich
praktikach z roku 1977 (“FCPA”) a (iii)
jakékoli dalsi pravni pfepisy na tseku zakazu
korup¢nich praktik.

Zdravotnické zatfizeni a ZkousSejici prohlaSuji
a zarucuji, ze ziskali a po dobu platnosti této
Smlouvy budou udrzovat vSechny licence,
povoleni nebo souhlasy poZadované
pfislusnymi statnimi nebo mistnimi vladnimi
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governmental authority for performance of
any activities under this Agreement.

1.2. Informed Consent Form

Site agrees to use an informed consent form
that has been approved by Sponsor and is in
accordance with applicable regulations 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.

1.3. Medical Records and Study Data

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

Site 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

ii. protect the Medical Records and
Study Data from unauthorized
use, access, duplication, and
disclosure. If directed by Sponsor
or IQVIA, Site will submit Study
Data using the electronic system
provided by Sponsor or IQVIA or

organy pro provadeéni jakychkoli cinnosti
podle této Smlouvy.

1.2 Formulaf pisemného informovaného
souhlasu
Misto provadéni klinického hodnoceni

souhlasi s tim, Zze bude pouzivat formular
informovaného souhlasu, ve znéni
schvaleném Zadavatelem, a ktery je v souladu
s ptisluSnymi pravnimi piedpisy a pozadavky
Etické komise pro multicentrickd hodnoceni
(“MEK?”) a Mistnich etickych komisi (“LEK),
spolecné dale jen Etickych komisi (“EK”),
které jsou zodpovédné za kontrolu Studie.
Misto provadéni klinického hodnoceni
pfedem zajisti pisemny informovany souhlas
kazdého Subjektu studie.

1.3. Zdravotni zaznamy a Studijni data a Udaje
1.3.1.  Shromazd’ovani, uskladnéni a
likvidace: Misto provadéni klinického
hodnoceni zajisti promptni, uplné a presné
shromazd’ovani, zaznamenavani a
klasifika¢ni roztfidéni Zdravotnich zaznamu
a Studijnich dat a udaja.

Misto provadéni klinického hodnoceni bude:
i. vést a skladovat Zdravotni
zaznamy a Studijni data a udaje
bezpecnym zplisobem s omezenim
fyzického i elektronického
pfistupu, dle podminek konkrétniho
piipadu a s kontrolou prostiedi
ptislusnou pro konkrétni typ dat a
udaji v souladu s pfisluSnymi
pravnimi piedpisy, nafizenimi a
technickymi standardy; a
ii. chranit Zdravotni zéznamy a
Studijni data a Udaje proti
neopravnénému zneuziti, pristupu,
kopirovani ¢i odhaleni. Bude-li tak

pozadovano  Zadavatelem  ¢i
IQVIA, Misto provadéni
klinického  hodnoceni  ptedlozi
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their designated representative
and in accordance with Sponsor’s
instructions for electronic data
entry.  Site  shall  prevent
unauthorized access to the Study
Data by maintaining physical
security of the electronic system
and ensuring that Study Staff
maintain the confidentiality of
their passwords. Investigator
agrees to collect all Study Data in
Medical Records prior to entering
it into the CRF. Site shall ensure
the prompt submission of CRFs;
and

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, 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

Studijni data a udaje za pouZiti
elektronického  systému pro
elektronicky zaznam dat, ktery
bude poskytnuty Zadavatelem nebo
IQVIA  nebo jimi urCenym
zastupcem, a to v souladu s pokyny
Zadavatele  pro  elektronicky
zaznam dat. Misto provadéni

klinického  hodnoceni  zabrani
neopravnénému  pfistupu ke
Studijnim datim a udajim
zajisténim  fyzické bezpecnosti

elektronického systému a déle
zajisti, Ze Studijni personal bude
zachovavat v divérném rezimu jim
ptfidélena piistupova hesla.
Zkousejici souhlasi, Ze shromazdi
veSkera Studijni data a Udaje
obsazené ve Zdravotnich
zaznamech pfed jejich vlozenim do
CRF. Misto provadéni klinického

hodnoceni  zajisti  neprodlené
predkladani CRFs; a

pfijme  opatieni za  ucelem
zabranéni nahodného ¢i
pfedcasného zniceni ¢i poskozeni
téchto dokumentil. Ani
Zdravotnické zafizeni, ani

Zkou$ejici nezni¢i ¢ nepovoli
likvidaci jakychkoli Zdravotnich
zdznamu ¢i Studijnich dat a udaja
bez  ptfedchoziho  pisemného
oznameni zaslaného Zadavateli
(alespon 60 dni ptedem). Po
obdrzeni takové zadosti muze
Zadavatel ucinit opatieni pro
vhodnou archivaci nebo likvidaci
véetné¢ pozadavku, aby Misto
provadéni klinického hodnoceni
takové zaznamy dodalo Zadavateli
na jeho pfiméfené néklady. Misto
provadéni klinického hodnoceni
oznami  Zadavateli  jakoukoli
nahodnou ztratu nebo zniceni
studijnich zaznamu. Zdravotnické
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related to study subjects for at
least 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. Ownership. Institution shall retain and
store Medical Records. Sponsor shall own
all rights, title and interest in and to the
results of the Study and Study Data. The
Institution and the Investigator hereby
assign to Sponsor all of their rights, title and
interest, including intellectual property
rights, to all Confidential Information (as
defined below) and any other Study Data or
other Study results.

1.3.3. Access, Use, Audit, Monitoring and
Inspection. During the term of this
Agreement and following expiration or
termination, Site 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. Site shall afford Sponsor and
IQVIA and their representatives and
designees reasonable access to Site’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

zatizeni uchova Zdravotni zaznamy
a Studijni data a Udaje, jakoz i
veSkerou dokumentaci vztahujici se
ke Subjektim Studie po dobu 25 let
od ukonceni Studie.

V  pfipadé ukonceni pracovnépravniho
pomeéru Zkousejiciho, odpovédnost za vedeni
Zdravotnich zaznamil a Studijnich dat a udaji
bude ur¢ena v souladu s piislusnymi pravnimi
predpisy, avsak Instituce se v zadném pripade
nezprosti svych povinnosti, jeZ ji plynou z této
Smlouvy ve vztahu k vedeni Zdravotnich
zdznamu a Studijnich dat a udajt.

1.3.2. Vlastnictvi. Zdravotnické zafizeni si
ponechd a bude wuchovavat Zdravotni
zaznamy. Zadavatel vlastni veSkera préva,
vlastnické pravo a podil na Studijnich
vysledcich a Studijnich datech a udajich.
Zdravotnické zafizeni a ZkouSejici timto
ptevedou na Zadavatele veskera Sva prava,
naroky a tituly, vcetné¢ prav duSevniho
vlastnictvi k Divérnym informacim (ve
smyslu niZze uvedeném) a k jakymkoli jinym
Studijnim datim a dajim.

1.3.3. Piistup, PouZiti, Monitoring a Kontrola.
Po dobu platnosti této Smlouvy a po jejim
vyprseni nebo ukonceni, Misto provadéni
klinického hodnoceni poskytne originaly ¢i
kopie (dle podminek konkrétniho ptipadu)
vSech Studijnich dat a udaji IQVIA a
Zadavateli pro moznost jejich vyuziti
Zadavatelem vcetné shromazd'ovani jakékoli
souvisejici dokumentace pro ucely kontroly
regulatornich uradu nebo pro jakékoli jine
ucely podle uvazeni Zadavatele. Misto
provadéni klinického hodnoceni umozni
Zadavateli a IQVIA a jejich zastupcim a
zmocnéncim odpovidajici ptistup do prostor
a zafizeni Mista provadéni klinického
hodnoceni a k Zdravotnim zaznamim a
Studijnim datim a udajam a dalSim
informacim tykajicich se Studie aby umoznilo
Zadavateli a IQVIA a jejich zastupcim a
zmocnénctim kontrolovat postupy, zafizeni,
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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 the Protocol.

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

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

The Site shall immediately notify (by
telephone with a follow-up by mail) IQVIA
of, and provide IQVIA copies of, any
inquiries, correspondence or
communications to or from any
governmental or regulatory authority
relating to the Study, including, but not
limited to, requests for inspection of the
Site’s facilities, and the Site shall permit
IQVIA and Sponsor or their representatives
to attend any such inspections. Such
notification shall be no later than twenty-
four (24) hours after learning that a
governmental or regulatory authority
inspection is scheduled to take place, or, if
there is no prior notice by a governmental or
regulatory authority, then immediatly after
inspection/investigation has commenced.

Zdravotni zaznamy a Studijni zaznamy
vcetné Studijnich dat a udaji (vCetné casti
dalSich relevantnich zaznami o vSech
pacientech ve Studii) a postupy, zafizeni nebo
Studijni zadznamy Zdravotnického zatizeni
a/nebo Zkousejiciho za t¢elem monitorovani
a/nebo auditu  Studie a monitorovani
provadéni Studie na Misté provadéni
klinického hodnoceni v souladu s Protokolem.

Misto provadéni klinického hodnoceni
umozni regulatornim Ufadim pfiméieny
piistup do prostor a zafizeni Mista provadéni
klinického hodnoceni a ke Zdravotnim
zdaznamim a Studijnim datim a Gdajim, a
poskytne opravnéni ke kopirovani
Zdravotnich zdznamt a Studijnich dat a udajt.

Misto provadéni klinického hodnoceni
souhlasi, Ze bude spolupracovat se zastupci
jakychkoli regulatornich urada, IQVIA a
Zadavatele, ktefi navstivi Misto provadéni
klinického hodnoceni, a Misto provadéni
klinického hodnoceni souhlasi, Ze zajisti, ze
zaméstnanci a zastupci Mista provadéni
klinického hodnoceni nebudou klast jakékoli
piekazky ¢i jakkoli jinak vytvaiet nepiiznivé
pracovni podminky pro takové zastupce.

Misto provadéni klinického hodnoceni
neprodlené vyrozumi (telefonicky a nasledné
postou) IQVIA, a v téZe souvislosti IQVIA
poskytne veSkeré kopie, o jakékoli Zadosti,
korespondenci ¢i komunikaci piijaté ¢Ci
zaslané jakémukoli statnimu/spravnimu Gfadu
¢1 regulatorni autorité vztahujici se ke Studii,
zejména vcetné¢ zadosti ¢i oznameni o
kontrole prostor a zafizeni Mista vykonu
Klinického hodnoceni, a Misto provadéni
klinického hodnoceni umozni IQVIA a
Zadavateli nebo jejich zastupcim, aby se
takovych kontrol zacastnili. Toto oznameni
musi byt uc¢inéno nejpozdéji dvacet Ctyii (24)
hodin poté, co se dozvi, Ze se ma uskutecCnit
kontrola ze strany statniho nebo regulatorniho
ufadu, nebo pokud toto statni nebo regulatorni
urad pfedem neozndmi, pak ihned po zahdjeni
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The Site will make reasonable efforts to
separate, and not disclose, all Confidential
Information that is not required to be
disclosed during such inspections. If a
governmental or regulatory authority issues
a notice of observations, a notice of
violation, or a warning 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 supporting such deviation as soon as

kontroly/vySetfovani. Misto provadéni
klinického hodnoceni vyvine nezbytné Usili za
ucelem oddéleni, nikoli vSak odhaleni ¢i
zptistupnénti, veskerych Dutvérnych
informaci, jejichz odhaleni ¢i zptistupnéni
neni v této souvislosti vyzadovano béhem
takovych  kontrol. Pokud statni nebo
regulatorni Gfad vyda oznameni o
pripominkach, ozndmeni o poruSeni nebo
varovani ¢i jiny dopis tykajici se Studie,
Zkousejiciho nebo Institucionalni hodnotici
komise, nebo pokud jiny organ vyda podobny
dokument, zasSle Zdravotnické zafizeni,
pfipadné¢  Zkousejici  kopii  takového
dokumentu neprodlen¢ spolecnosti IQVIA,
nejpozdeji vak do dvaceti Ctyt (24) hodin po
takové udalosti, a ziska pisemny souhlas
Zadavatele a/nebo spolec¢nosti IQVIA s
navrhem odpovédi na takovy dokument pied
jeho odeslanim pfislusnému organu, to vSe v
rozsahu povoleném pfisluSnymi pravnimi
predpisy.

1.3.4. Tento Clanek je zamérné ponechan
prazdny.

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

1.4. Odchylky od Protokolu

Pted zah4ajenim provadeéni Studie piezkouma
Zdravotnické zatizeni vcetné ZkousSejiciho
Protokol a oznami spolecnosti IQVIA, pokud
nemuze dodrzet nékterou z podminek v ném
obsazenych. Pokud v prabéhu provadéni
Studie vyzaduji obecné uznavané standardy
klinického vyzkumu a 1ékaiské praxe tykajici
se prospéchu, blaha a bezpecnosti Subjekti
Studie odchylku od Protokolu, ftidi se
Zdravotnické zatizeni a ZkouSejici témito
standardy. V takovém ptipad¢ strana, ktera si
je védoma nutnosti odchylky, ozndmi
neprodlen¢ spolecnosti IQVIA a Zadavateli
skutecnosti, které takovou  odchylku
odtivodnuji, jakmile jsou ji tyto skute¢nosti
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the facts are known to said party, but not
later than three (3) days. Said notification
shall be followed by written confirmation
of same within one (1) week.

