CLINICAL TRIAL AGREEMENT

SMLOUVA O KLINICKEM HODNOCENI{

The Clinical Trial Agreement (“Agreement”) is Tato smlouva o klinickém hodnoceni (“Smlouva”)

made by and between:

(] Fakultni nemocnice Hradec
having a place of business at Sokolskd 581,
500 05 Hradec Krialové - Novy Hradec
Krialové, Czech Republic Identification
number: 00179906, Tax identification
number: CZ00179906, represented by MUDr.
Ales Herman, Ph.D. (the “Institution’), and

I h:ving an address at

Fakultni nemocnice Hradec Krilové,
Ophthalmology Clinic, Sokolskd 581, 500 05
Hradec Krialové — Novy Hradec Kralové,
Czech Republic (the “Investigator”), and

IQVIA RDS Czech Republic, s.r.o., having
a place of business at Pernerova 691/42, 186

00 Praha 8 - Karlin, Czech Republic,
Identification number: 247 68 651, Tax
identification number: CZ247 68 651,

represented by Ing. Eva Falbrova, Managing
Director (“IQVIA™), and

Boehringer Ingelheim International GmbH,
having a place of business at Binger
Strasse 173, 55216 Ingelheim am Rbhein,
Germany, Tax identification number: DE
811138149 (“Sponsor™)

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

(]

je uzavirdna mezi nésledujicimi stranami:

Kralové, [1 Fakultni nemocnice Hradec Kralové, se

sidlem Sokolska 581, 500 05 Hradec Kralové —
Novy Hradec Kralové, Ceska republika, ICO:
00179906, DIC: CZ00179906, zastoupend
MUDr. AleSem Hermanem, Ph.D., feditelem
(“Poskytovatel™), a

I s adresou Fakultn

nemocnice Hradec Kralové, Oc¢ni klinika,
Sokolskd 581, 500 05 Hradec Krilové — Novy
Hradec Kralové, Ceska republika
(“ZKkousejici”), a

IQVIA RDS Czech Republic, s.r.o0., se sidlem
Pernerova 691/42, 186 00 Praha 8 - Karlin,
Ceska republika, IC: 247 68651, DIC:
CZ24768651, zastoupena Ing. Evou Falbrovou,
jednatelkou (“IQVIA”), a

Boehringer Ingelheim International GmbH, se
sidlem Binger Strasse 173, 55216 Ingelheim am
Rhein, Némecko, Danové identifikaéni cCislo:
DE 811138149 (,,Zadavatel*)

Kazda samostatné jako “Strana” a spolecné jako

“Strany”.

Cislo Protokolu:
Protocol 1485-0018 1485-0018
Number:

EU CT number:
EU CT 2024-520384-14-00 2024-520384-14-00
number:
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A randomised, double-
masked, placebo-controlled

Randomizované, dvojité
maskované, placebem
kontrolované klinické

hodnoceni posuzujici nicinnost,

International GmbH

trial to evaluate the efficacy, bezpecnost a  sndsenlivost
... . |safety, and tolerability of oral |Nazev perordlne poddvaného
Protocol Title: | /015268 in participants | Protokolu: piipravku  BI 1815368
with centre-involved diabetic icastniki s diabetickym
macular edema for 48 weeks makuldrnim edémem
of treatment (THULITE) postihujicim centrdlni videni
po dobu 48 tydnii léchy
(THULITE)
Protocol Date: | 06 Feb 2025 Datum 6. tinora 2025
Protokolu:

Sponsor: Boehringer Ingelheim Zadavatel: Boehringer Ingelheim

International GmbH

Stat, ve kterém

eticka.komise @sukl.cz

Country where ma sidlo Misto
Site is . provadéni < :
Conducting Czech Republic Klinického Ceskd republika
Study hodnoceni, které
provadi Studii
Iy;ﬁf;‘_g‘:::e Ophthalmology Clinic, which|Misto, kde bude |Ocni  klinika,  kterd  je
. is a division/part of the|provadéna soucdsti/oddélenim
study will be .. .
Institution Studie: Poskytovatele
conducted:
100  kalenddrnich dnit  po
100 Calendar Days after Site InlCleCl’lvl . navsteve . .Ml/s fa
. . . provddeni klinického
Initiation Visit (being the date , L
Key . . . hodnocent (a to jakoZto den, ke
by which Site must enroll at|Kli¢ové datum . . ; e
Enrollment . . , kterému je Misto provddéni
least one (1) subject as more | zatazeni: C . .
Date: e . . klinického hodnoceni povinno
specifically set out in section . e
“ ” zaradit minimdlnée jeden (1)
1.7 “Key Enrollment Date . Co e
subjekt, jak je ddle podrobnéji
below) e .
rozvedeno niZe v odstavci 1.7
“Klicové datum zarazeni”)
Ethics Committee SUKL Etickd komise SUKL
Srobdrova 48 Srobdrova 48
100 41 Praha 10 EK 100 41 Praha 10
EC Czech Republic Ceskd republika
E-mail: E-mail:

eticka.komise @sukl.cz
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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 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 investigational
medicinal product according to the meaning
in Act No. 378/2007 Coll., i.e the compound
identified in the Protocol that is being tested
in the Study.

Good  Clinical  Practices or GCPs:

Ve Smlouvé jsou pouzity ndsledujici smluvni
definice:

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

Formuldfe pro zdznamy o subjektech
hodnoceni (Case Report Form) nebo CRF:
formuléf pro zdznamy o subjektech hodnoceni
(v listinné ¢i elektronické podob¢) bude
pouzivin Mistem provadéni klinického
hodnoceni za ucelem zdznamu veSkerych
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 tucely ziskdni a shromédzdéni
informaci o sloZce popsané v Protokolu.

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

Studijni persondl: jednotlivé fyzické osoby
zapojené do provadéni Studie pod dohledem
Zkousejiciho.

Hodnocené 1é¢ivo: hodnoceny 1éCivy piipravek
ve smyslu zakona ¢. 378/2007 Sb., slozka
definovand v Protokolu, ktery je predmétem
hodnoceni ve Studii.

Spravna  klinickd praxe nebo GCPs:

International Council for Harmonisation of
Technical Requirements for Pharmaceuticals
for Human Use (ICH) Harmonised Tripartite

Harmonizovand tripartitni smeérnice pro
Spravnou klinickou praxi vydana Mezinarodni
radou pro harmonizaci technickych pozadavkt
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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
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 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

na humdnni 1é¢ivé ptipravky (ICH), ve znéni,
jez je v prub&hu Casu novelizovdno a zdsady
vymezené Helsinskou deklaraci, revidované v
pribéhu Casu.

Zadavatel: zadavatel Studie.

Zdravotni zdznamy: primarni zdravotni
zdznamy Subjektii studie vedené
Poskytovatelem ve vztahu k Subjektu studie,
zejména zdznamy o poskytnuté péci, zdznamy
o RTG vysetienich, protokoly o provedenych
biopsiich, snimky z ultrazvukovych vySetieni a
dalsi snimky diagnostické povahy.

Studijni data a ddaje: veSkeré zaznamy, zpravy
a protokoly, jez jsou odlisSné od Zdravotnich
zdznam, a které jsou ziskdny, shromdzdény ¢i
vytvofeny v ndvaznosti na €i pfipraveny Vv
souvislosti se Studii, zejména zpravy, zdznamy
a protokoly (napt., CRFs, datové piehledy,
mezitimni zpravy a protokoly, a zdvérecna
zprava), které jsou poZzadovéany, aby byly
poskytnuty Zadavateli v souladu s Protokolem
a veSkerymi zdznamy ohledné¢ inventurni
evidence a naklddani s veSkerym mnozstvim
Hodnoceného 1éCiva.

Zastupce vefejné moci: jakykoli ufednik ¢i
jakykoli zaméstnanec vlddniho drfadu ¢i
jakéhokoli ministerstva, rezortu, ufadu ¢i
agentury, nebo zdstupce stitniho/spravniho
ufadu; jakdkoli osoba jednajici v ufedni funkci
jménem statniho/spravniho ufadu ¢i jakéhokoli
ministerstva, ustavu, Ufadu ¢1 agentury nebo
zastupce vladniho dfadu; jakykoli trednik ¢i
zaméstnanec spolecnosti €1 podnikatelského
subjektu vlastnéného statem, v dil¢im ¢i plném
rozsahu; jakykoli ufednik ¢1 zaméstnanec
mezindrodni organizace vefejného charakteru
jako napf. Svétovd banka ¢i Organizace
spojenych narodu; jakykoli dfednik ¢i jakykoli
zaméstnanec politické strany ¢i jakédkoli osoba
jednajici v rdmci ji svéfené pravomoci jménem
politické strany; a/nebo jakykoli kandidit na
politickou funkci; jakykoli 1ékaf, farmaceut Ci
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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).

jiny profesiondl ve zdravotnictvi, pracujici pro
¢i v jakékoli nemocnici, 1ékarné ¢i jakémkoli
jiném  zafizeni zdravotnického typu ve
vlastnictvi ¢i provozovaném statnim/spravnim
dradem, ministerstvem ¢i dstavem.

Hodnotné véci: budou vyklddany v SirSim
smyslu a mohou tak zejména zahrnovat
penéZni Céstky, platby €i ekvivalenty plateb,
jako naptiklad darkové certifikaty ¢i poukazy;
dary ¢i bezplatné poskytované vyrobky;
pohosténi, zdbavu, ¢i pohostinnost; cesty ¢i
proplaceni nakladl; poskytovani sluzeb; koupé
majetku ¢i sluZeb za nadhodnocené ¢astky;
prevzeti ¢i prominuti splatnych zdvazka;
vyhody nehmotného charakteru, jako naptiklad
zvySené socidlni ¢i podnikatelské postaveni
(napf., poskytovdni darG ¢i podpory na
dobrocinné ucely, jez jsou podporovany
staitnimi/spravnimi dtfady); a/nebo vyhod vici

tretim osobam vztahujici se k zdstupciim
vefejné moci (napf. blizci ¢lenové rodiny).

RECITALS: UVODNI CAST:

WHEREAS, IQVIA is providing clinical VZHLEDEM K TOMU, Ze IQVIA poskytuje
research organisation services to Sponsor under Zadavateli sluzby smluvni vyzkumné organizace,
a separate contract between IQVIA and Sponsor. a to na zakladé€ samostatné smlouvy uzaviené mezi
IQVIA’s services include monitoring of the IQVIA a Zadavatelem. Sluzby IQVIA zahrnuji
Study and contracting with clinical research monitoring Studie a uzavirdni smluv s klinickymi
sites; vyzkumnymi centry;

WHEREAS, the Institution and Investigator VZHLEDEM K TOMU, Ze Poskytovatel a

(hereinafter jointly the “Site”) are willing to ZkouSejici (ddle spole¢né jen “Misto provadéni

conduct the Study and IQVIA requests the Site to klinického hodnoceni”) hodlaji provést Studii a

undertake such Study. IQVIA po Mistu provadéni klinického hodnoceni
pozaduje provedeni takové Studie.
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NOW THEREFORE, the following is agreed: NYNI S OHLEDEM NA SHORA UVEDENE,
bylo dohodnuto néasledujici:

1. CONDUCT OF THE STUDY 1. PROVEDENI STUDIE

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”) Act No. 372/2011 Coll.,
on Medical Services and terms and
conditions of performance of such services
(,,Act on Medical Services®), Regulation
(EU) No 536/2014 of the European
Parliament and of the Council of 16 April
2014 on clinical trials on medicinal products
for human use, as well as all national
legislation, European regulations and rules
on personal data protection, as implemented
at national level by Act No. 110/2019 Coll.,
on the processing of personal data, in
particular Regulation (EU) 2016/679 of the
European Parliament and of the Council of 27
April 2016 on the protection of natural
persons with regard to the processing of
personal data and on the free movement of
such data (GDPR) or any subsequent
amendments or laws substantially replacing
any of the foregoing.(together “Applicable
Laws”). Site and Study Staff acknowledge
that IQVIA and Sponsor, and their respective
affiliates, need to adhere to the provisions of
(1) 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 and (iv)
export control legislation.

1.1 Soulad s Pravnimi pfedpisy, nafizenimi a
Spravnou klinickou praxi

Misto  provadéni klinického  hodnoceni
souhlasi s tim, Ze Misto provadéni klinického
hodnoceni a Studijni persondl provede u
Poskytovatele Studii v piisném souladu s touto
Smlouvou, Protokolem, veSkerymi
piisluSnymi prdvnimi pfedpisy a nafizenimi,
zejména vcetné GCP, zdk. €. 378/2007 Sb., o
lécivech a zménach nékterych souvisejicich
zakon (,,Zakon o 1é¢ivech®), zak. ¢. 372/2011
Sb., o Zdravotnich sluzbach a podminkdch
jejich  poskytovani (,,Zdkon o zdravotnich
sluzbach*), natizenim Evropského parlamentu
a Rady (EU) ¢. 536/2014 ze dne 16. dubna
2014 o klinickych hodnocenich huménnich
1éCivych pripravkl, jakoZ i veskerou narodni
legislativu, evropské nafizeni a predpisy
ohledn¢ ochrany osobnich tudajui, jak byly
implementovany na nirodni drovni zdkonem ¢.
110/2019 Sb., o zpracovani osobnich udaji,
zejména Nafizenim Evropského parlamentu a
Rady (EU) 2016/679 ze dne 27. dubna 2016 o
ochrané fyzickych osob v souvislosti se
zpracovanim osobnich udaji a o volném
pohybu té€chto tidaji (GDPR) nebo jakychkoli
naslednych  pozménujicich ¢ podstatné
nahrazujicich pravnich pfedpisti ve vztahu ke
shora uvedenym pravnim normdm, (spolecné
,,PIisluSné pravni piedpisy*). Misto provadéni
klinického hodnoceni a Studijni persondl timto
berou na védomi, Ze IQVIA a Zadavatel a
jejich  odpovédné pobocCky se zavazuji
dodrZovat (1) britsky zakon proti korupci z roku
2010 (,,Protikorup¢ni zdkon*); (ii) zdkon USA
z roku 1977 o zahrani¢nich korupcnich
praktikdch (,,FCPA*) a (iii) jakékoli dalsi
pravni piepisy na useku zadkazu korupcnich
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Sponsor and IQVIA hereby undertake not to
conclude any other separate contract in
connection with this Study with any
employee of the Institution.