1.5.Duties of Investigator

Investigator is responsible for the conduct
of the Study at Institution and for
supervising any individual or party to
whom the Investigator delegates Study-
related duties and functions. In particular,
but without limitation, it is the
Investigator’s duty to review and
understand the information in the
Investigator’s Brochure or device labeling

instructions. IQVIA or Sponsor will
ensure that all required reviews and
approvals by applicable regulatory

authorities and ECs are obtained. The
Investigator is responsible prior to
commencement of the study to ensure that
all approvals by applicable regulatory
authorities and ECs have been obtained and
to to review all CRFs to ensure their
accuracy and completeness.

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

znamy, nejpozd¢ji vSak do tii (3) dnti. Toto
ozndmeni musi byt néasledovano pisemnym
potvrzenim do jednoho (1) tydne.

1.5 Povinnosti ZkousSejiciho

Zkousejici je odpoveédny za provedeni Studie
ve Zdravotnickém zafizeni a za dohled nad
vSemi fyzickymi ¢i1 pravnickymi osobami,
kterym svéfi povinnosti a funkce v souvislosti
se Studii. Konkrétné¢ pak jde zejména ale
nejen o povinnost Zkousejiciho zkontrolovat
a porozumét informacim obsazenym v
Souboru informaci pro zkou$ejiciho ¢i
pokynech k pfistroji. IQVIA nebo Zadavatel
zajisti, ze budou opatiena veskera pozadovana
kontrolni schvaleni od  pfisluSnych
regulatornich Ufadit a EK. Pfed zahajenim
Studie ZkouSejicioveii, Ze byly ziskany
veskeré souhlasy a povoleni pfislusnych
regulatornich ufadi a EK a Ze byly
zkontrolovany vSechny CRF tak, aby byla
zajisténa jejich piesnost a tplnost.

Pokud Zkousejici a Zdravotnické zafizeni
vyuzivaji k plnéni povinnosti a funkci
v souvislosti se Studii sluzby jakékoli fyzické
nebo pravnické osoby, museji zajistit, aby tyto
fyzické nebo pravnické osoby byly k plnéni
prislusnych povinnosti a funkci souvisejicich
se Studii zphsobilé, a zavést postupy
zaruCujici integritu povinnosti a funkci
provadénych v souvislosti se Studii a
veSkerych generovanych udaji. Zdravotnické
zafizeni nesmi pro plnéni svych povinnosti
podle této Smlouvy vyuzit Zadného
subdodavatele bez ptedchoziho pisemného
souhlasu Zadavatele, ktery nesmi byt
bezdivodné odepten. Bez ohledu na vyse
uvedené zUstdva Zdravotnické zafizeni
vyhradné odpovédné za Cinnosti provadéné
jakymkoli subdodavatelem (subdodavateli) a
vyuziti subdodavatele nezbavuje
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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 agrees to provide a written
declaration revealing Investigator’s possible
economic or other interests, if any, in
connection with the conduct of the Study or
the Investigational Product.

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

Site agrees to provide prompt advance
notice to Sponsor and IQVIA if Investigator
will be terminating its employment
relationship 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.

Zdravotnické zatizeni jakychkoli povinnosti
podle této Smlouvy. Zdravotnické zatizeni, a
nikoli Zadavatel nebo spolecnost IQVIA, nese
vyhradni odpovédnost za veskeré finanéni
zavazky tykajici se takového (takovych)
subdodavatele(-11), v¢etné srazek, zavazka a
piispévkt ve vztahu k takovemu (takovym)
subdodavateli (subdodavatelim).

Zkousejici souhlasi, Ze poskytne pisemneé
prohlaSeni vztahujici se k potencialnim
zajmim Zkousejiciho ekonomické ¢i jiné
povahy, ¢i odhali jiné zajmy, je-li jich, ato v
souvislosti s provadénim této Studie ¢i ve
vztahu k Hodnocenému 1é¢ivu.

Zkousejici souhlasi, Ze poskytne pisemneé
prohlaSeni, jez bude odhalovat zavazky
Zkousejiciho, jsou-li né&jaké, a to vuci
Zdravotnickému zafizeni ve vztahu a v

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

souhlasi, Ze zasle pfedem promptni oznameni
Zadavateli a IQVIA v ptipad¢, ze Zkousejici
ukonc¢i pracovni pomér ve Zdravotnickém
zatizeni ¢i nebude-li ZkouSejici z jakéhokoli
jiného davodu schopen provadét Studii.
Ustanoveni nového Zkousejiciho  bude
podléhat pfedchozimu schvéleni Zadavatele a
IQVIA.

1.6. Nezadouci piihody

Zkous$ejici oznami nezddouci piihody a
zdvazné nezddouci ptihody v souladu s
pozadavky Protokolu a ptisluSnymi pravnimi
ptedpisy a natizenimi. ZkouSejici se zavazuje,
Ze bude spolupracovat se Zadavatelem
v souvislosti s jeho Usilim vynaloZzenem v
ramci kontrolniho procesu ve vztahu Kk
jakékoli nezadouci ptihod€. Misto provadéni
klinického hodnoceni bude jednat v souladu s
oznamovacimi povinnostmi vyZadovanymi
jeho LEK.
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Sponsor and Site will promptly report to
each other, the Site’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 Site’s LEC
approval to continue the Study.

1.7. Use and Return of Investigational
Product, Study materials and/or Equipment

Zadavatel a Misto provadéni klinického
hodnoceni bez zbyteéného odkladu vzajemné
vyrozumi, LEK a IQVIA, ohledn¢ jakéhokoli
zjisténi, jez je zpisobilé ovlivnit bezpe¢nost
ucastnikt ¢i jejich vili a ochotu pokracovat v
ucasti ve Studii, mit vliv na provadéni Studie,
¢1 zménit vydané souhlasné stanovisko LEK
Mista provadéni klinického hodnoceni
vztahujici se k pokracovani ve Studii.

1.7. Pouziti a vraceni Hodnoceného 1éC¢iva,
Studijnich materialt a/nebo Vybaveni

Investigational Product. Sponsor or a duly
authorized agent of Sponsor, shall supply
Institution or Investigator with sufficient
amount of Investigational Product as
described in the Protocol. The
Investigational Product shall be and remain
the exclusive property of Sponsor or
Sponsor’s designee, as the case may be.

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

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

Institution and Investigator shall comply
with all laws and regulations governing the
disposition or destruction of Investigational

Hodnocené 1é¢ivo. Zadavatel, ¢i jeho fadné
opravnény zastupce, dodd Zdravotnickému
zafizeni ¢i ZkouSejicimu dostatecné mnozstvi
Hodnoceného 1é¢iva dle podminek popsanych
v Protokolu. Hodnocené 1éCivo je a zlstava
vyhradnim vlastnictvim Zadavatele, piipadné
jim povétené osoby.

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

V névaznosti na dokoneni ¢i ukonceni
Studie, nebo na dfivejsi zadost Zadavatele,
Misto provadéni klinického hodnoceni vrati ¢i
zlikviduje, a to pln¢ dle volby Zadavatele,
Hodnocené 1é¢ivo, komparacni produkty a
materialy, jakoz i veSkeré Duvérné informace
(ve smyslu nize uvedené definice) plné a
vyluéné na naklady Zadavatele.

Zdravotnické zafizeni a ZkouSejici se
zavazuji, Ze budou jednat v souladu s
veSkerymi pravnimi pifedpisy, nafizenimi a
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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:

(@) 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 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

pravidly upravujicimi nakladani S
Hodnocenym 1écivem ¢i likvidaci
Hodnoceného 1é¢iva a jakymikoli instrukcemi
a pokyny poskytnutymi IQVIA, jez nejsou v
rozporu s takovymi pravnimi piepisy,
nafizenimi a pravidly.

Vybaveni a Studijni materialy. Zadavatel
nebo fadné povéieny zastupce Zadavatele
muze poskytnout nebo zajistit, aby dodavatel
poskytl ur¢ité Studijni vybaveni ("Vybaveni")
a/nebo patentovane materidly, které bude
Misto provadéni klinického hodnoceni
pouzivat pii provadéni Studie v souladu s
pisemnymi pokyny k pouZiti poskytnutymi
vyrobcem Vybaveni nebo
Zadavatelem/IQVIA. Takové patentované
materidly mohou zahrnovat pocitaCovy
software, metodiky, hodnotici stupnice a dalSi
nastroje, které vlastni nebo licencuje k pouZziti
spole¢nost IQVIA nebo Zadavatel (dale
spolecné jen "Materialy"). Na Vybaveni a
Materialy se vztahuji nasledujici podminky:

(@) Misto provadéni klinického hodnoceni
mize pouzivat Vybaveni a Materialy
pouze pro ucely této Studie nebo pro jiné
soubéZzné nebo  nasledné  Studie
Zadavatele, které pisemné schvalila
spolecnost IQVIA nebo Zadavatel. Pokud
spole¢nost IQVIA nebo Zadavatel povoli
pouZziti v jinych studiich Zadavatele,
odkazy v této Smlouvé k dokonceni
provadéni Studie by mély byt vykladany
jako dokonceni posledni Studie zadané
spoleCnosti Teva, v niZ maji byt
Vybaveni a Materialy pouZzity.

(b) Vybaveni nebo Materialy, které maji byt
poskytnuty pro Studii, jsou popsany v
piiloze A, Rozpocet a rozpis plateb.
Veskeré takové Materidly nebo Vybaveni
se pouziji vyhradné pro ucely provadéni
Studie v souladu s touto Smlouvou a

Protokolem a =z(stanou majetkem
Zadavatele, pfipadné¢  Zadavatelem
povéfené osoby. Misto provadeéni
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(©)

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.

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
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.

(©)

klinického hodnoceni pfijme vhodna
opatfeni k ochran¢ Vybaveni a Materialt
pied neopravnénym pouzitim nebo
reprodukci. Misto provadéni klinického
hodnoceni vynalozi pfiméfenou péci na
provoz a Udrzbu tohoto Vybaveni a
Materiali v dob¢, kdy je bude mit ve
svém drZeni, s tim, Ze naklady na udrzbu
a opravy zpusobené béznym opotiebenim
nese Zadavatel.

Misto provadéni klinického hodnoceni
bude mit pojisténi nebo program
vlastniho  pojisténi,  ktery  zajisti
odpovidajici kryti Vybaveni a Materiali
proti kradezi nebo poskozeni.
Zdravotnické zafizeni se zavazuje bez
omezeni (i) vratit Zadavateli a/nebo
osobé povétrené Zadavatelem neporusené
Vybaveni a Materidly (s vyjimkou
bézného opotiebeni) neprodlené po
dokonceni Studie nebo na zadost
Zadavatele a/nebo spolecnosti IQVIA,
podle toho, co nastane dfive, a to na
naklady Zadavatele; spole¢nost IQVIA

bude koordinovat vraceni veSkerého
takového Vybaveni, (ii) nekopirovat
stahovat, reprodukovat, vytvaret

odvozend dila ani jinak pouZivat
Materialy v nich obsazené, s vyjimkou
ptipadt uvedenych v tomto dokumentu.
Zdravotnické zafizeni predlozi pfi
vraceni jakéhokoli Vybaveni a Materidld,
ze Zdravotnické zatizeni nepouzilo zadné
z tohoto Vybaveni nebo Materidli k
jinému vyzkumu, studii nebo ucelu, nez
jak je povoleno v této Smlouvé. Pokud
Misto provadéni klinického hodnoceni
Vybaveni nebo Materidly nevrati, bude
od konec¢né platby odectena redlna trzni
hodnota Vybaveni nebo Materialti. Pokud
zaverecna platba nepokryje celou cenu
Vybaveni nebo Materiali v realné trzni
hodnoté, bude Misto  provadéni
klinického hodnoceni odpovédné za
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(d) If Equipment and/or

(€)

(f)

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.

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

(d)

(€)

(f)

uhradu  zbyvajici  Casti  néklada
Zadavateli/IQVIA.

Pokud je pro Studii poskytnuto Vybaveni
a/nebo  Materidly,  které  nejsou
specifikovany v souladu s timto ¢lankem,
potvrzuje a souhlasi Misto provadéni
klinicktho  hodnoceni s tim, ze
nespecifikovani ~ Vybaveni  a/nebo
Materialt Zadavatelem neznamena, ze se
tento c¢lanek nepouzije, pokud by
rozumna osoba rozumné pochopila, ze
tyto polozky poskytnuté Zadavatelem
nebo dodavatelem jménem Zadavatele
Zdravotnickému zatizeni a/nebo
ZkouSejicimu pro ucely provadéni Studie
by meély byt povazovany za Vybaveni
a/nebo Materialy podle tohoto ¢lanku.

Zdravotnické zafizeni nese riziko ztraty
nebo poskozeni Vybaveni nebo Materidli
pii jejich pfevzeti. Pokud bude muset
Zadavatel nebo jim povéfena osoba
béhem provadéni Studie nahradit jakékoli
Vybaveni nebo Materialy v duasledku
ztraty nebo poSkozeni nékterou ze stran
této Smlouvy, vyhrazuje si spolecnost
IQVIA pravo odecist ndklady na ndhradu
z budouciho financovani Studie.

Spole¢nost IQVIA ani Zadavatel nenesou
zadnou odpovédnost za Skody jakéhokoli
druhu, v€etné Gjmy na zdravi nebo Skody
na majetku, vzniklé v dasledku pouziti
Vybaveni nebo Materialt, s vyjimkou

piipadti, kdy (i) byly tyto Skody
zpuisobeny nedbalosti nebo umyslnym
jednanim  spole¢nosti  IQVIA  nebo

Zadavatele, nebo (ii) Ujma na zdravi u
Subjektu Studie souvisi se Studii, na
kterou se vztahuji povinnosti Zadavatele
k nédhrad¢ skody.

1.8. Kli¢ové datum zatazeni
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The Site understands and agrees that if Site
has not enrolled at least one

I 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 Site in compliance with the
terms and conditions of this Agreement,
payments shall be made in accordance with
the provisions set forth in Attachment A and
Attachment C, 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.

The estimated value of financial payment
under  this  Agreement shall  be
approximately CZK 334 249.

Institution and Investigator will not, and for
avoidance of doubt nor will Payee in
Attachment C, 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. Beyond the
payment done directly to Payee in
Attachment C, the Institution shall be
responsible for compensating all other
entities and individuals who are involved in
the conduct of the Study, e.g. Investigator,
Study Staff and/or any subcontractor, unless
IQVIA executes a separate agreement

Misto provadéni klinického hodnoceni je
srozuméno a souhlasi, Ze v ptipad¢, ze Misto
provadéni klinického hodnoceni nezatadi
alespon studie ke
Klicovému datu zatfazeni, pak IQVIA a/nebo
Zadavatel budou opravnéni ukoncit tuto
Smlouvu v souladu s Clankem 15 “Platnost &
Ukonceni platnosti”. Zadavatel /IQVIA jsou
opravnéni omezit zafazeni Subjekti studie, a
to v kterykoli ¢asovy okamzik.

2. PLATBY

V souvislosti s fadnym plnénim Studie
Mistem provadéni klinického hodnoceni, a to
v souladu s podminkami a ustanovenimi této
Smlouvy, budou poskytovany platby dle
podminek a ustanoveni definovanych v
Ptiloze A a v Piiloze C, pificemz posledni
platba bude uskutecnéna poté, co Misto
provadéni klinického hodnoceni splni a
dokon¢i veskeré zavazky, jez mu vyplyvaji z
této Smlouvy, a IQVIA obdrzi veskeré fadné
vyplnéné CRF zpravy, jiné informace a, bude-
li tak IQVIA vyZadovat, veskeré dalSi
Duvérné informace (ve smyslu nize uvedené
definice) v¢as a uspokojivé v souladu s
Protokolem a touto Smlouvou.

Predpokladana hodnota finan¢niho plnéni dle
této Smlouvy Cini piiblizné 334 249,- K¢.

Zdravotnické zatizeni a Zkousejici nebudou a
pro vylouceni pochybnosti ani piijemce
platby v priloze C, spolecnosti IQVIA
odSkodnéni za Subjekty Studie, které byly
zafazeny bez fadné vyplnéného
informovaného souhlasu a které nesplituji
kritéria pro zatfazeni/vytazeni. Krom¢ platby
provedené pifimo piijemci platby v Ptiloze C
je zdravotnické zafizeni  odpovédné za
kompenzaci vSech ostatnich Subjektl a osob,
které se podileji na provadéni Studie, napf.
Zkousejiciho, Studijniho personalu a/nebo
jakéhokoli subdodavatele, pokud spolec¢nost
IQVIA neuzavie samostatnou dohodu
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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 and Investigator will
not, and for avoidance of doubt nor will
Payee in Attachment C, 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
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.

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, 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,

pokryvajici tyto naklady. VeSkeré uvedené
naklady ziistdvaji pevné po celou dobu trvani
Studie, pokud nebyl ziskan piedchozi
pisemny souhlas spolec¢nosti IQVIA. Veskeré
castky, které¢ Zdravotnické zatizeni neziskalo,
musi byt neprodlené¢ poukazany spole¢nosti
IQVIA. Platby za sluzby poskytované podle
této Smlouvy se provadeji v plné vysi v
souladu se Smlouvou, Zdravotnickému
zafizeni a ZkouSejicimu a pro vylouceni
pochybnosti ani piijemci platby v Ptiloze C
nebudou hrazeny Zadné provedené sluzby,
které jsou porusenim nebo odchylkou od
Protokolu nebo této Smlouvy s vyjimkou
odchylek popsanych v Clanku 1.4. Platba za
sluzby poskytované podle této Smlouvy se
provadi v pIné vysi v souladu se Smlouvou.
VSechny faktury musi spole¢nost IQVIA
obdrzet do pétactyticeti (45) dnli od vzniku
ptislusného vydaje nebo od uzamceni
databaze, podle toho, co nastane diive. Misto
provadéni klinického hodnoceni bere na
védomi, ze jakmile spolecnost IQVIA Studii
odsouhlasi a uzavte, vyhrazuje si spolecnost
IQVIA a Zadavatel pravo faktury dale
nepiijimat.

3. DUVERNY REZIM

3.1 Definice

"Diivérné informace" budou vykladany jako
informace divérné a majetkové povahy
nalezejici  Zadavateli, pificemz  budou
zahrnovat (i) veSkeré informace, data nebo
zaznamy jez byly Zdravotnickému zafizeni,
ZkouSejicimu,  Studijnimu  personalu  ¢i
kterémukoli ¢lenu personalu Zdravotnického
zatizeni, jakykoli jeho aspekt, ktery mohl byt
Mistu provadéni klinického hodnoceni sdélen
pied podpisem této Smlouvy, poskytnuty,
odhaleny, zptistupnény €1 sdéleny
Zadavatelem ¢i jeho jménem, zejména vcéetné
informaci o Hodnoceném 1é¢ivu, technickych
informaci vztahujicich se k Hodnocenému
1é¢ivu, veskeré Existujici dusevni vlastnictvi
(ve smyslu definice uvedené v Clanku 4)

Czech Republic _Clinical Trial Agreement _INST & INV - based on IQVIA Global template — 1 May 2019
Teva Branded Pharmaceutical Products R&D, Inc./ TV48574-IMM-20038
Vojenska nemocnice Brno/
Version / Verze: final// 06042023
CONFIDENTIAL
Page 19 of 72



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.

Confidential Information shall not include
information that:

i. 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 Dby prior written
documentation to have been in the
possession of Investigator, Institution or
any of its Study Staffprior 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.

Zadavatele, a Protokol; a (ii) informace
vztahujici se k procesu zatfazovani do Studie,
informace vztahujici se k aktudlnimu stavu
Studie, komunikace vici a od regulatornich
ufadii, informace vztahujici se k aktualnimu
stavu Hodnocené¢ho 1é¢iva na regulatorni
arovni a Studijnich dat a udaja, a dale k
Objevim (ve smyslu definice uvedené v
Clanku 4) jakoz i k daldim informacim,
udajim nebo zdznamim vytvofenych Mistem
provadéni  klinického  hodnoceni  jako
disledek Studie

Pojem Duvémé informace nezahrnuje
informace, ve vztahu ke kterym:

i. na zakladé piislusné dokumentace lze
prokézat, ze byly vefejné znamé pred
okamzikem ¢i po okamziku jejich
odhaleni, zpfistupnéni ¢i sdéleni ze
strany Zadavatele, aniz by tim doslo k
jakémukoli protipravnimu jednani ¢i
opominuti pricitatelnému
Zkousejicimu, Zdravotnickému zatizeni
¢i  jakémukoli jejich  Studijnimu
personalu;

ii. na zakladé ptfedchozi  pisemné
dokumentace lze prokézat, Ze byly v
dispozici Zkousejiciho, Zdravotnického
zafizeni ¢i  jakéhokoli  Studijniho
personalu pied jejich zvefejnénim,
sdélenim ¢i zpfistupnénim ze strany
Zadavatele, a byly ziskany ze zdroju
odlisnych od Zadavatele, pti¢emz tyto
nebyly véazany povinnosti davérnosti
vuci Zadavateli;

iii. na zakladé  piedchozi  pisemné
dokumentace lze prokazat, Ze byly
vyvinuty  nezavisle  ZkouSejicim,
Zdravotnickym zafizenim ¢i jakymkoli
Studijnim  personalem nebo jinym
zameéstnancem; nebo

iv. jejich odhaleni, zpfistupnéni ¢i sdéleni
lze provést na zdkladé predchoziho
pisemného svoleni Zadavatele.
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3.2 Obligations
Site and Institution’s personnel, including

Study Staff shall not

I. use Confidential Information for any
purpose other than the performance
of the Study in accordance with this
Agreement and the Protocol; or

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

To protect Confidential Information,
Institution agrees to:

I. 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;

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

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

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

3.3 Compelled Disclosure

3.2 Povinnosti

Misto provadéni klinického hodnoceni a

zaméstnanci Zdravotnického zafizeni, a to

vcetné Studijniho personalu, nebudou

I.  vyuzivat Duvérné informace pro
jakykoli jiny ucel, nezli je provadéni
Studie v souladu s touto Smlouvou
nebo Protokolem, nebo

ii.  odhalovat, zpfistupnovat ¢i sdélovat
Duvérné informace jakékoli treti
stran¢, s vyjimkou opravnéni
povoleného v tomto Clanku 3. nebo
Clanku 5 “Prava na zveiejnéni”, nebo
povinnosti  ulozené zdkonem i
jakymkoli regulatornim ufadem nebo
na zéklad¢ pisemného svoleni
odhalujici strany.

Za ucelem ochrany Duvérnych informaci,

Zdravotnické zafizeni souhlasi, Ze:

I. omezi distribuci Diivérnych informaci
pouze vici tém cClenim Studijniho
persondlu, ktefi takové skuteCnosti
potiebuji  znat v souvislosti s
provadénim Studie; pod podminkou,
Zze se Studijni personal zavaze k
mlcenlivosti, jak je stanoveno v tomto
dokumentu;

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

iii. piijme nezbytnd opatfeni za ucelem
ochrany Duvérnych informaci pted
jejich odhalenim ¢i zptistupnénim.

Z&dné ze shora uvedenych ustanoveni

neomezuje opravnéni Mista provadéni

klinick¢ého hodnoceni odhalit, zpfistupnit,

zvetejnit €1 sdé€lit Studijni data a udaje v

povoleném rozsahu Vv souladu s Upravou

uvedenou v Clanku 5 “Préva na zvefejnéni”.

3.3 Zakonem uloZené odhaleni
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In the event that Institution or Investigator
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 Sbh., 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 not
limited to, Attachment A - Budget and
payment schedule, Attachment C -
Additional Payee, 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

V pfipadé, ze Zdravotnické zafizeni Cci
Zkousejici obdrzi oznameni ¢i vyzvu od tieti
strany, kterd bude pozadovat odhaleni, sd¢leni
¢i zptistupnéni jakékoli Divérné informace,
piijemce takové vyzvy Zadavateli takovou
skuteCnost neprodlené¢ oznami, aby mél
Zadavatel moznost uplatnit
predbézné/ochranné opatieni ¢i jakykoli jiny
vhodny ochranny ¢i népravny prostredek. V
pfipadé, ze takové predbézné/ochranné
opatfeni ¢i jiny vhodny ochranny ¢i napravny
prostiedek neni vydan ¢i dosaZen, piijemce
vyzvy poskytne pouze takovou Cast
Dutivérnych informaci, a to v rozsahu, v jakém
je jejich odhaleni, sd€leni ¢i zpfistupnéni
pozadovano, pificemz bude vyzadovat
uplatnovani davérného rezimu ve vztahu
k témto Diveérnym informacim. Zdravotnické
zafizeni podnikne veskeré piiméfené kroky k
omezeni rozsahu takového zvetrejnéni a bude
spolupracovat se Zadavatelem v jeho usili o
omezeni takového zvetejnéni.