1.2. Informed Consent Form

Site agrees to use an informed consent form
that has been provided and approved by
Sponsor and is in accordance with applicable
regulations and the requirements of the
Ethics Committee (“EC), that is responsible
for reviewing the Study. Investigator shall
obtain the prior valid 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

praktik a (iv) pravni pfepisy v oblasti kontroly
vyvozu.

Zadavatel a IQVIA se timto zavazuji, Ze
v souvislosti s touto Studii neuzaviou Zadnou
jinou samostatnou smlouvu s Zadnym
zam¢stnancem Poskytovatele.

1.2 Formulaif pisemného informovaného

souhlasu

Misto  provadéni klinického  hodnoceni
souhlasi s tim, Ze bude pouzivat formulaf
informovaného souhlasu, ve znéni dodaném a
schvdleném Zadavatelem, a ktery je v souladu
s ptisluSnymi pravnimi pfedpisy a pozadavky
Etické komise (,,EK*), kterd je zodpovédna za
kontrolu Studie. ZkouSejici ptedem zajisti
platny pisemny informovany souhlas kazdého
Subjektu studie.

1.3. Zdravotni zdznamy a Studijni data a udaje

1.3.1. Shromazd’ovani, uskladnéni a
likvidace: Misto provddéni klinického
hodnoceni zajisti promptni, Uplné a presné
shromazd’ovani, zaznamenavani a
klasifika¢ni roztiidéni Zdravotnich zaznamu a
Studijnich dat a udajt.

Misto provadéni klinického hodnoceni bude:

i.vést a skladovat Zdravotni zdznamy a
Studijni data a udaje bezpeCnym
zpusobem s omezenim fyzického i
elektronického pfistupu, dle podminek
konkrétniho piipadu a s Kkontrolou
prostiedi pfisluSnou pro konkrétni typ
dat a ddaji v souladu s piisluSnymi
pravnimi  predpisy, nafizenimi a
technickymi standardy; a

i1. chrénit Zdravotni zdznamy a Studijni
data a udaje proti neopravnénému
zneuziti, pfistupu, kopirovani ¢i
odhaleni. Bude-li tak poZadovano

will submit Study Data using the Zadavatelem ¢i IQVIA, Misto
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1.

electronic system provided by
Sponsor or IQVIA or their designated
representative and in accordance with
Sponsor’s instructions for electronic
data entry. Site shall prevent
unauthorized access to the Study Data
by maintaining physical security of
the electronic system 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. The Institution will
keep all Medical Records and Study
Data as well as any documentation
related to study subjects for 25 years
after completing the Study for
reimbursement stipulated in
Attachment A. An invoice for paid
archiving will be issued after the
Agreement is signed. The Sponsor
shall notify the Institution six months
in advance of the end of the paid
archiving period that it insists on
further archiving and will pay the
associated costs. If the Sponsor does
not notify the Institution of its request
for further archiving or does not pay
the fee for further archiving within
the above-mentioned period, the
Institution shall be entitled to dispose
of all archived Study documents.

1ii.

provadéni  klinického hodnoceni
ptedloZzi Studijni data a ddaje za pouZiti
elektronického systému pro
elektronicky zdznam dat, ktery bude
poskytnuty Zadavatelem nebo IQVIA
nebo jimi ur¢enym zdstupcem, a to v
souladu s pokyny Zadavatele pro
elektronicky zdznam dat. Misto
provadéni klinického hodnoceni zabrani
neoprdvnénému piistupu ke Studijnim
datim a ddajim zajiSténim fyzické
bezpecnosti elektronického systému a
dale zajisti, ze Studijni persondl bude
zachovdvat v divérném rezimu jim
pfidélend pftistupovd hesla. ZkousSejici
souhlasi, Ze shroméazdi veSkera Studijni
data a udaje obsazené ve Zdravotnich
zaznamech pred jejich vloZenim do
CRF. Misto provadéni klinického
hodnoceni zajisti neprodlené
pfedkladani CRFs; a

pfijme opatfeni za tcelem zabranéni
ndhodného ¢i predCasného zniceni c¢i
poskozeni téchto dokumenti.
Poskytovatel uchova Zdravotni
zdznamy a Studijni data a idaje, jakoZ i
veSkerou dokumentaci vztahujici se ke
Subjektim Studie po dobu 25 let od
ukonceni Studie za poplatek uvedeny v
Ptiloze A. Na zpoplatnénou archivaci
bude vystavena faktura po podpisu
smlouvy. Zadavatel v pfedstihu 6
mésict od konce zpoplatnéné archivace
ozndmi Poskytovateli, Ze trvd na dalsi
archivaci a wuhradi ndklady stim
spojené. V piipadé¢, Ze ve shora uvedené
lhat€ Zadavatel nesdé€li pozadavek na
dalsi archivaci ¢i neuhradi poplatek na
dalsi archivaci, je Poskytovatel
opravnén k likvidaci vSech
archivovanych dokumenti Studie.
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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 has sole
ownership of Medical Records. The

Institution and the Investigator will 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.

1.3.3. Access, Use, Monitoring, Audit and
Inspection. Site shall provide original or
copies (as the case may be) of all Study Data
to IQVIA and Sponsor for Sponsor’s use. Site
shall afford Sponsor and IQVIA and their
representatives and designees reasonable
access to Site’s facilities and to Medical
Records and Study Data and to interview any
person involved in the Study so as to permit
Sponsor and IQVIA and their representatives
and designees to monitor_and/or audit the
Study.

As part of the monitoring, the Sponsor and
IQVIA and their representatives and
designees may access the Institution's
electronic system where Medical Records
and Study Data are maintained, in
accordance with the signed informed consent
of the Study Subject (random over-the-
shoulder inspection), only in the presence of
the Investigator, Sub-Investigator, or
Coordinator who has access to the system.
This check is an integral part of routine

V piipad¢€ ukonceni pracovnépravniho poméru
Zkous$ejictho, odpovédnost za  vedeni
Zdravotnich zdznamt a Studijnich dat a ddajt
bude urcena v souladu s piisluSnymi pravnimi
predpisy, avSak Poskytovatel se v zddném
piipadé nezprosti svych povinnosti, jez ji
plynou z této Smlouvy ve vztahu k vedeni
Zdravotnich zdznamu a Studijnich dat a ddaja.

1.3.2. Vlastnictvi. Poskytovatel ma ve
vyluéném vlastnictvi Zdravotni zdznamy.
Poskytovatel a ZkouSejici pfevedou na

Zadavatele veSkera svd prava, ndroky a tituly,
vcetn¢ prav duSevniho vlastnictvi k Davérnym
informacim (ve smyslu niZze uvedeném) a k
jakymkoli jinym Studijnim datim a ddajam.

1.3.3. Pristup, PouZiti, Monitoring, Audit a
Kontrola. Misto  provddéni  klinického
hodnoceni poskytne origindly ¢i  kopie
(dle podminek konkrétniho piipadu) vSech
Studijnich dat a idaji IQVIA a Zadavateli pro
moznost jejich vyuZziti Zadavatelem. Misto
provadéni klinického hodnoceni umoZni
Zadavateli a IQVIA a jejich zdstupcim a
zmocnéncum odpovidajici piistup do prostor a
zatizeni Mista provadéni klinického hodnoceni
a k Zdravotnim zdznamtim a Studijnim datim
a Udajim a uskuteCnit pohovor s jakoukoli
osobou zapojenou do Studie, aby umoZnilo
Zadavateli a IQVIA a jejich zdstupcim a
zmocnéncim provedeni monitoringu a/nebo
auditu Studie.

Zadavatel a IQVIA a jejich zastupci a
zmocnénci miZou v rdmci monitoringu
nahliZet do elektronického systému
Poskytovatele, kde jsou vedeny Zdravotni
zdznamy a Studijni data a ddaje, v souladu s
podepsanym  informovanym  souhlasem
Subjektu studie (namdtkovd kontrola pres
rameno), a to vyhradné za pritomnosti
Zkousejiciho, spoluzkousejiciho nebo
koordindtora, ktery md do systému piistup.
Tato kontrola je nedilnou soucdsti bézného
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monitoring and will always be agreed in
advance and is subject to a fee in accordance
with Attachment A of this Agreement.

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 to the extent allowed by Applicable
Laws.

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

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

1.3.4. License. Sponsor hereby grants to
Institution a perpetual, non-exclusive,
nontransferable, paid-up license, without
right to sublicense, to use Study Data (i)

monitoringu, bude vzZdy pfedem dohodnuta a je
zpoplatnéna dle pfilohy A této Smlouvy.

Misto provadéni klinického hodnoceni umozni
regulatornim dfadim pfimcfeny ptistup do
prostor a zafizeni Mista provadéni klinického
hodnoceni a ke Zdravotnim zdznamim a
Studijnim datim a ddajim, a poskytne
opravnéni ke kopirovani Zdravotnich zdznamu
a Studijnich dat a tidaji v rozsahu PtisluSnych
pravnich piedpist.

Misto  provadéni  klinického  hodnoceni
souhlasi, Ze bude spolupracovat se zastupci
IQVIA a Zadavatele, ktefi navstivi Misto
provadéni klinického hodnoceni, a Misto
provadéni klinického hodnoceni souhlasi, Ze
zajisti, Ze zaméstnanci a zastupci Mista
provadéni klinického hodnoceni nebudou klést
jakékoli prekazky c¢i jakkoli jinak vytvaret
nepfiznivé pracovni podminky pro takové
zastupce.

Misto  provadéni klinického hodnoceni
neprodlené¢ vyrozumi IQVIA, a v téze
souvislosti IQVIA poskytne veSkeré kopie, o
jakékoli zadosti, korespondenci ¢i komunikaci
ptijaté ¢i zaslané jakémukoli
statnimu/spradvnimu  ufadu €1 regulatorni
autorité vztahujici se ke Studii, zejména véetné
zadosti €1 oznameni o kontrole prostor a
zafizeni Mista vykonu klinického hodnocent, a
Misto provadéni klinického hodnoceni umozni
IQVIA a Zadavateli, aby se takovych kontrol
zucastnili. Misto  provadéni  klinického
hodnoceni vyvine nezbytné usili za ucelem
oddéleni, nikoli vSak odhaleni ¢i zpfistupnént,
veskerych Duvérnych informaci, jejichz
odhaleni ¢i zpfistupnéni neni v této souvislosti
vyZadovano béhem takovych kontrol.

1.3.4. Licencni oprdvnéni. Zadavatel timto
Poskytovateli poskytuje trvalé, nevyhradni,
nepievoditelné, jiz hrazené licencni opravneént,
bez prava udéleni sublicence, k uziti Studijnich

Boehringer_1485-0018 Czech Republic _Clinical Trial Agreement _INST & INV - based on IQVIA Global template — 1 May 2019
Institution: / Poskytovatel: Fakultni nemocnice Hradec Kralové

Principal Investigator: / Hlavni zkouSejici:

Version: / Verze: Redacted_170ct2025

CONFIDENTIAL
Page 10 of 60



subject to the obligations set forth in section
3  “Confidentiality”, for internal, non-
commercial research and for educational
purposes, and (ii) for preparation of
publications in accordance with Section 5
“Publication Rights”.

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

1.4. Duties of Investigator

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

Investigator agrees to provide a written
declaration revealing Investigator’s possible
economic or other interests, if any, in

dat a tdaji (i) v souladu se zdvazky
stanovenymi v Clanku 3 “Diavérny reZim”, pro
vnitini  dcely, vyzkum  nekomercniho
charakteru a pro edukativni tcely, a (ii) pro
piipravu publikaci v souladu s Clankem 5
“Prdva na zvefejnéni”.

1.3.5 Pretrvavajici platnost. Tento odstavec 1.3
“Zdravotni zdznamy a Studijni data a tudaje”
zUstane zdvazny i v ptipadé zaniku platnosti ¢i
vyprseni platnosti této Smlouvy.

1.4. Povinnosti Zkousejiciho

Zkousejici je odpovédny za provedeni Studie u
Poskytovatele a za dohled nad vSemi fyzickymi
¢i  prdvnickymi 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 zkouSejictho. IQVIA nebo
Zadavatel zajisti, Ze budou opatifena veSkera
pozadovana kontrolni schvéleni od ptisluSnych
regulatornich ufadii a EK. Pfed zahdjenim
Studie je ZkouSejici se zavazuje, Ze pied
zahdjenim Studie zajisti, Ze byly ziskdny
veSkeré souhlasy a povoleni pfisluSnych
regulatornich dfadi a EK a 7Ze byly
zkontrolovany vSechny CRF tak, aby byla
zajiSténa jejich presnost a tplnost.

Pokud Zkousejici a Poskytovatel 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 piislusnych
povinnosti a funkci souvisejicich se Studii
zpusobilé, a zavést postupy zarucujici integritu
povinnosti a funkci provadénych v souvislosti
se Studif a veskerych generovanych ddaji.

Zkousejici souhlasi, Ze poskytne pisemné
prohldSeni vztahujici se k potencidlnim
zajmum ZkouSejictho ekonomické ¢i jiné
povahy, ¢i odhali jiné zajmy, je-li jich, a to v
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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 such
approval or disapproval, as the case may be,
shall be given promptly.

1.5. Adverse Events

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

Sponsor will promptly report to the Site, the
Site’s EC, 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 EC approval to continue the Study.