Bez ohledu na vySe uvedené, Zdravotnicke
zafizeni, Zadavatel a IQVIA timto berou na
védomi, ze tato smlouva bude zvefejnéna
v souladu se zak. ¢. 340/2015, o registru
smluv. Za zvefejnéni dle piedchozi véty
odpovidéa Zdravotnické zatizeni. Takovémuto
zvetejnéni nepodléhaji ty udaje, které tvofi
obchodni tajemstvi nékteré ze smluvnich
stran. Dle této Smlouvy se obchodnim
tajemstvim rozumi zejména Pfiloha A
- Rozpocet a platebni piehled, Piiloha C —
Dodate¢ny ptijemce plateb minimalni cilovy
pocet zafazeni, oCekavany zafazeny pocet
subjekti a ocekdvana délka trvani Studie.
Déale nebudou takovémuto zvefejnéni
podléhat osobni Udaje fyzickych osob, ledaze
jsou jiz zvefejnény Vv jiném vefejné
pfistupném registru. Verze této Smlouvy
urena ke zvefejnéni je pfipojena k této
smlouvé jako priloha C. Za zvefejnéni
smlouvy dle ptedchoziho odstavce odpovida
Zdravotnické zatizeni. Zdravotnické zatizeni
vyrozumi IQVIA o zvefejnéni smlouvy
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publish this Agreement in accordance with vregistru smluv tak, ze ve formulafi

the article herein above. The Institution will pouzivaném ke zvetfejnéni smlouvy zada
inform IQVIA of publishing the Agreement adresu — jako

in the Agreements Register by designating emailovou adresu, na kterou ma byt zaslana
the followin email address: notifikace o uvefejnéni. Neni-li smlouva
* as the email Zdravotnickym zafizenim zvefejnéna ve lhiité
address to which a notification of 5 pracovnich dni od data posledniho podpisu,
publication in the Agreements register shall jsou k jejimu zvetejnéni opravnéni IQVIA ¢i

be sent. Should the Institution fail to publish Zadavatel.
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 3.4 Vraceni ¢i likvidace

Upon termination of this Agreement or upon V navaznosti na ukonCeni platnosti této
any earlier written request by Sponsor at any Smlouvy ¢i v kterykoli diivéjsi okamzik na
time, Site shall return to Sponsor, or destroy, zakladé pisemného pozadavku Zadavatele,
at Sponsor’s option, all Confidential Misto provadéni klinického hodnoceni
Information other than Study Data. Zadavateli vrati, pfipadné dle pozadavku

Zadavatele zlikviduje, veskeré Duvérné
informace, odlisné od Studijnich dat a udaj.

3.5 Survival 3.5 Pietrvavajici platnost
This Section 3 “Confidentiality” shall Tento Clanek 3 “Divérny rezim” zistane v
survive termination or expiration of this platnosti i v pfipad€ ukonceni platnosti ¢i pii
Agreement for ten (10) years. vyprseni platnosti této Smlouvy, a to po dobu
deseti (10) let.
4. INTELLECTUAL PROPERTY 4. DUSEVNIVLASTNICTVI
4.1 Pre-existing Intellectual Property 4.1 Existujici duSevni vlastnictvi
Ownership of inventions, discoveries, works Vlastnictvi  vSech  objevli,  vynalezu,
of authorship and other developments autorskych dél a jinych vysledkd duSevni
existing as of the Effective Date and all ¢innosti, jez existuji k Datu u¢innosti, a dale
patents, copyrights, trade secret rights and veSkeré patenty, autorskd prava, obchodni
other intellectual property rights therein tajemstvi a dal$i prava k objektim dusevniho
(collectively, “Pre-existing Intellectual vlastnictvi, s timto souvisejici (spolecné dale
Property”), is not affected by this jen, “Existujici duSevni vlastnictvi”), neni
Agreement, and no Party or Sponsor shall jakkoli dotceno touto Smlouvou, a jakakoli
have any claims to or rights in any Pre- Strana ¢i Zadavatel nemaji naroky vuci ¢i
existing Intellectual Property of another prava k jakémukoli pfedmétu Existujiciho
including any modifications or duSevniho  vlastnictvi  jiného  vcetné
improvements thereto, except as may be jakychkoli jeho zmén nebo vylepseni, neni-li
otherwise expressly provided in any other tak vyslovné pisemné ujednano v jakékoli
written agreement between them. pisemné dohod¢ mezi Stranami uzaviené.
4.2 Inventions 4.2. Objevy
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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, the Investigator or any of
their 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
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.

Pojem “Objevy* znamena pro ucely této
Smlouvy veSkeré objevy, vyndlezy a
pifedméty vyvoje, jez byly vyvinuty (bez
ohledu na to, zda jsou patentovatelné ¢i
nikoli), uvedeny poprvé do praxe C¢i
jakkoli jinak vynalezeny ¢i rozvinuty
Stranou ¢i Zadavatelem nebo jakymkoli
zaméstnancem €1 Clenem  persondlu
takového subjektu pii provadeéni Studie.
Zadavatel bude vyhradnim vlastnikem
veSkerych Objevi, jez budou vyvinuty,
uvedeny poprvé do praxe ¢i jakkoli jinak
vynalezeny ¢i rozvinuty Zdravotnickym
zafizenim, Zkousejicim ¢i jakymkoli
jejich zaméstnancem Ci ¢lenem personalu
V souvislosti s provadénim Studie a tyto
Vynalezy budou povazovany za daveérné
informace podle Clanku 3 této Smlouvy.

4.3. Pfevod prav k Objevim

Zdravotnické zafizeni se zavazuje, ze
odhali, zptistupni ¢i sdéli a dale zajisti, Ze
jeji zaméstnanci odhali, zptistupni ¢i sdéli
veskeré Objevy, a to neprodlen¢ a plné
Zadavateli v  pisemné¢ formé, a
Zdravotnické zafizeni, jménem svym a
jménem a v  zastoupeni  svych
zaméstnanct, prevede timto na Zadavatele
veSkera svd prava, naroky a zajmy Kk
Objeviim,  vcéetn¢  vSech  patentd,
autorskych d¢l a jinych prav dusevniho
vlastnictvi k tomuto se vztahujicim, jakoz
i veSkera prava procesni povahy a naroky
na nahrady Skod a uZitky, jez jiz vznikly v
disledku  minulého ¢ soucasného
poruseni  shora  uvedenych  prav.
Zdravotnické zafizeni se zavazuje, Ze
bude nalezité spolupracovat a poskytne
Zadavateli soucinnost pii vyhotoveni a
uzavieni, a zajisti, ze jeji zaméstnanci
vyhotovi a uzaviou, veSkeré dokumenty
divodné¢ Zadavatelem pozadované za
ucelem ochrany a zajisténi vlastnickych
prav Zadavatele k Objevim.
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4.4.Section is intentionally left blank.

4.5. Patent Prosecution

Site 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 and Investigator shall have the
right to publish or present the results of
Institution’s and Investigator’s activities
conducted under this Agreement,
including Study Data, only in accordance
with the requirements of this Section.
Institution and Investigator agree to
submit any proposed publication or
presentation to Sponsor for review at least
sixty (60) 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
and/or Investigator, as the case may be, in
writing of any information contained
therein which is Confidential Information
(other than Study Data) or which may
impair the availability of patent
protection for Inventions. Sponsor shall
have the right to require Institution and/or
Investigator, as applicable, to remove
specifically  identified  Confidential
Information (other than Study Data)
and/or to delay the proposed publication

4.4, Oddil je zamérn¢ ponechan prazdny

4.5. Patentové fizeni

Misto provadéni klinického hodnoceni se
zavazuje, Ze bude spolupracovat a
poskytne soucinnost, a to v navaznosti na
vyzvu Zadavatele a na jeho naklady a s
jeho ucasti, v souvislosti s pfipravou,
podanim, vedenim patentového fizeni a
udrzovanim  veSkerych  patentovych
piihlasek a patentii pro veskeré Objevy.

4.6. Pretrvavajici platnost

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

PRAVA NA ZVEREJNENI

5.1. Publikovani a zptistupnéni

Zdravotnické zafizeni a Zkousejici budou
opravnéni publikovat a prezentovat
vysledky ¢innosti Instituce a
Zkousejiciho, jeZ je provadéna na zaklade
této Smlouvy, a to v€etné Studijnich dat a
udajt, vyluéné v souladu s pozadavky
stanovenymi v tomto Clanku.
Zdravotnické  zafizeni a  ZkouSejici
souhlasi, ze Zadavateli ptedlozi jakoukoli
navrhovanou publikaci a prezentaci pro
ucely jejich kontroly ve lhuté alespon
tficeti (30) dnii pied ptedloZenim jakékoli
takové publikace prislusnému vydavateli
¢i pred jejich navrhovanou prezentaci. Ve
lThate tiiceti Sedesati (60) dnt od jejich
pfijeti, Zadavatel se pisemné vyjadii
Zdravotnickému zafizeni a/nebo
ZkouSejicimu, vzdy dle podminek
konkrétniho ptipadu, ve vztahu k jakékoli
informaci  obsazené v  takovych
materidlech, jez pfedstavuje Divérnou
informaci (odliSnou od Studijnich dat a
udaji) nebo jez muze predstavovat
pfekazku moznosti dosazeni patentové
ochrany piislusného Objevu. Zadavatel
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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 and Investigator agree that
they shall not, without the Sponsor’s
prior written consent, independently
publish, present or otherwise disclose
any results of or information pertaining
to Institution’s and Investigator’s
activities  conducted  under this
Agreement until a  multi-center
publication is published; provided,
however, that if a multi-center
publication is not published within
eighteen (18) months after completion
of the Study and lock of the database at
all research sites or any earlier
termination or abandonment of the
Study, Institution and Investigator shall
have the right to publish and present the
results of Institution’s and Investigator’s
activities  conducted  under  this
Agreement, including Study Data, solely
in accordance with the provisions of
Section 5.3  “Confidentiality  of
Unpublished Data”.

5.3. Confidentiality of Unpublished
Data

Institution and Investigator
acknowledge and agree that Study Data

bude opravnén  pozadovat  vici
Zdravotnickému zatizeni a/nebo
Zadavateli, vzdy dle  podminek
konkrétniho pfipadu, odstranéni
definovanych informaci oznacenych jako
Duvérné informace (jez jsou odlisné od
Studijnich dat a udaji) a/nebo pozadovat
odlozeni navrhované publikace ¢i
prezentace po dobu  dodatecnych
devadesati (90) dnd, aby umoznil
Zadavateli uplatnéni patentové ochrany ve
vztahu k takovému Objevu.

5.2. Multicentrické publikovani

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

vvvvvv

¢i  predcasnému ukonceni  Studie,
Zdravotnické zatizeni a Zkousejici budou
opravnéni publikovat a prezentovat
vysledky ¢innosti Zdravotnického
zafizeni a ZkousSejiciho, jez je provadéna
na zakladé této Smlouvy, a to vcetné
Studijnich dat a udaja, vyhradné v souladu
s podminkami stanovenymi v odstavci 5.3
“Duvérnost nepublikovanych udaja”.

5.3. Duaveérnost nepublikovanych udaju

Zdravotnické zafizeni a Zkousejici timto
berou na védomi a souhlasi, ze Studijni
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that is not published, presented or
otherwise disclosed in accordance with
Section 51 or Section 5.2
(“Unpublished Data”) remains within
the  definition of  Confidential
Information, and Institution and
Investigator shall not, and shall require
their personnel not to, disclose
Unpublished Data to any third party or
disclose any Study Data to any third
party in greater detail than the same may
be disclosed in any publications,
presentations or disclosures made in
accordance with Section 5.1 or Section
5.2.

5.4. Media Contacts

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

55. Use of Name, Reqgistry 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

data a udaje, jeZz nebyly publikovany,
prezentovany ¢i jakkoli jinak odhaleny,
zvetejnény, zpfistupnény c¢i sdéleny na
zaklad¢ upravy stanovené v odstavci 5.1
nebo 5.2 (“Nepublikované udaje”),
zistanou zahrnuty do ramce definice
Divémych informaci, a Zdravotnické
zafizeni a ZkouSejici se zavazuji, Ze
neodhali, nezvefejni, nezpfistupni ¢i
nesdéli a zavazou své zameéstnance ve
shodném rozsahu v této souvislosti,
jakékoli Nepublikované udaje jakékoli
treti stran¢ ¢i nezvetejni jakakoli Studijni
data ¢i udaje jakékoli tfeti strané, a to v
rozsahu vétsim, nezli v jakém mohou byt
odhaleny, zvefejnény, zpfistupnény C¢i
sd€leny v jakékoli publikaci, prezentaci ¢i
jiném odhaleni na zaklad¢ odstavce 5.1
nebo 5.2.

5.4. Kontakty s médii

Zdravotnické zafizeni a ZkousSejici
nebudou, a =zajisti, Ze zaméstnanci
Zdravotnického zafizeni nebudou,
poskytovat jakékoli rozhovory ¢i jiné
formy kontaktti s médii, zejména vcetné
vydavatelstvi  novin, provozovateli
radiového vysilani, provozovateli
televizniho vysilani a  spolecnostmi
pusobicimi na Internetu, 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
moznosti  publikovat ¢ prezentovat
Studijni data a Udaje v souladu s timto
Cléankem.

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

Z4dna strana této Smlouvy neni
opravnéna pouzit jména ¢i ndzvu jiné
Strany, nazvu Zadavatele nebo nékteré z
jeho pfidruzenych spolecnosti, a to
v souvislosti s jakoukoli reklamni
¢innosti, k publika¢nim ¢i marketingovym
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Site’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.

5.6. Survival

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

6. PERSONAL DATA

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

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

ucelim bez piredchoziho pisemného
svoleni, svyjimkou pfipadi, kdy
Zadavatel a IQVIA budou opravnéni
pouzit nazvu Mista provadéni klinického
hodnoceni a kontaktni udaje bez platby
v souvislosti s publikacemi tykajicimi se
Studie (zejména prietiski védeckych,
1ékatskych a jinych publikovanych ¢lanka
tykajicich se  Studie) a vramci
komunikace a celosvétové sité, véetné
webovych stranek vénovanych klinickym
hodnocenim a pro ucely newsletterti
vydavanych v souvislosti se  Studii.
Zadavatel bude  Studii  registrovat
v souladu S ptisluSnymi pravnimi
pfedpisy a nafizenimi a bude oznamovat
vysledky Studie vefejné tehdy a v rozsahu
ulozeném piislusSnymi pravnimi ptedpisy
a nafizenimi.