1.6. Use and Return of Investigational
Product and Equipment

Sponsor or a duly authorized agent of
Sponsor, shall supply Institution or
Investigator with sufficient amount of

souvislosti s provddénim této Studie ¢i ve
vztahu k Hodnocenému léCivu.

Zkousejici souhlasi, Ze poskytne pisemné

prohldseni, jezZ bude odhalovat =zavazky
Zkousejictho, jsou-li néjaké, a to vaci

Poskytovateli ve vztahu a v souvislosti s
provadénim Studie a Hodnocenym Ié¢ivem.

Misto  provadéni  klinického  hodnoceni
souhlasi, Ze zaSle pfedem promptni ozndmeni
Zadavateli a IQVIA v piipad¢, Ze ZkouSejici
ukon¢i pracovni pomér u Poskytovatele c¢i
nebude-li ZkouSejici z jakéhokoli jiného
divodu schopen provadét Studii. Ustanoveni
nového  ZkouSejictho  bude  podléhat
pfedchozimu schvéleni Zadavatele a IQVIA,
ktefi promptné¢ ud€li souhlas ¢i nesouhlas.

1.5. Nezadouci piihody

ZkouSejici ozndmi nezddouci piihody a
zavazné nezddouci pithody v souladu s
pozadavky Protokolu a pfisluSnymi pravnimi
predpisy a nafizenimi. ZkouSejici se zavazuje,
Zze bude spolupracovat se Zadavatelem
v souvislosti s jeho usilim vynaloZzeném v
ramci kontrolniho procesu ve vztahu k jakékoli
nezddouci pfthodé€. Misto provadéni klinického

hodnoceni bude jednat v souladu s
oznamovacimi povinnostmi vyZadovanymi
jeho LEK.

Zadavatel bez zbyte¢ného odkladu vyrozumi
Misto vykonu klinického hodnoceni, EK a
IQVIA ohledné jakéhokoli zjisténi, jez je
zpusobilé ovlivnit bezpe€nost ucastnikli ¢i
jejich vili a ochotu pokracovat v tucasti ve
Studii, mit vliv na provadéni Studie ¢i zménit
vydané souhlasné stanovisko EK vztahujici se
k pokracovani ve Studii.

1.6. PouzZiti a vraceni Hodnoceného 1€Civa a

Vybaveni

Zadavatel, ¢i jeho fadné opravnény zdstupce,
dodd Poskytovateli ¢i Zkousejicimu dostate¢né
mnoZstvi Hodnoceného 1éciva dle podminek
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Investigational Product as described in the
Protocol. The Investigational Product shall
be supplied to the pharmacy No. 20 of the
Institution, always duly packed in packaging
designated for the Investigational Product
and labelled in compliance with Article 66 of
Regulation (EU) No 536/2014 of the
European Parliament and of the Council on
clinical trials on medicinal products for
human use. Sponsor shall make every effort
to ensure that delivery is done from Monday
to Friday between 7 AM and 2 PM.

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

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

It is the responsibility of Sponsor to accept
empty packaging from courier shipments and
to order transport and ensure that a shipping
label is sent either with the shipment or to the
responsible pharmacist in email
correspondence. The responsible pharmacist
will arrange for the label to be affixed to the
empty packaging and handed over to the
courier.

Institution and Investigator shall comply with
all laws and regulations governing the

popsanych v Protokolu. Hodnoceny piipravek
bude doddn bezplatné do nemocni¢ni 1ékarny
¢. 20 Poskytovatele vzdy v fadn€ zabalenych
obalech a oznaceny v souladu s ustanovenim
¢l. 66 natizeni Evropského parlamentu a Rady
¢. 536/2014, o klinickych hodnocenich
huménnich 1€Civych pfipravk. Zadavatel
vynaloZzi veskeré usili, aby zajistil doruceni
v Po-Pé od 7.00 h do 14.00 h.

Misto provadéni klinického hodnoceni bude
pouzivat Hodnocené 1léCivo a jakykoli
komparacni produkt poskytnuty v souvislosti
se Studii vyhradn¢ pro ucely fadného
dokonfeni Studie a bude uchovdavat
Hodnocené 1é¢ivo dle pokyni Zadavatele a v
souladu s pfisluSnymi pravnimi piedpisy,
nafizenimi a pravidly, vcetné¢ povinnosti
skladovat Hodnocené 1é¢ivo v uzamceném a
zabezpeCeném prostoru, a to po celou
pfedmétnou dobu.

V névaznosti na dokonceni ¢i ukonceni Studie,
Misto provadéni klinického hodnoceni vrati ¢i
zlikviduje, a to pln¢ dle volby Zadavatele,
Hodnocené 1é¢ivo, komparacni produkty a
materidly, jakoZ i veSkeré Dlvérné informace
(ve smyslu nize uvedené definice) plné a
vyluéné na ndklady Zadavatele.

Za prevzeti prazdnych oball od zésilek
kuryrem je odpovédny Zadavatel, ktery
objedna dopravu a zajisti zaslani prepravniho
Stitku bud’ se zdsilkou, nebo odpovédnému
farmaceutovi do mailové Kkorespondence.
Odpovédny farmaceut zajisti nalepeni Stitku na
prazdny obal a predani kuryrovi.

Poskytovatel a ZkouSejici se zavazuji, Ze
budou jednat v souladu s veSkerymi pravnimi
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disposition or destruction of Investigational
Product and any instructions from IQVIA
that are not inconsistent with such laws and
regulations.

If the Sponsor provides the Institution and/or
Investigator with any other equipment
(“Equipment”) for use in connection with
performance of services in the Study, the
Institution and/or Investigator will document
the Equipment in the “Equipment Loaned
Log” of the ISF and comply with the terms
and conditions set forth in Attachment A..

A separate loan agreement will be concluded
if any medical device is provided. The Site
shall return any equipment or materials
provided by Sponsor for use in the Study
unless Sponsor and Institution have a written
agreement for Institution to acquire the
equipment.

1.7. Key Enrollment Date

The Site understands and agrees that if Site
has not enrolled at least one (1) Study Subject
by the Key Enrollment Date then IQVIA
or/and Sponsor may terminate this
Agreement in accordance with Section 15
“Term & Termination” Sponsor/IQVIA has
the right to limit enrollment at any time.

2.PAYMENT

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

pfedpisy, nafizenimi a pravidly upravujicimi
nakladdni s Hodnocenym lé¢ivem ¢i likvidaci
Hodnoceného 1é¢iva a jakymikoli instrukcemi
a pokyny poskytnutymi IQVIA, jez nejsou v
rozporu s takovymi prdvnimi pfepisy,
nafizenimi a pravidly.

Pokud Zadavatel poskytne Poskytovateli
a/nebo Zkousejicimu jakékoli jiné vybaveni
(,Vybaveni)  k pouZziti v souvislosti s
poskytovanim sluzeb ve Studii, Poskytovatel
a/nebo  ZkouSejici zaznamend Vybaveni
v ,,Protokolu zaptjéeného vybaveni Slozky
zkousejiciho v centru klinického hodnoceni
(ISF) abude dodrzovat podminky uvedené
v Priloze A.

Pokud budou poskytnuty  jakékoliv
zdravotnické prostiedky, bude uzaviena
separatni smlouva o vypujéce. Misto provadéni
klinického hodnoceni vrati jakékoli vyptjcené
vybaveni ¢i materidly poskytnuté Zadavatelem
pro jejich pouziti ve Studii, nebude-li uzaviena
pisemnd smlouva mezi Zadavatelem a
Poskytovatelem, na  jejimz zéakladé
Poskytovatel nabude vlastnictvi k takovému
vybaveni.

1.7. Kli¢ové datum zafazeni

Misto provadéni klinického hodnoceni je
srozuméno a souhlasi, Ze v piipadé€, Ze Misto
provadéni klinického hodnoceni nezaradi
alespoii jeden (1) Subjekt studie ke Klicovému
datu zarazeni, pak IQVIA a/nebo Zadavatel
budou opravnéni ukoncit tuto Smlouvu v
souladu s Cliankem 15 “Platnost & Ukoné&eni
platnosti”. Zadavatel /IQVIA jsou oprdavnéni
omezit zafazeni Subjektl studie, a to
v kterykoli ¢asovy okamzZik.

2. PLATBY

V souvislosti s faddnym plnénim Studie Mistem
provadeéni klinického hodnoceni, a to v souladu s
podminkami a ustanovenimi této Smlouvy,
budou poskytovany platby dle podminek a
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the provisions set forth in Attachment A,
with the last payment being made after the
Site completes all its obligations hereunder,
and IQVIA has received all properly
completed CRFs and, if IQVIA requests, all
other Confidential Information (as defined
below). The estimated value of financial
payment under this Agreement shall be
approximately CZK 3 318 746.

All payments will be made in favor of the
Institution. Sponsor and IQVIA undertake
not to enter into a separate contract with the
Investigator for this Study

3. CONFIDENTIALITY

3.1 Definition

"Confidential Information" means the
confidential and proprietary information of
Sponsor and includes (i) all information
disclosed by or on behalf of Sponsor to
Institution, Investigator or other Institution
personnel, including without limitation, the
Investigational Product, technical
information relating to the Investigational
Product, all Pre-Existing Intellectual
Property (as defined in Section 4) of Sponsor,
and the Protocol; and (ii) Study enrollment
information, information pertaining to the
status of the Study, communications to and
from regulatory authorities, information
relating to the regulatory status of the
Investigational Product, and Study Data and
Inventions (as defined in Section 4).

ustanoveni definovanych v Piiloze A, pfi¢emz
posledni platba bude uskute¢néna poté, co Misto
provadéni klinického hodnoceni splni a dokon¢i
veSkeré zdvazky, jez mu vyplyvaji z této
Smlouvy, a IQVIA obdrzi veSkeré tadné
vyplnéné CRF a, bude-li tak IQVIA vyZadovat,
veskeré dalsi Divérné informace (ve smyslu nize
uvedené definice). Pfedpoklddand hodnota
finan¢niho plnéni dle této Smlouvy ¢€ini pfiblizné
3318 746 K¢.

Veskeré platby budou uskuteCnény ve
prospéch Poskytovatele. Zadavatel a IQVIA
se zavazuji, Ze neuzaviou se ZkouSejicim
Zadnou separdtni smlouvu na tuto Studii.

3. DUVERNY REZIM

3.1 Definice

"Duvérné informace" budou vyklddany jako
informace divérné a majetkové povahy
ndlezejici  Zadavateli, pficemZ  budou
zahrnovat (1) veSkeré informace, jez byly
Poskytovateli, ZkouSejicimu ¢i kterémukoli
Clenu persondlu Poskytovatele, poskytnuty,
odhaleny, zpiistupnény ¢i sdeleny
Zadavatelem ¢i jeho jménem, zejména véetné
informaci o Hodnoceném 1éCivu, technickych
informaci vztahujicich se k Hodnocenému
1éCivu, veskeré Existujici duSevni vlastnictvi
(ve smyslu definice uvedené v Clianku 4)
Zadavatele, a Protokol; a (ii) informace
vztahujici se k procesu zarazovani do Studie,
informace vztahujici se k aktudlnimu stavu
Studie, komunikace vic¢i a od regulatornich
ufadli, informace vztahujici se k aktudlnimu
stavu Hodnoceného léCiva na regulatorni
urovni a Studijnich dat a ddaji, a déle k
Objevim (ve smyslu definice uvedené v
Clénku 4).
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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

through wrongful acts or omissions
attributable to Investigator, Institution or

any of its personnel;

ii. can be shown by documentation to have
been in the possession of Investigator,
Institution or any of its personnel prior to
disclosure by Sponsor, from sources
other than Sponsor that did not have an
obligation of confidentiality to Sponsor;

iii. can be shown by documentation to have
developed
Investigator, Institution or any of its

been independently

personnel; or

iv is permitted to be disclosed by written

authorization from Sponsor.

3.2 Obligations

Site and Institution’s personnel, including

Study Staff shall not

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

the Study or

i1. 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 disclosing party.

Pojem  Divérné

informace  nezahrnuje

informace, ve vztahu ke kterym:

i.

na zéklad¢ prisluSné dokumentace lze
prokdzat, Ze byly vefejné znamé pied
okamzZzikem ¢i po okamziku jejich
odhaleni, zpfistupnéni ¢i sdéleni ze strany
Zadavatele, aniz by tim doslo k
jakémukoli protiprdivnimu jednani i
opominuti pfi€itatelnému Zkousejicimu,
Poskytovateli €1 jakémukoli jejich
zameéstnanci;

ii. na zdkladé¢ piisluSné dokumentace Ize

1ii.

prokazat, Ze byly v dispozici ZkouSejiciho,
Poskytovatele ¢i jakéhokoli zaméstnance
pfed jejich zvefejnénim, sdélenim ¢i
zpiistupnénim ze strany Zadavatele, a byly
ziskany ze zdroji odliSnych od Zadavatele,
pficemZ tyto nebyly vdzany povinnosti
duvérnosti vuci Zadavateli;

na zdkladé piisluSné dokumentace lze
prokdzat, Ze byly vyvinuty nezavisle
ZkousSejicim, Poskytovatelem ¢i jakymkoli
jejich zaméstnancem; nebo

1v. jejich odhaleni, zpfistupnéni ¢i sd€leni Ize

3.2

Misto provadéni klinického hodnoceni a
zam¢stnanci  Poskytovatele, a to vcetné
Studijniho personélu, nebudou

L.

provést na zdklad¢ pisemného svoleni
Zadavatele.

Povinnosti

vyuzivat Dlvérné informace pro jakykoli
Jiny ucel, nezli je provadéni Studie, nebo

ii. odhalovat, zpfistupniovat ¢i sd€lovat

Diivérné informace jakékoli tfeti stran€,

s vyjimkou opravnéni povoleného v

tomto Clanku 3. nebo Cldnku 5 “Prdva na
299

zvetejnéni”’, nebo povinnosti uloZené
zdkonem ¢i jakymkoli regulatornim
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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;

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

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.

ufadem nebo na zdkladé pisemného
svoleni odhalujici strany.