5.6. Pretrvavajici platnost

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

6. OSOBNI UDAJE

Misto provadéni klinického hodnoceni a
IQVIA se zavazuji dodrZzovat veskeré
pfislusné pravni piedpisy o soukromi
udaji a ochrané udajt pii zpracovavani
osobnich udaju tak, jak jsou definovany
Vv téchto ptislusnych pravnich predpisech
o soukromi idajti a ochrané tidaj.

6.1 Dodrzovani zakond: Strany se
dohodly, Ze kazda z nich bude dodrZzovat
své piislusné povinnosti, jak to vyzaduji
platné zédkony o ochrané soukromi a
osobnich  udaji  (vC€etné¢  nafizeni
Evropského parlamentu a Rady (EU)
2016/679 ze dne 27. dubna 2016 o
ochran¢ fyzickych osob v souvislosti se
zpracovanim osobnich udajii a o volném
pohybu téchto udajt, neboli "GDPR").
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processing of personal data and on the
free movement of such data, or “GDPR”).

6.2Controller: 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.

6.3Legal 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.

6.4Communicate 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
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.

6.2 Sprdvce: Zdravotnické zafizeni i
Zadavatel jsou v souvislosti se Studii
povazovani za Spravce osobnich udaji
Subjektii  Studie. Zadavatel bude
Spravcem vSech osobnich udajii Subjekt
Studie shroméazdénych béhem jejich
ucasti ve Studii a pro ucely definované v
Protokolu. Zdravotnické zatizeni bude
Spravcem zdravotnich zaznamu a dalSich
osobnich  udaji  Subjektd  Studie
ziskanych Zdravotnickym zafizenim za
ucelem poskytovani  zdravotnickych
sluzeb Subjektim Studie.

6.3  Subjekty  prévniho  zékladu:
Zdravotnické  zafizeni zajisti, aby
Zkousejici v souladu s platnymi zakony o
ochran¢  osobnich  udaji  poskytl
Subjektim udaji pisemné schvalené
oznameni o zpracovani jejich osobnich
udaja, které ZkouSejici shromazdil pro
ucely Studie, a to Zadavatelem a vSemi
ptislusnymi NEK.

6.4 Komunikace se Subjekty: Strany se
dohodly, Ze je Zdravotnické zatizeni
nejvhodnéjsi pro vyfizovani zadosti
Subjektii Studie o uplatnéni jejich prav
tykajicich se jejich osobnich udaji.
Zdravotnické zafizeni informuje
Zadavatele a spole¢nost IQVIA do dvou
(2) pracovnich dnti o kazdé Zadosti
Subjekta Studie, jejich pravniho zastupce
nebo jinych subjektt udaji tykajici se
jejich prav podle platnych zakonii o
ochran¢ udaji. Zdravotnické zatizeni
bude tyto zadosti vyfizovat v souladu s (i)
platnymi zédkony o ochran¢ udaji a (ii)
ptiméfenymi  pokyny Zadavatele a
spolecnosti  IQVIA. V pfipade, ze
Zadavatel nebo IQVIA takovou Zadost
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6.5Study  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.

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

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 noncompliance will
constitute a breach as if committed
directly by that Party.

6.7Transfer 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.

obdrzi, ptedaji ji Zdravotnickému
zatizeni, které na takovou Zadost odpovi.

6.5 Osobni (daje Studijniho tymu:
Zkousejici si od Studijniho personalu
vyzada souhlas se zpracovanim jejich
osobnich udajti, ktery je nezbytny pro
fadny priubéh Studie. Strany se dohodly,
ze pokud navrhovany c¢len Studijniho
tymu vznese ndmitku proti zpracovani
svych osobnich udaji, nebude do Studie
zapojen.

6.6 Zpracovatelé osobnich udajt:
Spolecnost IQVIA  ptsobi  jako
Zpracovatel udaji Zadavatele pro ucely
spravy a monitorovani Studie.

Strany se dohodly, Ze vSechny dohody o
zpracovani musi byt pisemné, musi byt v
souladu s ¢lankem 28 GDPR a platnymi
vnitrostdtnimi  prdvnimi  predpisy o
ochrané osobnich udaju a ze zpracovatelé
jsou povinni dodrZovat podminky této
dohody. Kazdd Strana odpovida za
jakékoli nedodrzeni predpist
zpracovatelem, kterého najala, pficemz
toto nedodrZzeni bude predstavovat
poruseni, jako by se ho dopustila pfimo
tato Strana.

6.7 Piedavani mimo EHP: Zdravotnické
zafizeni a/nebo  ZkouSejici  budou
ptedavat osobni udaje mimo Evropsky
hospodaisky prostor nebo Svycarsko
pouze v souladu s pokyny Zadavatele
nebo spolecnosti IQVIA a v souladu s
platnymi zdkony o ochrané udaji. Na
zadost Zadavatele uzavie Zdravotnické
zatizeni a/nebo ZkousSejici se
Zadavatelem dohodu upravujici takove
predavani, zejména standardni smluvni
dolozky EU, pokud pro piedavani
neexistuje jiny mechanismus
piimétfenosti.
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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.

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.

6.8 Technickd a organizacni opatieni:
Kazda ze Stran zavede vhodné technicka
a organizani opatfeni, aby splnila
pozadavky GDPR. Piijat4 opatieni zajisti
uroven zabezpeceni odpovidajici riziku,
zejména pseudonymizaci. Za
pseudonymizaci odpovida ZkouSejici a
spolecnost IQVIA a Zadavatel obdrzi
pouze pseudonymizované udaje.

6.9 Porudeni: Pokud se Zdravotnické
zatizeni a/nebo ZkouSejici dozvi o0
potencidlnim nebo skutecném poruseni
ochrany osobnich udaji (ve smyslu
platnych zdkoni o ochrané¢ osobnich
udaji) zpracovavanych v prubéhu Studie,
neprodlen¢ o tom uvédomi spole¢nost
IQVIA a Zadavatele, pricemz uvede
alesponi informace uvedené v ¢lanku 33
GDPR a pozadované platnymi zakony o
ochran¢ osobnich udajl, a bude s nimi
spolupracovat na naprave.

6.10 Spoluprace: Strany spolupracuji a
vzéjemné si pomahaji pii posuzovani
vlivu na ochranu udaji a/nebo pfi
pfedbéznych konzultacich S
regulatornimi ufady, které mohou byt
vyZadovany v souvislosti se zpracovanim
provadénym na zéklad¢ této dohody.
Strany na poZzadani spolupracuji s
dozorovym utradem pfi plnéni jeho ukolda.
Zdravotnické zafizeni a ZkouSejici
zptistupni Zadavateli a/nebo spoleCnosti
IQVIA veskeré informace potiebné k
prokdzani a  ovéfeni  dodrzovani
povinnosti podle této dohody a podle
platnych pravnich predpisit o ochrané
udaju.
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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 their 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 be canceled or
reduced while this Agreement is in
effect without at least thirty (30) days
prior written notice to IQVIA

Sponsor shall reimburse Institution for
the direct and necessary medical
expenses incurred by Institution for the
treatment of any adverse event
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

7. POJISTENI A ODSKODNEN]

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

Zdravotnické  zafizeni je  povinno
zachovavat na své vlastni néaklady,
pocinaje datem ucinnosti této Smlouvy a
po celou dobu jejiho trvani a jejiho
piipadného obnoveni, dostatecné pojistné
kryti, aby splnilo své smluvni, profesni a
zdravotni zavazky, vcetné zavazki k
nahrad¢é skody, a jak to vyzaduji platné
pravni piedpisy. Zdravotnické zafizeni je
povinno na zadost spolecnosti IQVIA
pozadat svého pojistitele o predlozeni
potvrzeni, zZe toto pojisténi je v platnosti,
pificemz v tomto potvrzeni musi byt
uvedena piipadna spoluticast a/nebo
samopojisténi a musi byt stanoveno, Ze
toto pojiSténi nebude zruSeno nebo
snizeno po dobu platnosti této Smlouvy
bez pisemného oznameni spole¢nosti
IQVIA nejméné tiicet (30) dnti pfedem.

Zadavatel uhradi  Zdravotnickému
zafizeni pfimé a nezbytné 1é¢ebné vydaje,
které Zdravotnickému zafizeni vzniknou v
souvislosti s 1écbou jakékoli nezadouci
piihody, nemoci nebo zdravotni djmy
Subjektu Studie, které byly zplsobeny
1é€bou Subjektu Studie v souladu s
Protokolem.

Odpovédnost  Zadavatele  odskodnit
Instituci dle tohoto ustanoveni nebude
limitovana  Castkou  splatnou  dle
jakéhokoliv pojisténi uzaviené¢ho
Zadavatelem, ale bude se vztahovat na
celou castku skute¢né Skody
Zdravotnického zafizeni ve vysi naroku
subjektu nebo naroku jeho zékonného
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representative’s  claim  successfully
claimed under Czech legal order.

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

zastupce uspésné uplatnéného dle ceského
pravniho fadu.

zafizeni na
piedchoziho

Narok Zdravotnického
ndhradu  Skody dle
ustanoveni nevznika, jestlize:

a) The injury of subject (including death) a) poskozeni zdravi (v€etné smrti) subjektu
has been caused by willful act, hodnoceni bylo zptisobeno umysiné,
negligence, wrongful conduct or breach nedbalosti, protipravnim jednanim nebo
of any obligation stipulated for the nesplnénim povinnosti stanovené
Institution or the Investigator or Study Zdravotnickému zafizeni ¢i ZkouSejicimu
Staff by legal guideline or by this nebo Studijnimu personalu pravnim
Agreement including all its appendices; predpisem nebo v této Smlouvé, véetné

vsech jejich ptiloh;

b) The Institution fails to notify the b) Zdravotnického zafizeni do deseti (10)
Sponsor in writing within ten (10) pracovnich dni ode dne, kdy se
working days of the date the Institution dozvédéla, ze byl vuci ni uplatnén narok
became aware of the claim for damages na nédhradu Skody, neoznamila tuto
having been made. The notice shall be skute¢nost pisemné Zadavateli. Oznameni
send by registered post to the Sponsor. musi byt odeslano doporucenou postou

Zadavateli.

¢) Upon Sponsor’s request the Institution c) na Zadost Zadavatele mu Zdravotnické
has not made possible for the Sponsor zafizeni  neumoznila  GCastnit  se
take a part in out of court negotiations mimosoudniho vyjednavani o vzneseném
concerning the claim which may result naroku nebo nasledného soudniho fizeni;
in a legal suit at law;

d) The Institution has recognized the claim d) Zdravotnické zafizeni uznalo vzneseny

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

8 1QVIA DISCLAIMER

IQVIA expressly disclaims any liability
in connection with the Investigational
Product, including any liability for any

narok, aniz by obdrzela ptedchozi
pisemny souhlas Zadavatele.

8. ODMITNUTI ODPOVEDNOSTI IQVIA

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

claim arising out of a condition caused za  jakekoliv  naroky  vyplyvajici
by or allegedly caused by any Study z okolnosti  zptisobené nebo domnéle
procedures associated with such zpusobené jakymkoliv Studijnim

product except to the extent that such
liability is caused by the negligence,
willful misconduct or breach of this
Agreement by IQVIA.

postupem spojenym s takovym 1é¢ivem
vyjma rozsahu, v jakém je takova
odpovédnost fici nedbalosti,
amysinym protipravnim jednanim nebo
porusenim této Smlouvy ze strany IQVIA.
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This Section 8 “IQVIA Disclaimer”
shall survive termination or expiration
of this Agreement.

9 CONSEQUENTIAL DAMAGES

10

Neither IQVIA nor Sponsor shall be
responsible to the Site for any lost
profits, lost opportunities, or other
consequential damages, nor shall Site 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
negligence of such party.

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

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
Investigator their respective personnel
(collectively, the “Institution
Indemnitees”) is limited to an obligation
to indemnity, defend or hold harmless

10.

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

NASLEDNA SKODA

Ani IQVIA ani Zadavatel nebudou vici
Mistu provadéni klinického hodnoceni
odpovédni ve vztahu k jakémukoli uslému
zisku, ztraté¢ obchodnich pfilezitosti, ¢i
jakymkoli souvisejicim Skodam, ani
Misto provadéni klinického hodnoceni
nebude odpovédné vuci IQVIA nebo
Zadavateli ve vztahu k jakémukoli uslému
zisku, ztraté¢ obchodnich pfilezitosti, Ci
jakymkoli souvisejicim Skodam.

Ulelem 7adného =z ustanoveni této
Smlouvy neni vylou¢it nebo omezit
odpovédnost kterékoli ze stran za umrti
nebo Ujmu na zdravi osob zplisobené
nedbalosti dané strany.

Tento Clanek 9 "Nasledna §koda" ziistane
v platnosti po ukonceni nebo uplynuti
doby trvani této Smlouvy.

VYLOUCENI: ODPOVEDNOST: UJIMA
SUBJEKTU

Misto provadéni klinického hodnoceni
neprodlené pisemné oznami spolecnosti
IQVIA a Zadavateli jakékoli tvrzeni o

onemocnéni nebo Ujmé, které jsou
skutené nebo 1Udajné  zplsobené
nezadoucim  U¢inkem  Hodnoceného
1é¢iva, a bude spolupracovat se
Zadavatelem pii  feSeni nezadouci
piihody.