Za ucelem ochrany Duvérnych informaci,
Poskytovatel souhlasi, Ze:

i. omezi distribuci Duvérnych informaci
pouze vuci tém Clenim  Studijniho
persondlu, ktefi takové skuteCnosti
potiebuji znat v souvislosti s provadénim
Studie;

ii. bude informovat vSechny ¢leny Studijniho
persondlu, kterym budou Divérné
informace odhaleny, zpfistupnény ¢i
sdéleny, o davérné povaze takovych
informaci; a

iii. pfijme nezbytnd opatieni za tucelem
ochrany Diivérnych informaci pted jejich
odhalenim ¢i zpfistupnénim.

Zadné ze shora wuvedenych ustanoveni
neomezuje oprdvnéni Mista  provadéni
klinického hodnoceni odhalit, zpfistupnit,

zvefejnit ¢i sdelit Studijni data a udaje v
povoleném rozsahu v souladu s dpravou
uvedenou v Clanku 5 “Prdva na zvetejnéni”.

3.3 Zakonem ulozené odhaleni

V ptipadé¢, Ze Poskytovatel ¢i Zkousejici obdrzi
oznameni Ci vyzvu od tfeti strany, ktera bude
pozadovat odhaleni, sdéleni ¢i zpfistupnéni
jakékoli Divérné informace, piijemce takové
vyzvy  Zadavateli  takovou  skuteCnost
neprodlené¢ oznami, aby mél Zadavatel
moznost uplatnit pfedbéZné/ochranné opatieni
¢1 jakykoli jiny vhodny ochranny ¢i napravny
prosttedek. 'V pfipadé¢, Ze  takové
predbézné/ochranné opatfeni ¢i jiny vhodny
ochranny ¢i ndpravny prostiedek neni vydan ¢i
dosaZzen, ptijemce vyzvy poskytne pouze
takovou ¢ast Duvérnych informaci, a to v
rozsahu, v jakém je jejich odhaleni, sd€leni ¢i
zptistupnéni poZzadovdno, pficemZz bude
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Notwithstanding the foregoing,
Institution, Sponsor and IQVIA hereby
acknowledge that this Agreement shall be
published pursuant to Act no. 340/2015
Sb., 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, 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. After the execution hereof, the
Institution requires to be provided with
the agreed final version of the Agreement
with highlighted sections considered as
trade secrets by Sponsor pursuant to
Section 504 of Act No. 89/2012 Coll., the
Civil Code. These information are not
typically available to the public or in
relevant business circles and are
competitively significant for the Sponsor.
The disclosure of such personal data and
trade secrets could therefore harm the
interests of the Sponsor. The Institution
will obtain prior approval from Sponsor
before further redacting the final version
of the Agreement. The Institution is
obliged to publish this Agreement in
accordance with the article herein above.
The Institution will inform IQVIA of
publishing the Agreement in the
Agreements Register by sending a

vyZadovat uplatiiovdni divérného reZimu ve
vztahu k t€émto Divérnym informacim.

Bez ohledu na vySe uvedené,
Poskytovatel, Zadavatel a IQVIA timto
berou na védomi, Ze tato smlouva bude
uvefejnéna v souladu se zak. ¢. 340/2015,
o registru smluv. Za uvefejnéni dle
pfedchozi véty odpovidd Poskytovatel.
Takovémuto uvetejnéni nepodléhaji ty
udaje, které tvoii obchodni tajemstvi
ncékteré ze smluvnich stran. Dle této
Smlouvy se obchodnim tajemstvim
rozumi zejména Pfiloha A - Rozpocet a
platebni piehled, minimélni cilovy podcet
zafazeni, ocekdvany zafazeny pocet
subjektl a ocekdvand délka trvani Studie.
Déle nebudou takovémuto uvetejnéni
podléhat osobni udaje fyzickych osob,
ledaZe jsou jiZ uvetejnény v jiném veiejné
piistupném registru. Poskytovatel
vyzaduje pred podpisem smlouvy zaslat
odsouhlasenou findlni verzi smlouvy ve
strojové€ Citelném formdatu s podbarvenym
textem, ktery Zadavatel povazuje za
obchodni tajemstvi dle ust. § 504 zdkona
¢. 89/2012 Sb., obcanského zakoniku.
Tyto informace jsou béZn€ nedostupné
vefejné¢ C¢i v prisluSnych obchodnich
kruzich a pro Zadavatele konkurencné
vyznamné. Uvetejnéni takovych osobnich
udajti a obchodnich tajemstvi by tak mohlo
poskodit zdjmy Zadavatele. Poskytovatel
je povinen ziskat souhlas Zadavatele
prostiednictvim IQVIA pfed tim, neZ bude
konecnou verzi Smlouvy dale ménit nad
rdmec podbarveného textu ze strany
Zadavatele. Za uvefejnéni smlouvy dle
ptedchoziho odstavce odpovida
Poskytovatel.  Poskytovatel  vyrozumi
IQVIA o uvefejnéni smlouvy v registru
smluv tak, Ze zaSle potvrzovaci email na:
I \cni-li smlouva
Poskytovatelem uvefejnéna ve lhiteé 5
pracovnich dni od data posledniho
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confirmation of public the following
email address:_
Should the Institution fail to publish this
Agreement within 5 working days from
the last signature date, it may be
published by the Sponsor or IQVIA.

The Parties agree that the initiation visit shall
not occur until the final Agreement has been
published in the Agreements Register and
until then neither Sponsor nor IQVIA shall
supply any Investigational Product to the
institutional pharmacy.

3.4 Return or Destruction

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

3.5 Survival

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

. INTELLECTUAL PROPERTY

4.1 Pre-existing Intellectual Property

Ownership of inventions, discoveries, works
of authorship and other developments
existing as of the Effective Date and all
patents, copyrights, trade secret rights and
other intellectual property rights therein
(collectively, “Pre-existing Intellectual
Property”), is not affected by this
Agreement, and no Party or Sponsor shall
have any claims to or rights in any Pre-
existing Intellectual Property of another,
except as may be otherwise expressly

podpisu, jsou k jejimu uvefejnéni
opravnéni IQVIA ¢i Zadavatel.

navstévé do okamZziku uvetejnéni konecného
dokumentu v registru smluv, pfi¢emZ nebude
ze strany Zadavatele ¢ IQVIA pred

uveiejnénim smlouvy doddno zadné hodnocené
1é¢ivo do nemocnicni 1ékédrny.

3.4 Vraceni ¢i likvidace

V ndvaznosti na ukoneni platnosti této
zaklad¢ pisemného pozadavku Zadavatele,
Misto  provadéni klinického hodnoceni
Zadavateli vrati, piipadné dle pozadavku
Zadavatele zlikviduje, veSkeré Duvérné
informace, odlisné od Studijnich dat a udajt.

3.5 Pretrvavajici platnost

Tento Cldnek 3 “Duvérny reZim” zlstane v
platnosti i v pfipadé ukonceni platnosti ¢i pfi
vyprSeni platnosti této Smlouvy, a to po dobu
deseti (10) let.

4. DUSEVNI VLASTNICTVI

4.1 Existujici duSevni vlastnictvi

Vlastnictvi ~ vSech  objevli,  vyndlezl,
autorskych dél a jinych vysledkii duSevni
¢innosti, jez existuji k Datu ucinnosti, a dale
veSkeré patenty, autorskd prdva, obchodni
tajemstvi a dal$i prava k objektim duSevniho
vlastnictvi, s timto souvisejici (spolecn¢ déle
jen, “Existujici duSevni vlastnictvi’), neni
jakkoli dotCeno touto Smlouvou, a jakdkoli
Strana ¢i Zadavatel nemaji ndroky vici ¢i
priva k jakémukoli predmétu Existujiciho
dusevniho vlastnictvi jiného, neni-li tak
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provided in any other written agreement
between them.

4.2 Inventions

For purposes hereof, the term
“Inventions” means all inventions,
discoveries and developments conceived,
first reduced to practice or otherwise
discovered or developed by a Party or
Sponsor or any of such entity’s personnel
in performance of the Study. Sponsor
shall 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.

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.

vyslovné pisemné¢ ujedndno v jakékoli
pisemné dohod€ mezi Stranami uzaviené.

4.2. Objevy

Pojem “Objevy* znamend pro ucely této
Smlouvy veSkeré objevy, vyndlezy a
pfedméty vyvoje, jez byly vyvinuty,
uvedeny poprvé do praxe i jakkoli jinak
vynalezeny ¢i  rozvinuty Stranou i
Zadavatelem nebo jakymkoli
zam¢stnancem ¢ Clenem  persondlu
takového subjektu pfi provadéni Studie.
Zadavatel bude vlastnikem veSkerych
Objevll, jez budou vyvinuty, uvedeny
poprvé do praxe i jakkoli jinak vynalezeny
¢1 rozvinuty Poskytovatelem, ZkouSejicim
¢i jakymkoli jejich zaméstnancem C¢i
Clenem  persondlu v souvislosti s
provadénim Studie.

4.3. Pievod prav k Objevam

Poskytovatel se zavazuje, Ze odhali,
zpiistupni ¢i sdé€li a déle zajisti, Ze jeji
zaméstnanci odhali, zpfistupni ¢1 sdéli
veSkeré Objevy, a to neprodlené¢ a plné
Zadavateli v pisemné formé&, a
Poskytovatel, jménem svym a jménem a v
zastoupeni svych zaméstnanct, pievede na
Zadavatele veSkerd sva prava, ndroky a
zajmy k Objeviim, vcetné vSech patentd,
autorskych dél a jinych prav duSevniho
vlastnictvi k tomuto se vztahujicim, jakoZ 1
veSkera prava procesni povahy a ndroky na
ndhrady Skod a uZitky, jez jiz vznikly v
diisledku minulého ¢i souc¢asného poruseni
shora uvedenych prav. Poskytovatel se
zavazuje, ze bude ndleZit€ spolupracovat a
poskytne  Zadavateli  soucinnost  pfi
vyhotoveni a uzavieni, a zajisti, Ze jeji
zamestnanci vyhotovi a uzaviou, veSkeré
dokumenty divodné Zadavatelem
pozadované za tcelem ochrany a zajiSténi
vlastnickych prav Zadavatele k Objevim.
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4.4. License

Sponsor hereby grants to Institution a
perpetual, non-exclusive, non-
transferable, paid-up license, without
right to sublicense, to use Inventions,
subject to the obligations set forth in
Section Confidentiality, for internal, non-
commercial research and for educational
purposes.

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.

5. PUBLICATION RIGHTS

5.1Publication and Disclosure

4.4. Licen¢ni opravnéni

Zadavatel timto udé€luje Poskytovateli
trvalé, nevyhradni, nepfevoditelné, jiz
hrazené licen¢ni oprdvnéni, bez prava
udéleni sublicence k pouZziti Objevil, a to v
souladu s povinnostmi uloZzenymi v Clanku
“Davérny rezim”, pro vnitini ucely,
vyzkum nekomercéniho charakteru a pro
edukativni ucely.

4.5. Patentové rizeni

Misto provadéni klinického hodnoceni se
zavazuje, Ze bude spolupracovat a poskytne
soucinnost, a to v ndvaznosti na vyzvu
Zadavatele a na jeho ndklady a s jeho
ucasti, v souvislosti s pfipravou, podanim,
vedenim patentového fizeni a udrZovanim
veskerych patentovych piihldsek a patentl
pro veskeré Objevy.

4.6. Pretrvavajici platnost

Tento Clanek 4 “DuSevni vlastnictvi”
zUstane v platnosti i v piipadé¢ ukonceni
platnosti €1 pii vyprSeni platnosti této
Smlouvy.

5. PRAVA NA ZVEREJNENI

5.1. Publikovani a zpristupnéni
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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 or
presentation for an additional period agreed
upon in good faith by the Parties, however
no longer than eighteen (18) months after the
filing of the patent application covering the
respective Invention.
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Poskytovatel a ZkouSejici budou opravnéni
publikovat a prezentovat vysledky ¢innosti
Poskytovatele a ZkouSejictho, jenz je
provadénd na zakladé této Smlouvy, a to
véetn€ Studijnich dat a ddajd, vylucéné v
souladu s pozadavky stanovenymi v tomto
Clanku. Poskytovatel a  ZkouSejici
souhlasi, Ze Zadavateli pfedloZzi jakoukoli
navrhovanou publikaci a prezentaci pro
ucely jejich kontroly ve lhuté alespont
Sedesati  (60) dnt  pied predloZenim
jakékoli takové publikace ptisluSnému
vydavateli ¢i pted jejich navrhovanou
prezentaci. Ve lhité Sedesati (60) dnti od
jejich prijeti, se Zadavatel pisemné vyjadii
Poskytovateli a/nebo ZkouSejicimu, vzdy
dle podminek konkrétniho ptipadu, ve
vztahu k jakékoli informaci obsazené v
takovych materidlech, jez piedstavuje
Davérnou  informaci  (odliSnou  od
Studijnich dat a ddajii) nebo jez muze
pfedstavovat prekdZzku moznosti dosazeni
patentové ochrany pfisluSného Objevu.
Zadavatel bude opravnén pozadovat vuci
Poskytovateli a/nebo Zkousejicimu vzdy
dle podminek konkrétniho pfipadu,
odstranéni definovanych informaci
oznacenych jako Diivérné informace (jez
jsou odlisné od Studijnich dat a udaj)
a/nebo pozadovat odlozeni navrhované
publikace ¢i prezentace po dobu, na niz se
Strany spolecné dohodnou, avSak nejdéle
na osmndct (18) meésici po predloZeni
patentové ptihlasky k piislusnému Objevu.
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5.2. Multi-Center Publications

If the Study is a multi-center study,
Institution and Investigator agree that
they shall not, without the Sponsor’s prior
written consent, independently publish,
present or otherwise disclose any 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 that is not
published, presented or otherwise
disclosed in accordance with Section 5.1
or Section 5.2 (“Unpublished Data”)
remains within the definition of
Confidential Information, and Institution
and Investigator shall not, and shall
require their personnel not to, disclose
Unpublished Data to any third party or
disclose any Study Data to any third party
in greater detail than the same may be
disclosed in any publications,
presentations or disclosures made in

5.2. Multicentrické publikovani

Je-li tato Studie multicentrickou studii,
Poskytovatel a ZkouSejici timto souhlasi,
ze bez ptfedchoziho pisemného souhlasu
Zadavatele nebudou nezdvisle publikovat,
prezentovat ¢i jakkoli jinak odhalovat,
zvefejiiovat, sdclovat ¢i zpfistupnovat
jakékoli  vysledky nebo informace
vztahujici se k ¢innostem Poskytovatele a
Zkousejictho, jez jsou provddény na
zakladé této Smlouvy, a to azZ do doby, nez
dojde ke =zvefejnéni multicentrické
publikace; to vSak za podminky, Ze
nedojde-1i k multicentrickému zvetejnéni
nejpozdéji do osmndcti (18) mésicit od
okamZiku dokonceni Studie a uzavieni
databdze ve vSech vyzkumnych centrech ¢i
k jakémukoli dffvéjSimu ukonceni platnosti
¢1  pfedCasnému  ukonceni  Studie,
Poskytovatel a Zkousejici budou opravnéni
publikovat a prezentovat vysledky ¢innosti
Poskytovatele a ZkouSejiciho, jez je
provadéna na zdklad¢ této Smlouvy, a to
véetn¢ Studijnich dat a tdajt, vyhradné v
souladu s podminkami stanovenymi v
odstavci 5.3 “Duvérnost nepublikovanych
udaju”.

5.3. Davérnost nepublikovanych udaju

Poskytovatel a ZkouSejici timto berou na
védomi a souhlasi, Ze Studijni data a tdaje,
jez nebyly publikovany, prezentovany c¢i
jakkoli  jinak odhaleny, =zvefejnény,
zptistupnény ¢i sd€leny na zakladé€ upravy
stanovené v odstavei 5.1 nebo 5.2
(“Nepublikované udaje”), zlstanou
zahrnuty do rdmce definice Duvérnych
informaci, a Poskytovatel a ZkouSejici se
zavazuji, Ze neodhali, nezvefejni,
nezpiistupni ¢i nesd€li a zavaZou své
zaméstnance ve shodném rozsahu v této
souvislosti, jakékoli Nepublikované udaje
jakékoli treti strané ¢i nezvefejni jakdkoli
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accordance with Section 5.1 or Section

5.2

5.4. Media Contacts

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

section.

5.5. Use of Name, Registry and Reporting

No Party hereto shall use any other
Party’s name, or Sponsor’s name, in
connection with any  advertising,
publication or promotion without prior
written permission, except that the
Sponsor and IQVIA may use the Site’s

name 1in Study publications

communications, 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.

Studijni data ¢i idaje jakékoli treti strang, a
to v rozsahu vétSim, nezli v jakém mohou
byt odhaleny, zvetejnény, zpftistupnény ¢i
sdéleny v jakékoli publikaci, prezentaci ¢i
jiném odhaleni na zdkladé¢ odstavce 5.1
nebo 5.2.

5.4. Kontakty s médii

Poskytovatel a ZkouSejici nebudou, a
zajisti, Ze zaméstnanci Poskytovatele
nebudou, poskytovat jakékoli rozhovory ¢i
jiné formy kontaktl s médii, zejména
véetné vydavatelstvi novin, provozovateli
radiového vysiléni, provozovateli
televizntho  vysildni a  spole¢nostmi
plsobicimi na Internetu, a to v souvislosti
se Studii, Hodnocenym 1éCivem, Objevy
nebo Studijnimi daty a udaji bez
pfedchoziho pisemného svoleni
Zadavatele. Toto ustanoveni nebréani
moznosti  publikovat ¢ prezentovat
Studijni data a udaje v souladu s timto
Clankem.

5.5. Pouziti ndzvu ¢i jména, registrace a
oznamovani

Z4dn4 strana této Smlouvy neni opravnéna
pouZzit jména ¢i ndzvu jiné Strany, ndzvu
Zadavatele, a to v souvislosti s jakoukoli
reklamni  Cinnosti, k publikaénim ¢i
marketingovym tucelim bez ptedchoziho
pisemného svoleni, s vyjimkou piipada,
kdy Zadavatel a IQVIA budou opravnéni
pouZzit ndzvu Mista provddéni klinického
hodnoceni v souvislosti s publikacemi
tykajicimi se Studie a v rdimci komunikace,
véetn€ webovych strdnek vénovanych
klinickym hodnocenim a pro ucely
newslettert vyddvanych v souvislosti se
Studii. Zadavatel bude Studii registrovat
v souladu s pfisluSnymi pravnimi piedpisy
a nafizenimi a bude oznamovat vysledky
Studie vetejné€ tehdy a v rozsahu uloZeném
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5.6. Survival

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

6. PERSONAL DATA

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

privacy or

data protection legislation.

General Data Protection Regulation (EU)
2016/679 (“GDPR”) and Act No. 110/2019
Coll., on Personal Data Processing.

In the scope of the Study, the Parties agree on
the list of processing activities and their

respective

roles, as controller and/or

processor as specified below:

A) Sponsor, as Data Controller:

a.

process Institution’s Staff, their relevant
vendor’s and sub-contractor’s data, for
the purpose of management and control
of Study, their evaluation, audit,
supervision, to ensure their legal,
regulatory and administrative
compliance, to ensure appropriate
training and information of involved
individuals;

process pseudonymised Study Subject’s
data for the purpose of performing the
Study-related research as described in the
Protocol and Informed Consent Form,
perform further scientific research and

piisluSnymi
nafizenimi.

pravnimi  pfedpisy a

5.6. Pretrvavajici platnost

Tento Clinek 5 “Priva na zvefejnéni”
zustane v platnosti i v piipadé ukonceni
platnosti ¢i pfi vyprSeni platnosti této
Smlouvy.

6. OSOBNI UDAJE

b. zpracovavat

Misto provadéni klinického hodnoceni a
IQVIA se zavazuji dodrzovat veSkeré
piislusné pravni pfedpisy o soukromi udaju a
ochrané¢ uddaji pifi zpracovdvdni osobnich
udaji tak, jak jsou definovany v téchto
pfislusnych pravnich ptfedpisech o soukromi
udaji a ochrané¢ udaji, zejména Obecného
nafizeni (EU) 2016/679 o ochran¢ osobnich
udaju (,,GDPR") a zdkona ¢. 110/2019 Sb.,
o zpracovani osobnich udaju.

V ramci této Studie se Strany dohodly na
seznamu zpracovatelskych cinnosti a jejich
pfislusnych  rolich jako spriavce a/Ci
zpracovatele tak, jak je uvedeno nize:

A) Zadavatel bude jako spravce tudaju:

a. zpracovavat udaje zamestnancu
Poskytovatele, pfipadnych dodavatelt
a subdodavatelll, za ticelem spravy a fizeni
Studie, hodnoceni, kontroly, dohledu,
zajiSténi souladu se soukromoprdvnimi,
vefejnoprdvnimi 1 spridvnimi predpisy a
zajisténi néleZitého Skoleni a
informovanosti zucastnénych osob;

pseudonymizované udaje
Subjektu studie za ucelem provadéni
vyzkumu souvisejiciho se Studii, jak je
popsano v  Protokolu a Formulafi
pisemného  informovaného  souhlasu,
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share data with other researchers in
compliance with applicable legislation;
and

c. process Study Subject data for the
purpose of source data verification in the
scope of on-Site monitoring visits.

B) Sponsor may delegate partially or
entirely any of the processing activities
described in the above section A to vendors
and sub-contractors.

C) Institution, as Data Processor:

a. process Sponsor Staff, vendor’s and
sub-contractor’s data, for the purpose of
the execution of this Agreement,
performance of activities as allocated,
legal, regulatory and administrative
compliance as specifically required by
Sponsor as Data Controller;

b. process pseudonymous Study Subject’s
data for the purpose of performing the
Study-related research as described in
the Protocol and Informed Consent
Form and specifically required by
SPONSOR as Data Controller.

D) Institution, as Data Controller:

a. process the (non-pseudonymised)
Study’s data for the purposes of patient
care (e.g. by storing the data in the
medical files), in accordance with all
applicable laws and regulations.

In the scope of this Agreement, the Parties
agree to limit the data collection to what is
needed for achieving purposes referred at
this Section.

C.

provadéni dalSich védeckych vyzkumil a
sdileni tdaji s dalSimi vyzkumnymi
pracovniky v souladu s platnymi pravnimi
predpisy; a

zpracovat udaje Subjektu studie za ticelem
ovéfeni zdrojovych dat v rdmci ndvstév v
Misté provadéni klinického hodnoceni.

B)Zadavatel miize castené nebo tplné

delegovat jakoukoli

ze zpracovatelskych

¢innosti popsanych ve vySe uvedené Casti A
na dodavatele a subdodavatele.

C) Poskytovatel bude jako zpracovatel ddaji:

a. zpracovavat

. Zpracovavat

udaje zaméstnancl
Zadavatele, dodavateld a subdodavatelu
za ucelem plnéni této Smlouvy, provadéni
pridélenych ¢innosti, dodrZzovéni
soukromoprdvnich, vefejnopravnich 1
spravnich pfedpist tak, jak to vyslovné
pozaduje Zadavatel jako spravce udaji;

pseudonymizované udaje
Subjektu studie za ucelem provadéni
vyzkumu souvisejiciho se Studii, jak je
popsano v Protokolu a Formulafi
pisemného informovaného souhlasu tak,
jak to vyslovné poZaduje Zadavatel jako
spravce udaji.

D) Poskytovatel bude jako spravce udaji:

zpracovavat (nepseudonymizované) tdaje
v ramci Studie pro uUcely pacientské péce
(napf. ukladani udaji do zdravotnickych
zaznamil) v souladu se v§emi piisluSnymi
zékony a pfedpisy.

V ramci této Smlouvy se Strany dohodly
omezit shromazd'ovani Udaji na to, co je
nezbytné pro dosaZeni ucelt uvedenych v této
casti.
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It is acknowledged that where the Sponsor
and Institution act as Data Controllers
above, they act as independent Data
Controllers.

During the term of this Agreement, Sponsor
and Site may collect, share, process or use
certain Personal Data.

7. STUDY SUBJECT INJURY, 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.

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

Sponsor shall reimburse Institution for
the direct, reasonable and necessary
medical expenses incurred by Institution
for the treatment of any adverse event
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, except to
the extent that such adverse event, illness
or personal injury is caused by:

a) failure by Institution, Investigator
or any of their respective
personnel to comply with this
Agreement, the Protocol, any

Strany berou na védomi, Ze pokud dle vyse
uvedeného Zadavatel a Poskytovatel jednaji
jako spravci udajui, jednaji jako nezavisli
spravci udaju.

Béhem platnosti této Smlouvy mohou
Zadavatel aMisto provadéni klinického
hodnoceni shromazd'ovat, sdilet, zpracovavat
nebo pouzivat urcité Osobni udaje.

7. POSKOZENI ZDRAViI SUBJEKTU STUDIE,
POJISTENI A ODSKODNENI

Zadavatel prohlasuje a potvrzuje, Ze v
souladu s ust. § 58 odst. 2, zakona ¢.
378/2007 Sb., o léCivech, v platném znéni,
zajisti pojiSténi klinického hodnoceni.

Misto provadéni klinického hodnoceni je
povinno bez zbytecného odkladu pisemné
vyrozumét IQVIA a Zadavatele o
jakémkoli naroku vztahujicimu se k
onemocnéni ¢i Ujm¢ na zdravi, k nimz
skutecné ¢i udajné¢ doSlo v souvislosti s
nezadouci reakci na Hodnocené 1éCivo a
zavazuje se plné spolupracovat se
Zadavatelem pfi feSeni nezddouci udélosti.

Zadavatel uhradi Poskytovateli piimé,
pfiméfené a nezbytné zdravotni vydaje,
které vznikly Poskytovateli v souvislosti s
1é€bou jakychkoli nezadoucich udélosti,
nemoci nebo Ujymy na zdravi Subjektu
studie zptisobené 1écbou Subjektu studie v
souladu s Protokolem, s vyjimkou piipadd,
kdy takové nezddouci udalost, nemoc nebo
Ujma na zdravi je zplsobena:

a)  pochybenim Poskytovatele,
ZkouSejictho nebo jakéhokoliv
jejich zamestnance jednat

vsouladu s touto Smlouvou,
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written instructions of Sponsor
concerning the Study, or any
applicable law, regulation or
guidance, including GCPs, issued
by any regulatory authority, or

b) negligence or willful misconduct
by Institution, Investigator or any
of their respective personnel or

c) failure of the Investigator to
provide Study Subject with
reasonable instructions relating to
the requirements of the Study.

The Sponsor’s liability to reimburse the
Institution under this provision for injury to
the extent that a claim for compensation for
injury to health (including death) arising
from the use of the IMP or any performance
or procedure performed on the subject of the
trial in accordance with the requirements of
the Protocol is successfully asserted against
the Institution and the Investigator in a court
of competent jurisdiction by the Study
Subject or other persons entitled to do so
under applicable law, shall not be limited to
the amount payable under any insurance
required to be carried by Sponsor but shall
extend to the full amount of the Institution’s
actual damages in the amount of subject’s
claim or of subject's legal representative's
claim successfully claimed under Czech
legal order.