Zavazek Zadavatele odSkodnit, hajit nebo

ochranit  Zdravotnické  zafizeni a
ZkousSejiciho, jejich ptislusny personal
(ddle  spole¢né¢  jen  "OdSkodnéni

Zdravotnického zafizeni") je omezen na
zavazek odSkodnit, hajit nebo ochranit
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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;
(i) failure to follow applicable
standards of care, or to 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 and Investigator 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

Zdravotnické zafizeni vyhradné pted
jakymikoli zavazky, Skodami, ztratami,
naroky nebo vydaji, vcetn¢ soudnich
nakladi a pfiméfenych nakladi na pravni
zastoupeni ("Ztraty"), které vyplyvaji z
jakychkoli naroku tfetich stran, Zaloby
nebo fizeni pozadujici odskodnéni za
télesné zranéni nebo Umrti jakéhokoli
Subjektu Studie zafazeného do Studie ve
Zdravotnickém zafizeni, pokud takové
zranéni nebo Umrti byly piimo zptusobeny
pouZzitim Hodnoceného 1éCiva
poskytnutého Zadavatelem v souladu s
touto  Smlouvou,  Protokolem a
informovanym souhlasem nebo testy ¢i
postupy s tim souvisejicimi, avSak
vyhradné¢ v rozsahu, v jakém takové
Ztraty nevznikly nebo nejsou v souvislosti
S jakymkoli odskodnénim
Zdravotnického zatizeni: (i) nedodrZzenim
platnych statnich nebo mistnich zakonii,
pfedpisi a smérnic; (ii) nedodrzenim
platnych standardt péce nebo
nedodrzenim pfimétenych a obezietnych
klinickych postupti, véetné zasad spravné
Klinické praxe, které se vztahuji na
Klinické studie; (iii) nedbalostnim
jedndnim nebo opomenutim, damysinym
jednanim nebo zneuZzitim Hodnoceného
1é¢iva; (iii) nedodrZenim Protokolu nebo
jinych  pisemnych doporuceni nebo
pokynti poskytnutych Zadavatelem nebo
spole¢nosti IQVIA; nebo (iv) 1écbou
Subjektu Studie pted zahajenim Studie ve
Zdravotnickém zafizeni.

Zdravotnické zafizeni a ZkouSejici
odskodni a ochréni Zadavatele, jeho
pridruzené spolecnosti a jejich ptislusny
personal, vedouci pracovniky, feditele,
zastupce, dodavatele a zastupce (spolecné
dadle jen "OdSkodnéni Zadavatele")
minimalné¢ ptred jakymikoli Ztratami
vyplyvajicimi z jakychkoli naroki tietich
stran, zalob nebo fizeni souvisejicich s
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11

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; (ii)
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.

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

DEBARMENT

The Site 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 Site shall
notify IQVIA immediately if any such
investigation, disqualification,
debarment, or ban occurs.

jakymikoliv  naroky, Zalobami nebo
fizenimi  tykajicimi se odSkodnéni
Zdravotnického  zafizeni  pfi: (1)

nedodrZeni jakychkoli platnych statnich
nebo mistnich zékont, piedpisii a smérnic
nebo  nedodrzeni  ptfiméfenych a
obezietnych klinickych postuptli, vcetné
zasad spravné klinické praxe, které se
vztahuji na  klinické studie;  (ii)
nedbalostnim jednanim nebo opomenuti,
umysiném pochybeni nebo zneuziti
Hodnoceného 1é¢iva; (iii) nedodrZeni
Protokolu  nebo  jinych  informaci
poskytnutych Zdravotnickému zafizeni
odskodnénému  Zadavatelem  nebo
spolenosti  IQVIA; nebo (iv) 1écbe
Subjektu Studie pied zahdjenim Studie.

Odpovédnost Zdravotnického zatfizeni.
Zdravotnické zafizeni je a zlstava
odpovédné za jakoukoli Skodu, naroky,
zaloby nebo vydaje (vCetné¢ pravnich
vydajii), které vznikly v duasledku
nedbalosti, jednani, opomenuti nebo
zavinéni ze strany Zdravotnického
zafizeni, ZkouSejictho nebo jinych
ucastnikli projektu nebo v souvislosti s
nimi.

11. VYLOUCENI

Misto provadéni klinického hodnoceni
prohlaSsuje a  potvrzuje, Zze ani
Zdravotnické zatizeni, ani Zkousejici, ani
kterykoli ze zaméstnancti Zdravotnického
zatizeni, zastupci  Zdravotnického
zafizeni ¢i jakakoli jind osoba, kterd se
podili  na  vykonu  Studie ve
Zdravotnickém zafizeni, nebyla zbavena
prislusného opravnéni, nebyla ji ulozena
sankce zakazu vykonu ¢innosti klinickych
hodnoceni a dale, ze kterykoli z téchto
subjektl neni vysetfovan jakoukoli
kontrolni instituci, kdy vysledkem
takového Setfeni ¢i fizeni mulze byt
uloZeni sankce zakazu vykonu ¢innosti ¢i
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odebrani opravnéni, a to v kterémkoli
staté, a Misto provadéni klinického
hodnoceni se dale zavazuje neprodlené
vyrozumét IQVIA v ptipadé, ze dojde
k takovému vySetfovani, diskvalifikaci,
ulozeni sankce zdkazu vykonu cinnosti
nebo k odejmuti opravnéni k vykonu
klinického hodnoceni.

This Section 11 “Debarment” shall Tento Clanek 11 "Vyloudeni" zlistane v
survive termination or expiration of this platnosti po ukonceni nebo uplynuti doby
Agreement. trvani této Smlouvy.
12 FINANCIAL DISCLOSURE AND 12. FINANCNi INFORMACE A STRET ZAJMU

CONFLICT OF INTEREST

Upon Sponsor’s or IQVIA’s request, Misto provadéni klinického hodnoceni
Site agrees that, for each listed or souhlasi, Ze na zakladé Zadosti Zadavatele
identified  investigator or  sub- nebo IQVIA ZkouSejici pro kazdého
investigator who is directly involved in uvedeného a identifikovaného
the treatment or evaluation of Study zkousejiciho  nebo  spoluzkousejiciho,
Subjects, Investigator shall promptly kteti se pfimo podili na IéCeni nebo
return to IQVIA a financial and conflict hodnoceni Subjekti studie neprodlené
of interest disclosure form that has been pfeda IQVIA vyplnény a podepsany
completed and signed by such formulai  finanéniho  prohlaseni a
investigator or sub-investigator, which konfliktu zajmu, ktery byl vyplnén a
shall disclose any applicable interests podepsan takovym zkouSejicim nebo
held by those investigators or sub- spoluzkousejicim, ve  kterém tito
investigators or their spouses or zkousejici ¢i spoluzkousejici priznavaji
dependent children. jakékoli pfislusné zajmy, které maji oni

sami nebo jejich manzelé¢/manzelky Cci
nezaopatiené déti.

IQVIA may withhold payments if it IQVIA je opravnén pozdrzet platby,
does not receive a completed form from Vv piipadé, Ze neobdrzi vyplnéné formulare
each such investigator and sub- od kazdeho takoveho zkouSejiciho a
investigator. spoluzkousejiciho.

Investigator shall ensure that all such Zkousejici zajisti urychlenou aktualizaci
forms are promptly updated as needed to formulait dle potieby, s cilem zajistit
maintain their accuracy and jejich presnost a uplnost v pribé¢hu
completeness during the Study and for realizace Studie a jeden (1) rok po
one (1) year after Study completion. dokonceni Studie.

Site agrees that the completed forms Misto provadéni klinického hodnoceni
may be subject to review by souhlasi stim, Ze vyplnéné formulate
governmental or regulatory agencies, mohou kontrolovat statni a regulacni
Sponsor, IQVIA, and their affiliates, urady, Zadavatel, IQVIA a jejich

piidruzené spolecnosti, zastupci, smluvni
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agents, contractors and the Site consents
to such review.

The Investigator further consents to the
transfer of his/her financial disclosure
data to the Sponsor’s or its affiliates'
country of origin including but not
limited and to the U. S., even though
data protection may not exist or be as
developed in those countries as in the
Site’s own country.

Notwithstanding any obligations in this
Agreement,  Institution, including
Investigator, 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
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

partneti a Misto provadéni klinického
hodnoceni s takovymi kontrolami
souhlasi.

Zkousejici dale souhlasi s pfenosem dat o
finanénim prohlaSeni do zemé& sidla
Zadavatele nebo jeho pfidruzenych
spole¢nosti zejména do Spojenych stati
americkych, a to i kdyby v téchto zemich
neplatil nebo neexistoval natolik vyspély
rezim ochrany dat jako ve vlastni zemi
Mista provadéni klinického hodnoceni.

Bez ohledu na jakékoli zavazky v této
Smlouvé bere Zdravotnické zatizeni
vcetné Zkousejiciho na védomi a souhlasi
s tim, ze Zadavatel muze potiebovat
zvefejnit granty, platby, nahrady vydaja,
stravovani, vzdé¢lavaci polozky nebo jiné
Hodnotné véci (dale jen "Platby™)
poskytnuté Poskytovatelim zdravotni
péce Zadavatelem nebo jeho jménem.
Takové zvefejnéni mulze zahrnovat
totoznost Poskytovatele zdravotni péce,
povahu vsech Cinnosti, které Poskytovatel
zdravotni péCe vykonava podle této
Smlouvy, a hodnotu a povahu vSech
plateb Poskytovateli zdravotni péce.
"Poskytovatel  zdravotni  péce"  je
definovan jako Zdravotnické zafizeni,
Zkousejici, Mista provadéni klinického
hodnoceni a jakakoli osoba, ktera ma
licenci k piedepisovani 1ékid na piedpis.

V piipadé, ze Zdravotnické zafizeni
provede jménem Zadavatele jakekoli
platby Poskytovatelim zdravotni péce v
souvislosti s touto Smlouvou, bude
Zdravotnické zafizeni sledovat a hlasit
Zadavateli informace o téchto platbach v
terminech a formatu, které Zadavatel
piiméfené pozaduje. Zadavatel ma
moznost pfiméfené upravit rozsah
pozadovanych informaci tak, aby byl
zajiStén soulad se vSemi zdkony o
vykazovani a dalSimi povinnostmi v
oblasti vykazovani stitnim Gradim. V
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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
Agreement.

13 ANTI-KICKBACK AND ANTI FRAUD

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

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

Institution and Investigator agree that
they will not bill any Study Subject,

piipadé, Zze Zdravotnické zatizeni provede
platby Poskytovateli zdravotni péce v
souvislosti S touto Smlouvou,
Zdravotnické zatizeni informuje takového
Poskytovatele zdravotni péce o téchto
pozadovanych informacich. Tyto
0znamovaci povinnosti jsou pro vylouceni
pochybnosti urceny k zajisténi souladu s
platnymi zakony o oznamovani a vladnimi
oznamovacimi povinnostmi Zadavatele.
V zajmu vyjasnéni budou Zdravotnické
zafizeni a ZkousSejici spolupracovat se
spolecnosti  IQVIA, aby usnadnili
Zadavateli plnéni oznamovacich
povinnosti podle tohoto ¢lanku.

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

13.. ZAMEZENI UPLATKARSTVi A PODVODU

Zdravotnické zafizeni a ZkouSejici
souhlasi, Ze jejich Gsudek, pokud jde o
poradenstvi a péci o kazdy subjekt
hodnoceni, nebude ovlivnén thradou,
kterou obdrzi na zéklad¢ této Smlouvy, a
dale osveédCuji, ze tato kompenzace
neptesahuje redlnou trzni hodnotu sluzeb,
které poskytuji a Ze Z&dné platby nejsou
poskytovany za uclelem piimét je k
nakupu nebo piedepisovani jakychkoliv
1€kt zatizeni nebo produktt.

Pokud Zadavatel nebo IQVIA poskytnou

jakékoli produkty nebo piedméty pro

pouZiti ve Studii zdarma, Zdravotnického
zafizeni a ZkousSejici souhlasi, Ze nebudou
Zadat Uhradu po Zadném Subjektu studie,
pojistovné nebo statnim/spravnim uiadu
nebo jakékoli jiné tfeti strané za tyto
zdarma poskytnuté  produkty nebo
pfedméty.

Zdravotnické zafizeni a ZkousSejici
souhlasi, Ze nebudou Zadat Ghradu po
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insurer, or governmental agency for any
visits, services or expenses incurred
during the Study for which they have
received compensation from IQVIA or
Sponsor, or which are not part of the
ordinary care they would normally
provide for the Study Subject, and that
neither Institution nor Investigator will
pay another physician to refer subjects
to the Study.

14 ANTI-BRIBERY

Institution and Investigator agree that
the fees to be paid pursuant to this
Agreement represent fair compensation
for the services to be provided by
Site.  Institution and Investigator
represent and warrant that payments or
Items of Value received pursuant to this
Agreement or in relation to the Study
will not influence any decision that
Institution, Investigator or any of
Institution’s respective owners,
directors, employees, agents,
consultants, or any payee under this
Agreement may make, as a Government
Official or otherwise, in order to assist
Sponsor or IQVIA to secure an improper
advantage or obtain or retain business.