Protokolem, jakoukoliv pisemnou
instrukci Zadavatele tykajici se
Studie, nebo jakéhokoliv platného
zdkona nebo provadéciho predpisu
nebo postupu, vcetn¢ GCP,
vydaném jakoukoliv regulacni
autoritou, nebo

b) nedbalosti nebo  Umyslnym
nespravnym jednanim
Poskytovatele, ZkouSejicim nebo
jakymkoliv jejich zastupcem

c) porusenim povinnosti
Zkousejiciho poskytnout
Studijnimu  Subjektu  divodné
pokyny tykajici se poZadavki
studie.

Odpovédnost ~ Zadavatele odskodnit
Poskytovatele dle tohoto ustanoveni za
Ujmu v rozsahu, v jakém je vuci
Poskytovateli a  ZkouSejicimu  u
pfislusného soudu subjektem hodnoceni
nebo jinymi k tomu podle platnych
pravnich ptedpisi oprdvnénymi osobami
uspéSné uplatnén zejména narok na
ndhradu djmy na zdravi (vCetné smrti)
vzniklé z divodu pouziti Hodnoceného
1é¢ivého  pripravku nebo jakéhokoli
vykonu nebo postupu vykonaného na
subjektu  hodnoceni dle poZadavki
Protokolu, nebude limitovdna c¢astkou
splatnou  dle  jakéhokoliv  pojiSténi
uzavieného Zadavatelem, ale bude se
vztahovat na celou ¢astku skute¢né Skody
Poskytovatele ve vySi ndroku subjektu
nebo ndroku jeho zdkonného zastupce
uspésné uplatnéného dle ceského pravniho
radu.
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Institution shall not be entitled to such
reimbursement according to the previous
paragraph if:

a)

b)

d)

The injury of subject (including death)
has been caused by willful act,
negligence, wrongful conduct or breach
of any obligation stipulated for the
Institution or the Investigator by legal
guideline or by this Agreement including
all its appendices;

The Institution fails to notify the Sponsor
in writing within thirty (30) working days
of the date the Institution became aware
of the claim for damages having been
made. The notice shall be send by
registered post to the Sponsor.

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

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

This Section 7 subsection “Study Subject

Injury

and Damages” shall survive

termination or expiration of this Agreement.

8.I0VIA DISCLAIMER

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

Narok Poskytovatele na nahradu Skody dle
pfedchoziho ustanoveni nevznika, jestlize:

a) poSkozeni zdravi (v€etné smrti) subjektu

hodnoceni bylo zpiisobeno wmyslnég,
nedbalosti, protipradvnim jedndnim nebo
nesplnénim povinnosti stanovené

Poskytovateli ¢i ZkouSejicimu pravnim
predpisem nebo v této Smlouve, vcetné
vSech jejich pftiloh;

b) Poskytovatel do tficeti (30) pracovnich dnti
ode dne, kdy se dozvédé€l, Ze byl vici nému
uplatnén narok na ndhradu Skody,
neozndmil tuto skuteCnost pisemné
Zadavateli. Oznameni musi byt odesldno
doporucenou postou Zadavateli.

¢) na zadost Zadavatele mu Poskytovatel
neumoznil ucastnit se mimosoudniho
vyjedndvani o vzneseném ndroku nebo
nasledného soudniho fizeni;

d) Poskytovatel uznal vzneseny narok, aniz by
obdrzela predchozi pisemny souhlas
Zadavatele.

Tento Clanek 7 podsekce "Poskozeni zdravi
Subjektu Studie a OdSkodnéni" ziistane v
platnosti po ukonceni nebo uplynuti doby
trvani této Smlouvy.

8. ObDMITNUTI ODPOVEDNOSTI IQVIA

IQVIA timto vyslovné odmitd jakoukoli
odpovédnost v souvislosti s Hodnocenym
1éCivem, vcCetné jakékoliv odpoveédnosti za
jakékoliv ndroky vyplyvajici z okolnosti
zpiisobené nebo domnéle zplsobené
jakymkoliv Studijnim postupem spojenym
s takovym léCivem vyjma rozsahu, v jakém
je takovd  odpovédnost fici
nedbalosti, = dmyslnym  protiprdvnim
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

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.

Neither IQVIA nor Sponsor shall be
responsible to Institution or Investigator
for any lost profits, any lost
opportunities and any damages that are
indirect and not connected with the
Study.

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

10. 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

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

9. NASLEDNA SKODA

Ani IQVIA ani Zadavatel nebudou vuci
Mistu provadéni klinického hodnoceni
odpovédni ve vztahu k jakémukoli uSlému
zisku, ztrit€ obchodnich pfilezitosti, C¢i
jakymkoli souvisejicim Skoddm, ani Misto
provadéni klinického hodnoceni nebude
odpovédné viuci IQVIA nebo Zadavateli ve
vztahu k jakémukoli uSlému zisku, ztraté
obchodnich pfilezitosti, ¢i1 jakymkoli
souvisejicim Skodam.

UGelem 74dného z ustanoveni této
Smlouvy neni vylou¢it nebo omezit
odpovédnost kterékoli ze stran za umrti
nebo Ujmu na zdravi osob zpusobené
nedbalosti dané strany.

Ani IQVIA, ani Zadavatel nebudou vuci
Poskytovateli nebo ZkousSejicimu
odpovédni ve vztahu k jakémukoli uslému
zisku, ztraté obchodnich pftilezitosti nebo
jakymkoli nepfimym  Skoddm, které
nesouvisi se Studii.

Tento Cldnek 9 "Néslednd $koda" zlistane
v platnosti po ukonceni nebo uplynuti doby
trvani této Smlouvy.

10. VYLOUCENI

Misto provadéni klinického hodnoceni
prohlaSuje a potvrzuje, Ze ani Poskytovatel,
ani  ZkouSejici, ani  kterykoli  ze
zaméstnancl, zdstupci Poskytovatele ¢i
jakdkoli jind osoba, kterd se podili na
vykonu Studie u Poskytovatele, nebyla
zbavena piisluSného opravnéni, nebyla ji
uloZena sankce zdkazu vykonu cinnosti
klinickych hodnoceni a déle, Ze kterykoli z
téchto subjektd neni vySetfovan jakoukoli
kontrolni  instituci, kdy vysledkem
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investigation, disqualification,

debarment, or ban occurs.

This Section 10 “Debarment”

survive termination or expiration of this

Agreement.

takového Setfeni Ci fizeni miZe byt ulozeni
sankce zdkazu vykonu ¢innosti ¢i odebrani
opravnéni, a to v kterémkoli state, a Misto
provadéni klinického hodnoceni se dale
zavazuje neprodlen¢ vyrozumét IQVIA v
piipadég, Ze dojde k takovému vySetfovani,
diskvalifikaci, ulozeni sankce zakazu
vykonu ¢innosti nebo k odejmuti opravnéni
k vykonu klinického hodnoceni.

Tento Clinek 10 "Vyloudeni" ziistane v
platnosti po ukonceni nebo uplynuti doby
trvani této Smlouvy.

11. FINANCIAL DISCLOSURE AND CONFLICT 11.FINANCNI INFORMACE A STRET ZAJMU

OF INTEREST

Upon Sponsor’s or IQVIA’s request, Site
agrees that, for each listed or identified
investigator or sub-investigator who is
directly involved in the treatment or
evaluation of Study Subjects,
Investigator shall promptly return to
IQVIA a financial and conflict of interest
disclosure form that has been completed
and signed by such investigator or sub-
investigator, which shall disclose any

applicable interests held by

investigators or sub-investigators or their

spouses or dependent children.

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

Investigator shall ensure that all such
forms are promptly updated as needed to

maintain their accuracy

completeness during the Study and for
one (1) year after Study completion.

Site agrees that the completed forms may
be subject to review by governmental or
regulatory agencies, Sponsor, IQVIA,

Misto provadéni klinického hodnoceni
souhlasi, Ze na zdklad¢ zZadosti Zadavatele
nebo IQVIA ZkouSejici pro kazdého
uvedeného a identifikovaného zkouSejiciho
nebo spoluzkouSejiciho, ktefi se piimo
podili na 1éceni nebo hodnoceni Subjekti
studie neprodlen¢ piedd IQVIA vyplnény a
podepsany formuléf financniho prohlaSeni
a konfliktu zdjma, ktery byl vyplnén a
podepsdn takovym zkouSejicim nebo
spoluzkousejicim, ve kterém tito zkouSejici
¢i spoluzkouSejici pfizndvaji jakékoli
piislusné zajmy, které maji oni sami nebo

jejich manzelé/manzelky ¢i nezaopatiené

déti.

IQVIA je oprdvnén pozdrZet platby,
v piipad€, Ze neobdrZzi vyplnéné formuléie
od kazdého takového zkouSejictho a
spoluzkousejiciho.

ZkousSejici zajisti urychlenou aktualizaci
formuldit dle potfeby, scilem zajistit

jejich presnost a tplnost v pribéhu

realizace Studie a jeden (1) rok po
dokonceni Studie.

Misto provadéni klinického hodnoceni
souhlasi stim, Ze vyplnéné formulafe
mohou kontrolovat statni a regulacni trady,
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and their agents, and the Site consents to

such review.

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

This Section 11 “Financial Disclosure
and Conflict of Interest” shall survive

termination or expiration of
Agreement.

12. ANTI-KICKBACK AND ANTI FRAUD

Institution and Investigator agree that
their judgment with respect to the advice
and care of each Study Subject will not be

affected by the compensation

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,
insurer, or governmental agency for any

Zadavatel, IQVIA ajejich zastupci, a Misto
provadéni klinického hodnoceni
s takovymi kontrolami.

ZkouSejici ddle souhlasi s pfenosem dat o
finanCnim prohlaSeni do zem¢ sidla
Zadavatele a Spojenych statli americkych,
a to 1 kdyby v téchto zemich neplatil nebo
neexistoval natolik vyspély reZim ochrany
dat jako ve vlastni zemi Mista provadéni
klinického hodnoceni, avSak Zadavatel
bude jednat v souladu s regulatornimi
pozadavky.

Tento Clanek 11 "Finanéni informace a
sttet z4jmu" zustane v platnosti po
ukonceni nebo uplynuti doby trvani této

Smlouvy.

12. ZAMEZENI UPLATKARSTVI A PODVODU

Poskytovatel a ZkouSejici souhlasi, Ze

jejich usudek, pokud jde o poradenstvi a

péci o kazdy subjekt hodnoceni, nebude
ovlivnén thradou, kterou obdrzi na zakladé
této Smlouvy, a dale osvédCuji, Ze tato
kompenzace nepifesahuje redlnou trzni
hodnotu sluzeb, které poskytuji a Ze zddné
platby nejsou poskytovany za tuUcelem
pfimét je k ndkupu nebo piredepisovani

jakychkoliv 1€k, zatizeni nebo produkti.

Pokud Zadavatel nebo IQVIA poskytnou

jakékoli produkty nebo predméty pro

pouziti ve Studii zdarma, Poskytovatele a
ZkouSejici souhlasi, Ze nebudou Zadat
tdhradu po Zadném Subjektu studie,
pojistovné nebo stdtnim/sprdvnim tfadu
nebo jakékoli jiné tfeti strané za tyto
zdarma  poskytnuté  produkty  nebo
pfedméty.

Poskytovatel a ZkouSejici souhlasi, Ze
nebudou Zadat dhradu po Zadném Subjektu
Studie, pojiStovné nebo stitnim ufadé za
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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.

Institution and Investigator agree that

they will not:

a) bill any participant, insurer, or
governmental agency for any visits,
services or expenses incurred during
the Study for which they have
received compensation from IQVIA

or Sponsor,

b) charge the patient for being enrolled
on the Study whether directly or
indirectly by imposing or increasing
charges on other items which would
not otherwise have been charged, or
the charges increased, had the
patient not been enrolled on the

Study.
13. ANTI-BRIBERY AND ANTI-CORRUPTION

13.1 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.

jakékoliv navstévy, sluzby nebo vydaje
vzniklé v prubéhu Studie, za které obdrzeli
thradu od IQVIA nebo Zadavatele, nebo
které nejsou soucdsti bézné péce, kterou by
za normdlnich okolnosti poskytli Subjektu
studie a Ze ani Poskytovatel ani ZkouSejici
nebudou poskytovat platbu jinému lékafi
za doporuceni subjektii do Studie.

Poskytovatel a ZkouSejici souhlasi, Ze
nebudou:
a)zadat dhradu po Zadném tucastnikovi,
pojistovné nebo statnim/spravnim
ufadu za jakékoliv navstévy, sluzby
nebo vydaje vzniklé v priibéhu Studie,
za které obdrzeli thradu od IQVIA
nebo Zadavatele
b)zadat dhradu po pacientovi za to, Ze
byl zatfazen do Studie, at’ uz piimo
nebo nepfimo uloZzenim nebo
zvySenim poplatkll na jiné pfedméty,
které by jinak nebyly uc¢tovany, nebo
zvySené poplatky, pokud by pacient
nebyl do Studie zatazen.

13. ZAKAZ PODPLACENI A KORUPCE

13.1 Poskytovatel a ZkouSejici timto
souhlasi, Ze platby, které budou uhrazeny
na zakladé¢ této Smlouvy, piedstavuji
fadnou kompenzaci za sluzby poskytnuté
Mistem provadéni klinického
hodnoceni. Poskytovatel a ZkouSejici timto
prohlaSuji a zavazuji se, Ze platby ¢i
Hodnotné véci, které obdrzi na zakladé této
Smlouvy ¢i v souvislosti se Studii jakkoli
neovlivni jakékoli rozhodnuti
Poskytovatele, ZkouSejiciho ¢i jakéhokoli
piislusného vlastnika Poskytovatele, ¢lena
spravnich orgdnii, zamé&stnance, zdstupce,
konzultanta ¢i jakéhokoli piifjemce plnéni
na zdkladé této Smlouvy k tomu, aby
ucinil, jakoZto Zastupce vefejné moci Ci
jakkoli jinak, za ucelem poskytnuti pomoci
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13.2 Prohibition. Institution and Investigator
represent that they, their owners, their
members of the board of directors and the
supervisory board, directors, employees,
subcontractors and agents will act in
compliance with any applicable anti-
bribery/anti-corruption laws and
regulations, industry and professional codes
of practice and any other international or
local legislation, which may become
applicable in  connection with the
Agreement, or this Agreement and will not,
directly or indirectly,

(1) offer, promise or give a bribe, any benefit
or other advantage to any Public Official, as
defined below, or any other third party
including legal entities in exchange for an
improper advantage, in particular (a) to
comply with regulatory requirements, (b) to
enter into transactions of any kind, including
business transactions in which Sponsor is
involved, or (c) to obtain any other improper
advantage;

(i1) except where there is a legal obligation,
give anything of value to any Public Official
without the prior written approval by
Sponsor, regardless of whether or not such
benefit might constitute a bribe;

(ii1)give anything of value to any third party
for the purpose of offering, promising or
giving a bribe or any other improper
advantage to a Public Official or to
reimburse a subcontractor, agent or any
other third party for such bribe or any other
improper advantage;

Zadavateli ¢i IQVIA v podobé zajisténi
neopravnéné vyhody Ci za Ucelem ziskani
¢i zachovani si obchodni prileZitosti.

13.2 Zakaz. Poskytovatel a ZkouSejici
prohlaSuji, Ze oni sami, jejich vlastnici,
Clenové predstavenstva a ¢lenové dozorc¢i
rady, feditelé, zaméstnanci, subdodavatelé
azastupci budou jednat v souladu
s veSkerymi platnymi zdkony a pfedpisy o
zékazu podplaceni a korupce a oborovymi
a profesnimi  kodexy  as pifipadnymi
dal$imi mezindrodnimi nebo mistnimi
pravnimi ptedpisy, které mohou platit
v souvislosti s touto Smlouvou, nebo v
souladu stouto Smlouvou a nebudou,
piimo ani nepiimo,

(1) nabizet, slibovat ani poskytovat uplatek,
jakykoli prospéch nebo jinou vyhodu
zddnému Vefejnému Ciniteli dle nize
uvedené definice ani Zadné jiné tieti stran¢,
véetné pravnickych osob, vyménou za
nepatfi¢nou vyhodu, zejména (a) vyhovéni
pozadavkiim kontrolnich aradu,
(b) zapojeni do transakci jakéhokoli druhu,
napiiklad jakychkoli obchodnich transakei,
jichz se ucastni Zadavatel, nebo (c) ziskani
Jjakékoli jiné nepatiicné vyhody;

(ii) krom¢ piipad, kdy se jednd
o zdkonnou povinnost, poskytovat jakakoli
hodnotnd plnéni Vefejnému Ciniteli bez
piedchoziho pisemného souhlasu
Zadavatele bez ohledu na to, zda takovy
prospéch miiZe piedstavovat tplatek;

(ii1) poskytovat jakdkoli hodnotnd plnéni
jakékoli tfeti stran¢ za tcelem nabizeni,
slibovani nebo poskytovani dplatku nebo
jakékoli jiné nepatiicné vyhody Vefejnému
Ciniteli nebo poskytnuti takového tuplatku
¢i  jakékoli jiné nepatficné vyhody
proplacet subdodavateli, zdstupci ¢i
jakékoli jiné tieti stran¢;
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(iv)request, accept a promise of or receive
any payment, benefit or other advantage
from any third party for oneself or for a third
party in exchange for an improper advantage
in the procurement of goods or services in
connection with this Agreement;

(v) pay, offer or promise to pay, or give any
Items of Value to any person or entity for
purposes of (a) influencing any act or
decision: (b) inducing such person or entity
to do or omit to do any act in violation of their
lawful duty; or (c) 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.

13.3 Public Official. For the purpose of this
Agreement ‘“Public Official” means any
officer, employee or representative of a
national or foreign government or
international organization and of any
respective associated department, agency,
institution and organization, including
public companies and political parties as
well as any person acting in an official
capacity for any such government,
international  organization, department,
agency, institution and organization as well
as healthcare professionals, working in
healthcare institutions, in which the national,
regional or local government owns an
interest or which are financed partly or as a
whole by the respective government.

13.4 Reporting to Sponsor. Institution and
Investigator shall report any violations of

(iv) pozadovat nebo pfijimat piislib
jakékoli platby, prospéchu nebo jiné
vyhody nebo je pfijimat od jakékoli tieti
strany pro sebe nebo pro tfeti stranu
vyménou za nepatficnou vyhodu pfi
ndkupu zboZi nebo sluzeb v souvislosti
s touto Smlouvou,

(v) hradit, nabizet ¢i slibovat uhradit nebo
darovat jakoukoli Hodnotnou véc jakékoli
osobé¢ ¢i subjektu v souvislosti s
ndsledujicimi ucely: (a) ovlivnéni
jakéhokoli  jedndni ¢1  rozhodnuti:
(b) pobidky ¢i pohnuti takové osoby c¢i
subjektu, aby néco konal nebo se zdrzel
urCitého jedndni v rozporu s se zakonem
uloZenou povinnosti; nebo (c) pobidky ¢i
pohnuti takové osoby ¢i subjektu k zneuZiti
vlivu vici statnimu/spravnimu organu ¢i
jeho zéastupci v této souvislosti, a to za
ucelem ovlivnéni jakéhokoli jednédni ¢i
rozhodnuti stitniho/spravniho orgdnu ci
jeho zéstupce.

13.3 Verejny ¢initel. Pro ucely této
Smlouvy znamend ,Vefejny Cinitel*
jakéhokoli  pfedstavitele, zaméstnance
nebo zdstupce tuzemské nebo zahrani¢ni
vlidy ¢ mezindrodni  organizace
a jakéhokoli jejich piislusného
ministerstva, agentury, instituce
a organizace, vcetn¢ vefejnych obchodnich
spoleCnosti a politickych stran, jakoZz 1
jakoukoli osobu ptisobici v oficidlni funkci
v jakékoli takové vladé, mezindrodni
organizaci, na ministerstvu, v agentuie,
instituci a organizaci a také zdravotnické
pracovniky pracujici ve zdravotnickych
zafizenich, v nichZ ma nédrodni, regionalni
nebo mistni vldda podil nebo které jsou
financovany céastecné nebo jako celek
piislusnou vladou.

13.4 Oznameni Zadavateli. Poskytovatel
a Zkousejici jsou povinni oznamit jakékoli
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this anti-bribery/anti-corruption clause to
Sponsor.

13.5 Information. Institution and
Investigator shall ensure that their owners,
their members of the board of directors and
the supervisory board, directors, employees,
subcontractors and agents receive, if
necessary, appropriate anti-bribery/anti-
corruption training and are informed of the
obligations under this anti-bribery/anti-
corruption clause.

13.6Consequences of Violation. Any
violation of this Section constitutes a
material breach of this Agreement In addition
to any sanction provided by Applicable Law
and/or this Agreement, Sponsor/IQVIA may
terminate this Agreement for cause and with
immediate effect, if Institution violates its
obligations under 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. Institution and
Investigator shall indemnify and hold
Sponsor harmless for any loss or damage
resulting of a breach by the Institution and
Investigator, its directors, officers,
employees, sub-contractors and agents of this
Section or of any Applicable Law.

13.7 Certificate. Upon Sponsor‘s request
from time to time, Institution and
Investigator agree to certify compliance with
the foregoing in a form suitable for Sponsor.

poruseni tohoto ¢lanku o zdkazu

podpléceni a korupce Zadavateli.

13.5 Informace. Poskytovatel
a ZkouSejici zajisti, aby jejich vlastnici,
Clenové predstavenstva a ¢lenové dozorci
rady, feditelé, zamé&stnanci, subdodavatelé
a zastupci v piipadé potieby absolvovali
odpovidajici Skoleni zaméfené na zdkaz
podpldaceni a korupce a aby byli
informovéni o povinnostech vyplyvajicich
z tohoto Cldnku o zdkazu podplaceni a
korupce.

13.6 Dusledky poruseni. Jakékoli poruseni
tohoto Cldnku piedstavuje  podstatné
poruseni této Smlouvy. Vedle uplatnéni
ptipadnych dalSich postihi vyplyvajicich z
PiisluSnych pravnich ptfedpistii a/nebo z této
Smlouvy, mohou Zadavatel/IQVIA
pfedcasné s okamzZitou platnosti ukoncit tuto
Smlouvu, jestlize Poskytovatel porusi své
povinnosti uvedené v tomto Clinku nebo
jestlize IQVIA nebo Zadavatel zjisti, Ze jsou
poskytovany €1 byly poskytnuty neopravnéné
platby viici Ci ze strany Poskytovatele nebo
Jjakékoli fyzické Ci pravnické osoby jednajici
jeho jménem. Poskytovatel a ZkouSejici jsou
povinni Zadavatele odSkodnit a zprostit
odpovédnosti za veSkeré ztraty nebo Skody
vyplyvajici z poruseni tohoto Clanku nebo
jakychkoli PfisluSnych pravnich ptedpist ze
strany Poskytovatele a ZkouSejiciho, jejich
feditelu, predstavitelt, zaméstnancu,
subdodavateli a z4stupct.

13.7 Potvrzeni. Poskytovatel a ZkousSejici
souhlasi, Ze na pfipadnou budouci Zadost
Zadavatele  potvrdi dodrZovani  vyse
uvedenych podminek ve formé vyhovujici
Zadavateli.
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14. INDEPENDENT CONTRACTORS

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

Neither IQVIA nor Sponsor shall be
responsible for any employee benefits,
pensions, workers’ compensation,
withholding, or employment-related taxes

as to the Investigator or Institution or their
staff.

15. TERM & TERMINATION

15.1 Term

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

The estimated Study completion date is
approximately || G and is
subject to change in accordance with the
Sponsor and Protocol requirements.

The expected number of Study Subject

enrolled [

15.2 Termination

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

14.NEZAVISLI DODAVATELE

ZkouSejici a Poskytovatel a Studijni
persondl budou jednat jako nezavisli
poskytovatelé smluvniho plnéni IQVIA 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, ndhraddm, narokiim k
dichodovému piipojistént,
pracovnéprdvnim odméndm, srazkovym C¢i
Jjinym pracovnépravnim danim tykajicim
se ZkouSejictho nebo Poskytovatele nebo
jejich zaméstnancu.

15. PLATNOST & UKONCENI PLATNOSTI

15.1 Platnost

Tato Smlouva nabyva platnosti k datu, kdy
bude podepsdna posledni stranou a
ucinnosti k datu, kdy bude uvefejnéna
v Registru smluv, dle zédkona ¢. 340/2015
Sb., o registru smluv (“Datum t¢innosti”)
a zastane v ucinnosti do okamziku
dokonceni ¢i ukoncCeni v souladu s timto
Clinkem 15 “Platnost & a Ukondeni
platnosti”.

Predpoklddané datum ukonceni Studie je

, pficemzZ toto datum milZe
byt piredmétem zmény na zdakladé
pozadavki  Zadavatele a v souladu
s podminkami Protokolu.

Predpoklddany pocet zatazenych Subjekth
studie

15.2. Ukondéeni platnosti

IQVIA a/nebo Zadavatel jsou opravnéni
ukoncit platnost této Smlouvy z jakéhokoli
diivodu s okamzitou uc¢innosti neprodlené
na zdklad¢ doruceni pisemného ozndmeni.
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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;
provided, however, that Payments will be
in each case reduced by ten (10 %)
percent. This reduced amount shall
represent a value of any/all activities
related to close-out of the database, and
will be made upon the final acceptance by
Sponsor of all CRF pages and all data
clarifications issued and satisfaction of
all other applicable conditions set forth
herein. If a material breach of this
Agreement appears to have occurred and
termination may be required, then, except
to the extent that Study Subject safety
may be jeopardized, IQVIA and/or
Sponsor may suspend performance of all
or part of this Agreement, including, but
not limited to, subject enrollment.