Institution and Investigator further
represent and warrant that neither they
nor any of their respective owners,
directors, employees, agents, or
consultants, nor any payee under this
Agreement, will, in order to assist
Sponsor or IQVIA to secure an improper
advantage or obtain or retain business,
directly or indirectly pay, offer or
promise to pay, or give any ltems of
Value to any person or entity for
purposes of (i) influencing any act or

zadném Subjektu Studie, pojistovné nebo
staitnim urfadé za jakékoliv navstévy,
sluzby nebo vydaje vzniklé v pribéhu
Studie, za které obdrZeli thradu od IQVIA
nebo Zadavatele, nebo které nejsou
soucasti bézné péce, kterou by za
normalnich okolnosti poskytli Subjektu
studie a Ze ani Instituce ani Zkousejici
nebudou poskytovat platbu jinému Iékati
za doporuceni subjektt do Studie.

ZAKAZ PODPLACENI

Zdravotnické zatfizeni a ZkouSejici timto
souhlasi, Ze platby, které budou uhrazeny
na zékladé¢ této Smlouvy, ptedstavuji
fadnou kompenzaci za sluzby poskytnuté
Mistem provedeni Klinického
hodnoceni. Zdravotnické  zafizeni a
Zkousejici timto prohlasuji a zavazuji se,
ze platby ¢i Hodnotné véci, které obdrzi
na zaklad¢ této Smlouvy ¢i v souvislosti
se Studii jakkoli neovlivni jakékoli
rozhodnuti Zdravotnické zafizeni,
Zkousejiciho ¢i jakéhokoli pftislusného
vlastnika Zdravotnického zafizeni, ¢leny
spravnich organi, zaméstnance, zastupce,
konzultanty ¢i jakékoli pfijemce plnéni na
zéklad¢ této Smlouvy k tomu, aby ucinil,
jakoZzto Zastupce vetejné moci ¢i jakkoli
jinak, za ucCelem poskytnuti pomoci
Zadavateli ¢i IQVIA v podobé¢ zajisténi
neopravnéné vyhody ¢i za ucelem ziskéani
¢i zachovani si obchodni piilezitosti.

Zdravotnické zafizeni a ZkouSejici dale
prohladuji a zavazuji se, Ze ani oni, ani
jakykoli jejich vlastnik, ¢len statutdrniho
organu, zastupce ¢i konzultant, ani
jakykoli pfijemce plnéni dle této
Smlouvy, a to za ucelem pomoci
Zadavateli ¢i IQVIA k  zajisténi
neopravnéné vyhody ¢i ziskani ¢i
zachovani obchodni pfilezitosti, pfimo ¢i
nepiimo, neuhradi, nenabidne ¢i neslibi
uhradit, nebo nedaruje  jakoukoli
Hodnotnou véc jakékoli osobé ¢i subjektu
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15

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

INDEPENDENT CONTRACTORS

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

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

15.

v souvislosti s nasledujicimi ucely: (i)
ovlivnéni  jakéhokoli  jednani  ¢i
rozhodnuti: (i) pobidky ¢i pohnuti takové
osoby ¢i subjektu, aby néco konal nebo se
zdrzel urcitého jednani v rozporu s se
zakonem uloZenou povinnosti;  (iii)
zajisténim jakékoli neopravnéné vyhody;
nebo (iv) pobidky ¢i pohnuti takové osoby
¢i subjektu k zneuziti vlivu VvacCi
statnimu/spravnimu  orgdnu  ¢i  jeho
zastupci v této souvislosti, a to za uc¢elem
ovlivnéni jakéhokoli jednéni ¢i rozhodnuti
statniho/spravniho  organu ¢i jeho
zastupce.

Nad ramec ostatnich prav a prostiedka
napravy dle této Smlouvy, ¢i na zaklad¢
piislusnych pravnich piredpisa, IQVIA
nebo Zadavatel budou opravnéni ukoncit
platnost této Smlouvy v ptipad¢, ze Misto
provadéni klinického hodnoceni porusi
jakékoli prohlaSeni ¢i zaruky obsazené v
tomto Clanku, piipadné, pokud IQVIA
nebo Zadavatel zjisti, Ze jsou poskytovany
¢i byly poskytnuty neopravnéné platby
vuci €i ze strany Zdravotnického zatizeni
¢i  ZkouSejictho  nebo  jakéhokoli
jednotlivce ¢i subjektu jednajiciho jejich
jménem.

NEZAVISLI DODAVATELE

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

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

dichodovému pripojisténi,
pracovnépravnim odmeénam, srdzkovym
¢i  jinym  pracovnépravnim  danim
tykajicim  se  ZkouSejiciho  nebo
Zdravotnického zatizeni nebo jejich
zameéstnanc.
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16 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 16 “Term & Termination”.

16.2. Termination

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

The Site may terminate upon written
notice if circumstances beyond the
Site’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 Site 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 and
Attachment C; 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

16.

PLATNOST A UKONCENI PLATNOSTI
16.1 Platnost

Tato Smlouva nabyva platnosti k datu,
kdy bude podepsana posledni smluvni
stranou a ucinnosti k datu, kdy bude
zvefejnéna v Registru smluv, dle zédkona
¢. 340/2015 Sb., oregistru smluv
(,Datum ucinnosti®) a zistane Vv
ucinnosti do okamziku dokonceni ¢i
ukonéeni v souladu s timto Clankem 15
»Platnost a ukonc¢eni platnosti®.

16.2. Ukonceni platnosti

IQVIA a/nebo Zadavatel jsou opravnéni
ukoncit platnost této Smlouvy z
jakéhokoli diivodu s okamzitou ucinnosti
neprodlen¢ na  zdkladé¢  doruceni
pisemného oznédmeni.

Misto provadéni klinického hodnoceni je
opravnéno ukoncit platnost této Smlouvy
pisemnym ozndmenim v pfipade, ze
okolnosti, jeZ jsou svoji povahou mimo
moznost ovlivnéni ze strany Mista
provadéni klinického hodnoceni, zabrani
dokonceni Studie, nebo v ptipade, Ze
Misto provadéni klinického hodnoceni
davodné usoudi, Ze pokraCovani ve Studii
neni bezpecné. V navaznosti na doruceni
oznameni o ukonceni platnosti Misto
provadéni klinického hodnoceni
neprodlen¢ ukon¢i jakykoli  nabor
subjektl, bude jednat v souladu s
definovanymi postupy pro ukonceni,
zajisti, ze ve vztahu k subjektim Studie
budou dokonceny jakékoli procesy
kontrolni povahy, a vyvinou nezbytne
usili za ucelem limitace jakychkoli dalSich
naklada, pricemz IQVIA provede
zaverecnou uhradu za navstévy a milniky,
jez byly tadné provedeny na zékladé a v
souladu s touto Smlouvou, a to ve vysi
castek definovanych v Priloze A a
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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 and Investigator 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 or Investigator or Payee in
Attachment C 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 and Investigator
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
Agreement appears to have occurred and
termination may be required, then,
except to the extent that Study Subject
safety may be jeopardized, IQVIA
and/or  Sponsor  may  suspend
performance of all or part of this
Agreement, including, but not limited
to, subject enrollment.

v Ptiloze C; avSak za podminky, Ze Platby
budou v kazdém ptipad€ sniZzeny o ¢astku
ve vySi deseti (10 %) procent. Takto
snizena ¢astka bude piedstavovat hodnotu
veskerych ¢innosti spojenych s uzavienim
databaze a bude poskytnuta poté, co
Zadavatel schvali  veSkeré stranky
formulait  CRF, zavéreCnou zpravu
obsahujici vSechny relevantni informace o
Studii popsané v Protokolu vcetné vSech
udaju a vysledka Studie. a dale poté, co
budou poskytnuta veskera vyjasnéni dat a
dale dojde ke splnéni veskerych ostatnich
podminek, jeZz jsou stanoveny v této
Smlouvé. Zdravotnické zafizeni a
Zkousejici nebo ptijemce platby v Piiloze
C vynalozi veskeré ptiméiené usili, aby na
zadost Zadavatele a/nebo spolecnosti
IQVIA vypracovali zprdvy o vSech
Subjektech Studie, které byly do Studie
zafazeny k datu ukonceni této Smlouvy.
Veskeré cCastky, které Zdravotnickému
zafizeni nebo ZkouSejicimu nenalezi
podle této Smlouvy, ale které jiz byly
zaplaceny, budou vraceny bez Zadosti do
triceti (30) dnd od navstévy Zadavatele na
Misté provadeéni klinického hodnoceni k
ukonceni Studie. Zdravotnické zatizeni a
Zkousejici maji podle této Smlouvy tficet
(30) dnti od obdrzeni zavérecné platby na
zjisténi  nesrovnalosti a  vyfeSeni
ptipadnych sport o platby se spolecnosti
IQVIA. V piipadé, Zze 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 miize byt
ohrozena bezpecnost Subjektd studie,
IQVIA a/nebo Zadavatel mohou pierusit
naplnéni celé ¢i casti této Smlouvy,
zejména vcetn¢ zarazovani Subjekti
studie.

17. NOTICE 17. OzZNAMENI
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Any notices required or permitted to be
given hereunder shall be given in writing
and shall be delivered:

a) inperson

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

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

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

VeSkerd oznadmeni vyZadovana nebo
povolend podle této Smlouvy budou
u¢inéna v pisemné podobé a budou
dorucena:
a)osobné

b)doporu¢enym  dopisem, s piedem
zaplacenym postovnym, s doru¢enkou

c) e-mailem ve forméatu pdf/scan nebo
vjiném formatu, ktery znemoziuje
zasah do obsahu s potvrzenou zpravou o
pfenosu nebo

d) komer¢ni no¢ni kuryrni sluzbou, ktera
zarucuje doruceni dalsi den a poskytne
potvrzeni. Tato oznameni budou
adresovana takto:

follows:

To Sponsor / Zadavateli:

Teva Branded Pharmaceutical Products, R&D, Inc.
145 Brandywine Parkway, West Chester, PA 19380,
USA

Attention: Chief Legal Officer, Legal Department
el I,

To IQVIA/ IQVIA:

Name / Nazev: IQVIA RDS Czech Republic, s.r.o.,

AddressV/ Adresa: Pernerova 691/42, 186 00 Praha 8 -
Karlin, Ceska republika

And to/A také

Global Legal Department
100 IMS Drive

Parsippany, NJ 07054 USA
Attention: General Counsel
Email:

To Institution / Zdravotnickému
zafrizeni

Name / Nazev: Vojensk& nemocnice Brno, p. o.

Address / Adresa: Zabrdovicka 3, 636 00 Brno, Ceska
republika

Tolnvestigator / Zkousejicimu

E-mail:
Name / Jméno a pfijmeni:

Address / Adresa: Zabrdovicka 3, 636 00 Brno, Ceska
republika

E-mail - |
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18 FORCE MAJEURE

The performance by either Party of any
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.

19. 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.

18. VYSSimoc

Splnéni jakékoli povinnosti kteroukoli ze
Stran, jez ma byt takovou Stranou splnéna
na zéklad¢ podminek této Smlouvy, bude
prominuto v dusledku zaplav, pozart ci
jinych projevli Vyssi moci, nehod, valek,
nepokoji, embarg, prodleni dopravci,
nemoznosti opatiit prislusné materialy,
nebude-li dodana elektricka energie ¢i jiné
ptirodni zdroje, v disledku rozhodnuti,
zédkazi €1 omezeni statniho/spravniho
ufadu ¢i jiného prvku vyssi moci, ktery
zabrani splnéni takové povinnosti, bez
ohledu na to, zda je shodny ¢i odlisny od
shora uvedeného, a ktery stoji mimo
moznost ovlivnéni ptislusné Strany, ktera
je takovou povinnosti vazana, s vyjimkou
uddlosti, kter¢ bylo mozné predejit
podniknutim pfimétenych kroki nebo
vynalozenim pfimétené snahy, to vSak za
podminky, Ze takto dotfena Strana
neprodlené¢ informuje druhou stranu a
Zadavatele a poskytne potifebné informace
0 udalosti vyssi moci, vyvine nejvyssi
usili za ucelem odstranéni ¢i napravy ¢i
pfekonani jakéhokoli takového divodu ¢i
priciny a bude pokraCovat v plnéni svych
povinnosti v nejbliz§im mozném ¢asovém
okamziku.

19. RUZNE

19.1. Celistvost Smlouvy

Tato Smlouva, vCetné priloh, piedstavuje
vyhradni, celistvé a UpIné ujednani Stran a
nahrazuje veskeré ostatni pisemne a Gstni
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.
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If any part of this Agreement is found to
be unenforceable, the rest of this
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 Site shall not assign or transfer any
rights or obligations under this
Agreement without the prior written
consent of IQVIA and Sponsor.

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

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.

V pfipadé, ze bude kterdkoli cast této
Smlouvy shledana jako nevykonatelna,
zbytek této Smlouvy zlstane 1 nadéle v
platnosti.

19.3. Pifevod Smlouvy

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

postupnikiim.

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

Na zaklad¢ zadosti Zadavatele, IQVIA je

opravnén prevést tuto Smlouvu na
Zadavatele nebo jakoukoli tfeti stranu, a
Quintiles nebude odpovédny za jakékoli
zavazky €1 odpovédnosti dle této
Smlouvy, jez vyplynou po datu pfevodu a
Misto provedeni klinického hodnoceni

timto souhlasi s takovym postoupenim.

Mistu provedeni klinického hodnoceni

bude takové postoupeni <¢i pievod

ozndmeno bez zbyte¢ného odkladu
nabyvatelem.

19.4 Rozhodné pravo

Tato Smlouva bude wvykladana a
vyméahana v souladu s pravnim fadem
Ceské republiky bez odkazu na kolizni
normy.

19.5 Rozhodné jazykova 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
prekracuji okamzik dokonceni Studie,
zustanou zavazné 1 v ptipad¢ ukonceni ¢i
vyprseni platnosti této Smlouvy, ato i v
piipadé, ze tak neni v této Smlouvé
vyslovné uvedeno.

Czech Republic _Clinical Trial Agreement _INST & INV - based on IQVIA Global template — 1 May 2019
Teva Branded Pharmaceutical Products R&D, Inc./ TV48574-IMM-20038
Vojenska nemocnice Brno/
Version / Verze: final// 06042023
CONFIDENTIAL
Page 46 of 72



19.7. Neither institution nor sponsor
makes any warranties, express or
implied, concerning the investigational
drug or the results of the study or the
merchantability or fitness for a particular
purpose of such investigational product
or results.

19.8. Institution and investigator
understand and acknowledge 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
investigator and in civil liability to
sponsor and/or igvia.

19.9.Institution agrees that neither
Institution nor Investigator will 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

19.7. Zdravotnické zatizeni ani
zadavatel neposkytuji Zadné zaruky,
vyslovné ani predpokladané, tykajici se
hodnoceného 1é¢iva nebo vysledkt studie
nebo prodejnosti ¢i vhodnosti pro ur€ity
ucel takového zkouSeného hodnoceného
1é¢iva nebo vysledk.

19.8. Zdravotnické zatizeni a zkousejici
si uvédomuji a berou na védomi, ze
falSovani, pozménovani nebo uprava
jakychkoli 1udaji o pacientech nebo
jinych informaci poskytnutych
zdravotnickym zafizenim nebo
zkousSejicim podle této smlouvy ze strany
zdravotnického zafizeni, zkousejiciho
nebo jakychkoli zaméstnancli nebo
zastupcl zdravotnického zafizeni muze
mit za nasledek trestni fizeni a sankce
vuci  zdravotnickému  zafizeni a
zkousejicimu a obcanskopravni
odpovédnost vuc¢i zadavateli a/nebo
spolecnosti iqvia.

19.9. Zdravotnické zatizeni se zavazuje,
Ze Zdravotnické zafizeni ani ZkouSejici
nebudou nabyvat ani prodavat Zadné
cenné papiry Zadavatele, spole¢nosti
IQVIA nebo jejich  pfidruzenych
spole¢nosti, vcetné kmenovych akcii
Zadavatele, spolecnosti IQVIA nebo
jejich ptidruzenych spole¢nosti, predtim,
vefejné  oznameni nebo prezentace
vysledkt Studie nebo (ii) tfi (3) roky po
skonéeni platnosti této Smlouvy, Vv
kazdém piipadé¢ v souladu s predpisy
SEK a dalSimi platnymi statnimi a
mistnimi zékony.

TATO CAST JE

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

By/ Jméno:

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. zatri 2022, jménem Teva
Branded Pharmaceutical Products R&D, Inc.

Name/ Jméno:

Title/ Funkce:

Signature/ Podpis:

Date/ Datum:

ACKNOWLEDGED AND AGREED BY Vojenska nemocnice Brno, p. 0.: / NA DUKAZ
SOUHLASU PRIPOJUJE SVUJ PODPIS OPRAVNENY ZASTUPCE Vojensk& nemocnice
Brno, p.o.

By/ Jméno:

Title/ Funkce:
(must authorized to sign on Institution's behalf)/(musi se jednat o podpis
opravnéného zastupce Zdravotnického zatizeni):

Signature/ Podpis:

Date/ Datum:
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ACKNOWLEDGED AND AGREED BY THE INVESTIGATOR/ Na dikaz souhlasu
pripojuje sviij podpis ZkouSejici:

Name/omeno:

Signature/ Podpis:

Date/ Datum:

Attachments: Prilohy:

Attachment A - Budget and payment schedule Pfiloha A — Rozpocet a platebni piehled
Attachment B - Power of attorney/delegation  Pfiloha B — Plna moc/delegacni dopis pro

letter of IQVIA IQVIA

Attachment C — Additional Payee Ptiloha C — Dodate¢ny piijemce plateb
Attachment D — Version of Agreement Ptiloha D - Verze smlouvy uréena ke
intended for publication zveifejnéni
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ATTACHMENT A PRILOHA A

BUDGET & PAYMENT SCHEDULE ROzPOCET A ROZPIS PLATEB
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Attachment C
ADDITIONAL PAYEE

PAYEE STATEMENT

l,

Czech Republic, accept to receive
payments for the services under the
Agreement in relation to the following Study:

Study title: 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 completed the treatment
phase of the Dose-Ranging Study (RELIEVE
UCCD LTE)

Protocol number: TV48574-IMM-20038

All payments shall be made in accordance
with the provisions of the Agreement.

| agree that my judgment with respect to the
advice and care of each patient will not be
affected by the compensation | receive for
services provided in the Study, that such
compensation does not exceed the fair market
value of the services | am providing, and that
no payments are being provided to me for the
purpose of inducing me 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, | agree
that 1 will not bill any patient, insurer or
governmental agency, or any other third party,
for such free products or items. | agree that |
will not bill any patient, insurer, or
governmental agency for any visits, services
or expenses incurred during the Study for
which | have received compensation from
IQVIA or Sponsor, or which are not part of the
ordinary care | would normally provide for the
patient.

Priloha C
DODATECNI PRIJEMCE PLATEB

PROHLASENI PRIJEMCE PLATBY

J4,

Ceska republika souhlasim s tim, Ze budu
dostavat platby za sluzby poskytnuté podle
Smlouvy ve vztahu k této Studii:

Néazev Studie: 24tydenni, randomizovana,
dvojité  zaslepena, dlouhodoba pokracovaci
studie faze 2b k vyhodnoceni farmakokinetiky,
ucinnosti, bezpecnosti a snasenlivosti pripravku
TEV-48574 U dospélych pacientii se stredné
zavaznou az zavaznou ulcerozni kolitidou nebo
Crohnovou nemoci, kteri podstoupili obdobi
lécby v Klinickém hodnoceni ke stanoveni davky
(RELIEVE UCCD LTE)

Cislo protokolu: TV48574-IMM-20038
VSechny platby budou hrazeny v souladu
s ustanovenimi Smlouvy.

Souhlasim s tim, ze muj usudek, pokud jde o
poradenstvi a péci o jednotlivé pacienty, nebude
ovlivnén odménou, kterou obdrzim za sluzby
poskytované v této Studii, Ze tato kompenzace
neptesahuje realnou trzni hodnotu sluzeb, které
poskytuji a Ze mi Zzadné platby nejsou
poskytovany za ucelem piimét mne k nakupu
nebo piedepisovani jakychkoliv 1€k, zatfizeni
nebo produkti. Pokud Zadavatel nebo IQVIA
poskytnou jakékoli produkty nebo predméty pro
pouZiti ve Studii zdarma, souhlasim s tim, Ze
nebudu Z&dat Uhradu po Zadném pacientovi,
pojistovné nebo statnim/spravnim organu nebo
jakékoli jiné tfeti stran¢ za tyto zdarma
poskytnuté produkty nebo predméty. Souhlasim
s tim, Ze nebudu poZadovat od Zadného pacienta,
pojistovny nebo statniho/spravniho organu
platbu za Zadné navstévy, sluzby nebo vydaje
vynalozené béhem Studie, za néz jsem obdrzel/a
nahradu od IQVIA nebo Zadavatele nebo které
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| represent and warrant that neither | nor any
individual or entity acting on my behalf, will,
directly or indirectly, offer or pay, or
authorize an offer or payment of, any money
or anything of value to any Public Official
(defined below) or public entity, with the
knowledge or intent that the payment, promise
or gift, in whole or in part, will be made in
order to influence an official act or decision
that will assist IQVIA, Sponsor or the Site in
securing an improper advantage or in
obtaining or retaining business or in directing
business to any person or entity.

| represent and warrant that neither I, nor any
person or entity acting on my behalf is a
Public Official with the ability to influence an
official act. I will notify IQVIA in writing if |
or any person or entity acting on my behalf
becomes a Public Official with the ability to
influence an official act during the Study.

| hereby acknowledge that IQVIA may
terminate this Agreement if | breach 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 Public Officials by Site or any
individual or entity acting on its behalf.

For the purposes of this statement, “Public
Official” means any officer or employee of a
government, a  public international
organization or any department or agency
thereof, or any person acting in an official
capacity, including, for a public agency or
enterprise; and any political party or party
official, or any candidate for public office.

nejsou soucasti bézné péce, kterou bych obvykle
poskytl/a pacientovi.

ProhlaSuji a zarucuji se, Ze ani ja, ani jakéakoli
fyzicka nebo pravnicka osoba jednajici v mém
zastoupeni, pfimo ani nepfimo nenabidne ani
nevyplati, ani nepovoli nabidku nebo vyplatu
jakychkoli penéz nebo poskytnuti cehokoli
hodnotného kterékoli Utedni osobé (dle definice
nize) nebo verejnému subjektu s védomim nebo
s umyslem zajistit, aby takova platba, pfislib
nebo dar budou poskytnuty zcela nebo z&asti za
ucelem ovlivnéni ufedniho aktu nebo
rozhodnuti, které pomize IQVIA, Zadavateli
nebo Mistu provadéni klinického hodnoceni
ziskat neopravnénou vyhodu, nebo ziskat nebo
udrzet si obchodni pfiilezitost nebo poskytnout
obchodni pfilezitost jakékoli fyzické nebo
pravnické osobg.

Prohlasuji a zarucuji se, Ze ani ja, ani jakéakoli
fyzicka nebo pravnick& osoba jednajici v mém
zastoupeni neni Ufedni osobou s moZnosti
ovlivnit n¢jaky ufedni akt. Pokud se jakakoli
fyzicka nebo pravnicka osoba jednajici v mém
zastoupeni stane v prabéhu Studie Ufedni
0sobou s mozZnosti ovlivnit néjaky uredni akt,
budu o tom pisemn¢ informovat IQVIA.

Timto beru na védomi, ze IQVIA mtize ukoncit
tuto Smlouvu, jestlize poruSim prohlaseni a
zaruky obsazené v tomto odstavci nebo jestlize
se IQVIA nebo Zadavatel dozvi, ze Misto
provadéni klinického hodnoceni nebo jakakoli
fyzickd nebo pravnicka osoba jednajici v jeho
zastoupeni vyplaceji nebo vyplatili n¢jaké
Utedni 0sob& neopravnéné platby.

Vyraz ,,Utedni osoba“ znamen4 pro Géely tohoto
prohlaseni jakéhokoli vykonného fidiciho
pracovnika nebo zaméstnance vladniho organu,
vefejné mezinarodni organizace nebo jejiho
oddé€leni nebo slozky nebo jakoukoli osobu,
ktera zastava vetfejnou funkci, véetné funkce ve
statnim organu nebo statnim podniku a jakoukoli
politickou stranu, funkcionafe politické strany
nebo kandidata na vefejnou funkci.
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Herewith | confirm that payments for the Timto potvrzuji, Ze platby za Studii maji byt
Study should be made to following bank poukazovany na tento bankovni tcet:
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It is hereby acknowledged that I will have
thirty (30) days from the receipt of final

payment to dispute any  payment
discrepancies during the course of the Study.
I understand that neither IQVIA nor Sponsor
shall be responsible for any employee
benefits, pensions, workers’ compensation,
withholding, or employment-related taxes.

| understand that all taxes are the sole
responsibility of the Payee and costs
connected with receipt of payment shall be
incurred by the Payee.

The Budget for additional payee is as follows:

section D - Budget Table of

Attachment A

See

Timto se bere na védomi, ze budu mit tficet (30)
dni od obdrzeni zavére¢né platby na to, abych
rozporoval/a jakékoli platebni nesrovnalosti,
k nimz doslo v prabéhu Studie. Jsem srozumén/a
stim, Ze IQVIA ani Zadavatel nenesou
odpovédnost za zadné zaméstnanecké pozitky,
dichody, ndhrady za pracovni urazy, srazky
nebo dané souvisejici s pracovnim pomérem.

Jsem srozumén/a stim, Ze za vSechny dané
odpovidd vyhradn¢ Piijemce plateb a Ze
Piijjemce plateb hradi naklady vzniklé
v souvislosti s pfijetim platby.

Rozpocet pro dodate¢ného piijemce plateb:

Viz odstavec D — Tabulka Rozpoc¢tu Prilohy
A

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

Vojenska nemocnice Brno/
Version / Verze: final// 06042023

CONFIDENTIAL
Page 71 of 72



By: NN 2= ropis_ N 20

Title: Funkce: [N

Date: Datum:
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