Misto provadéni klinického hodnoceni je
opravnéno ukoncit platnost této Smlouvy
pisemnym ozndmenim v piipadé, Ze
okolnosti, jez jsou svoji povahou mimo
moznost ovlivnéni ze strany Mista
provadéni klinického hodnoceni, zabrani
dokonceni Studie, nebo v piipadé, Ze Misto
provadéni klinického hodnoceni divodné
usoudi, Ze pokracovani ve Studii neni
bezpecné. V ndvaznosti na doruceni
oznameni o ukonceni platnosti Misto
provadéni klinického hodnoceni
neprodlené ukon¢i jakykoli ndbor subjekti,
bude jednat v souladu s definovanymi
postupy pro ukonceni, zajisti, Ze ve vztahu
k subjektim Studie budou dokonceny
jakékoli procesy kontrolni povahy, a
vyvinou nezbytné Usili za icelem limitace
jakychkoli dalSich ndkladl, pficemz
IQVIA provede zédvére¢nou uhradu za
navStévy a milniky, jez byly fadné
provedeny na zdkladé a v souladu s touto
Smlouvou, a to ve vySi Castek
definovanych v Piiloze A; avSak za
podminky, Ze Platby budou v kazdém
piipadé sniZeny o ¢dstku ve vysi deseti (10
%) procent. Takto snizend cCastka bude
pfedstavovat hodnotu veSkerych cinnosti
spojenych s uzavienim databaze, a bude
poskytnuta poté, co Zadavatel schvali
veskeré stranky formuldfd CRF, a dile
poté, co budou poskytnuta veSkerd
vyjasnéni dat a ddle dojde ke splnéni
veSkerych ostatnich podminek, jeZ jsou
stanoveny v této Smlouvé. V piipadé, ze
dojde ke vzniku domnéni, Ze doSlo k
podstatnému poruSeni této Smlouvy a
muze tak dojit k ukonceni platnosti této
Smlouvy, pak s vyjimkou a v rozsahu, v
jakém muze byt ohroZena bezpecnost
Subjektti studie, IQVIA a/nebo Zadavatel
mohou prerusit naplnéni celé ¢i Césti této
Smlouvy, zejména vcletné zafazovani
Subjektu studie.
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16. NOTICE

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

a) in person

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

¢)by e-mail of .pdf/scan or other non-

editable format notice with
confirmed transmission report, or

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

16. OZNAMENI

Veskerd ozndmeni vyZzadovand nebo
povolend podle této Smlouvy budou
uCinéna v pisemné podobé a budou
dorucena:

a)osobné

b)doporucenym dopisem, s pfedem
zaplacenym poStovnym, s doru¢enkou

c) e-mailem ve formédtu pdf/scan nebo
v jiném formadtu, ktery znemoZiiuje zdsah
do obsahu s potvrzenou zprivou o
prenosu nebo

d) komeréni  kuryrni  sluzbou, kterd
zarucuje doruceni dalSi den a poskytne
potvrzeni. Tato ozndmeni budou
adresovana takto:

To Sponsor / Zadavateli:

Name / Nézev: Boehringer Ingelheim International
GmbHAddress / Adresa:

Bingerstrasse 173

55216 Ingelheim, Germany

To IQVIA / IQVIA:

Name / Nazev:

Address / Adresa: IQVIA RDS Czech Republic, s.r.o.,
Pernerova 691/42, 186 00 Praha 8 - Karlin, Cesk4
republika

And to/A také

Global N

Attention: General Counsel

Email: [

To Institution / Poskytovateli

Name / Nazev: Fakultni nemocnice Hradec Kralové

Address / Adresa: Pravni odbor, Sokolska 581, 500 05
Hradec Kralové — Novy Hradec Kralové, Czech Republic
/ Ceska republika

Tel./ Tel: [N
Email: [

To Investigator / ZkouSejicimu

Name / Jméno a pifjmen;:
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/ Adresa: Fakultni nemocnice Hradec
Kralové, O¢ni klinika, Sokolska 581, 500 05 Hradec
Kridlové — Novy Hradec Krilové, Czech Republic /
Cesk4 republika

Email: [

Address

17. 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

dissimilar to the foregoing, beyond the
reasonable control of the Party bound by
such obligation, provided, however, that

the Party affected shall exert

reasonable efforts to eliminate or cure or
overcome any of such causes and to
resume performance of its obligations

with all possible speed.

18. MISCELLANEOUS

18.1Entire Agreement

This Agreement, including

attachment(s), constitutes the sole and
complete agreement between the Parties
and replaces all other written and oral

agreements relating to the Study.

18.2No Waiver/Enforceability

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

of such term.

17. VYSSi MOC

Splnéni jakékoli povinnosti kteroukoli ze
Stran, jezZ ma byt takovou Stranou splnéna
na zdkladé podminek této Smlouvy, bude
prominuto v disledku zaplav, pozart c¢i
jinych projevit Vyssi moci, nehod, valek,
nepokojli, embarg, prodleni dopravci,
nemoznosti opatfit prisluSné materidly,
nebude-li dodana elektricka energie €i jiné
pfirodni zdroje, v dusledku rozhodnuti,
zdkazli ¢i omezeni statniho/spravniho
ufadu ¢i jiného prvku vysSS$i moci, ktery
zabrani splnéni takové povinnosti, bez
ohledu na to, zda je shodny ¢i odliSny od
shora uvedeného, a ktery stoji mimo
moznost ovlivnéni piisluSné Strany, kterd
je takovou povinnosti vdzdna, to vSak za
podminky, Ze takto dotéena Strana vyvine
odpovidaji usili za dcelem odstranéni ¢i
ndpravy ¢i1 piekonani jakéhokoli takového
divodu ¢i pfi¢iny a bude pokraCovat v
plnéni svych povinnosti v nejbliz§im
mozném casovém okamziku.

18. RUZNE

18.1. Celistvost Smlouvy

Tato Smlouva, vCetné piiloh, pfedstavuje
vyhradni, celistvé a iplné ujednani Stran a
nahrazuje veskeré ostatni pisemné a Ustni
dohody vztahujici se k této Studii.

18.2. Vzdani se uplatnéni/Vynutitelnost

Neuplatnéni jakéhokoli prava ¢i podminky
této Smlouvy nezaklddd 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.

V piipadé, Ze bude kterdkoli Cést této
Smlouvy shleddna jako nevykonatelnd,
zbytek této Smlouvy zlistane i nadile v
platnosti.

18.3 Assignment of the Agreement 18.3. Prevod Smlouvy

Tato Smlouva bude zdvazna vici Strandm i
jejich prdvnim ndstupciim a postupnikim.

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

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

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

Upon Sponsor’s request, IQVIA may Na zakladé Zadosti Zadavatele, IQVIA je
assign this Agreement to Sponsor or to a opravnén prevést tuto Smlouvu na
third party, and IQVIA shall not be Zadavatele nebo jakoukoli tfeti stranu, a
responsible for any obligations or IQVIA nebude odpovédny za jakékoli
liabilities under this Agreement that arise zavazky ¢i odpovédnosti dle této Smlouvy,
after the date of the assignment, and the jez vyplynou po datu prevodu a Misto

Site  hereby consents to such an provedeni klinického hodnoceni timto
assignment. Site will be given prompt souhlasi s takovym postoupenim. Mistu
notice of such assignment by the provedeni klinického hodnoceni bude
assignee. takové postoupeni ¢i pievod ozndmeno bez

zbyte¢ného odkladu nabyvatelem.

18.4. Applicable Law

This Agreement shall be interpreted and Tato Smlouva bude vyklddana a vymdhana
enforced under the laws of Czech v souladu s pravnim fidem Ceské
Republic and the parties agree that the republiky a Strany souhlasi, Ze piisluSné
courts in Hradec Krédlové will have k rozhodnuti vSech otazek souvisejicich
jurisdiction to decide any questions s touto Smlouvou, budou soudy v Hradci
related to this Agreement. Kréalové.

18.4 Rozhodné pravo

18.5 Prevailing language 18.5 Rozhodné jazykova verze.

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

Tato Smlouva je vyhotovena ve cCtyfech
vyhotovenich v anglickém a ceském
jazykovém znéni. V piipad¢ jakéhokoli
rozporu bude rozhodujici Ceska jazykova
verze.

18.6  Survival: 18.6 Pretrvavajici platnost:

The terms of this Agreement that contain
obligations or rights that extend beyond
the completion of the Study shall survive

Podminky této Smlouvy, jeZz obsahuji
prava a povinnosti, jeZ svoji povahou
pfekracuji okamzik dokonceni Studie,
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termination or completion of this
Agreement, even if not expressly stated
herein.

THIS SECTION IS
INTENTIONALLY LEFT BLANK

zlstanou zdvazné i v piipad¢é ukonceni ¢i
vyprSeni platnosti této Smlouvy, a to i v
piipad¢, Ze tak neni v této Smlouvé
vyslovné uvedeno.

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

By/ Jméno: Ing. Eva Falbrova

Title/ Funkce: Managing Director /Jednatelka
Signature/ Podpis:

Date/ Datum: 20.10.2025

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

By/ Jméno: MUDr. Ales Herman, Ph.D.

Title/ Funkce: Director / Reditel

(must authorized to sign on Institution's behalf)/(musi se jednat o podpis
opravnéného zastupce Poskytovatele be):

Signature/ Podpis:

Date/ Datum: 29.10.2025

ACKNOWLEDGED AND AGREED BY THE INVESTIGATOR/ Na diikkaz souhlasu
pripojuje sviij podpis Zkousejici:

Name/ Jméno: I

Signature/ Podpis:

Date/ Datum: 24.10.2025
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Signed by IQVIA RDS Czech Republic, s.r.o., under a Power of Attorney dated 29 January 2025,
in the name of Boehringer Ingelheim International GmbH / Podepsano IQVIA RDS Czech
Republic, s.r.o., na zdkladé Plné moci vystavené dne29.ledna 2025, jménem Boehringer
Ingelheim International GmbH

Name/ Jméno: Ing. Eva Falbrova

Signature/ Podpis:

Date/ Datum: 20.10.2025

Attachments: Prilohy:

Attachment A - Budget and payment schedule Pfiloha A — Rozpocet a platebni prehled
Attachment B - Power of attorney/delegation  Pifiloha B — PInd moc/delega¢ni dopis pro
letter of IQVIA IQVIA
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ATTACHMENT A PRILOHA A

BUDGET & PAYMENT SCHEDULE ROZPOCET & PLATEBNI PREHLED

A. PAYEE DETAILS A. UDAJE O PRIJEMCI PLATEB

The Parties agree that the payee designated below Smluvni Strany se dohodly, Ze niZe uvedeny

is the proper payee for this Agreement, and that  piijemce plateb je fddnym piijemcem plateb z této

payments under this Agreement will be made only Smlouvy a Ze platby vypldcené podle této Smlouvy

to the following payee (“Payee”): budou hrazeny vyhradné tomuto piijemci plateb
(déle jen ,,Ptijemce plateb®):

CONTRACT PAYEE / PRIJEMCE PLATEB ZE SMLOUVY

Payee Name

(Must match name in the contract) / Jméno
Ptijemce plateb (musi odpovidat jménu ve
smlouve) Fakultni nemocnice Hradec Kralové

Sokolskd 581, 500 05 Hradec Kréilové — Novy
Hradec Krélové, Ceska republika

Payee Address / Adresa Ptijemce plateb

VAT/Tax ID

(Tax ID must exactly match the payee name
indicated above, or tax exempt when
applicable) / DIC.

(Danové identifikacni ¢islo se musi shodovat
s vySe uvedenym ndzvem/jménem piijemce
plateb; pfipadné uved’te, Ze neni platcem

DPH) CZ00179906

Banking Information: / Bankovni spojeni: 24639511/0710

Bank Name / Nazev banky Cesk4 narodni banka

Bank Street / Ulice Na Ptikop¢ 28

Bank City / Mésto Praha 1

Bank State/Province / Stat/kraj

Bank Postal Code / PSC 11503

Bank Country / Zemé Ceska republika/ Czech Republic
Receiving Account Currency / Ména dctu CZK/KE

IBAN CZ2307100000000024639511
Swift Code (8 or 11 Characters) / SWIFT kod

(8 nebo 11 znaki) CNBACZPP
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byt jednozna¢né identifikovény ¢islem faktury

All incoming payments must be clearly identified by an invoice number. /Veskeré piichozi platby musi

nazev a pripadné¢ jeji Cislo uctu a kod SWIFT.

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

Pokud dohodnutd ména platby neodpovidd méné Vaseho bankovniho tuctu, je mozné, Ze budete muset
uvést jesté zprostiedkovatelskou banku. Podrobnosti Vam sd¢€li vaSe finan¢ni instituce. Bude-li nutné
pouzivat zprosttedkovatelskou banku, uved’te spole¢né s ostatnimi tidaji pro bankovni ptevod také jeji

Contact Information / Kontaktni tidaje

Name of recipient sending invoices / Nazev
pifjemce zasilajiciho faktury

Phone number & Email / Telefonni ¢islo a e-
mail

Language Preference / Preferovany jazyk

Cesky

Name of payment recipient to receive payment
notification and details / Jméno Ptijemce
plateb, kterému maji byt zasilana ozndmeni

a udaje o platbach

Phone number & Email / Telefonni ¢islo a e-
mail

Language Preference / Preferovany jazyk

Cesky

In case of changes in the Payee’s bank details,
Site is obliged to inform IQVIA Clinical Trial
Payments in writing by sending an email to:

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

Dojde-1i ke zméné bankovniho spojeni Pifjemce
plateb, musi o tom Misto provadéni klinického
hodnoceni pisemné informovat spolecnost IQVIA
Clinical Trial Payments e-mailem zaslanym na

adresu: |

Misto provadéni klinického hodnoceni kontaktuje
piisluSného Clena studijniho tymu IQVIA, aby
poskytlo podepsanou dokumentaci o zménéach

v bankovnim spojeni Piijemce plateb. Strany se
dohodly, Ze nebude nutno uzavirat Zadny dalsi
dodatek ke Smlouvé, jestlize se zména bude tykat
pouze bankovniho spojeni, avSak nezméni se
samotny piijemce plateb ani zemé€, v niZ se nachazi
jeho bankovni tcet.
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The Parties acknowledge that the designated Payee
is authorized to receive all of the payments for the
services performed under this Agreement.

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

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

B.MINIMUM ENROLLMENT GOAL

Investigator acknowledges that Investigator’s
minimum enrollment goal[flsubjects and that
Site will use its best efforts to reach the enrolment
goal within a reasonable timeframe after
commencement of the Study at Site. If Site fails to
adhere to this principle, Sponsor and/or IQVIA
may reconsider Site’s suitability to continue
participation in the Study.

C. PAYMENT TERM

IQVIA will pay the Payee every 3 months, on a
completed visit per subject basis in accordance
with the attached budget.

Payments including any Screening Failure that
may be payable will be made based upon prior 3
months enrolment data confirmed by subject CRFs
received from the Investigator and data verification
supporting subject visitation. A  proforma
statement, which contains the completed subject
visits and associated payments for the period, will
be sent to the Payee. The Payee will raise their
invoice to match the statement. Parties have agreed
that if pro forma statements are sent by IQVIA in

Strany timto berou na védomi, Ze uvedeny Piijemce
plateb je opravnén ptijimat veSkeré platby za sluzby
poskytované na zakladé této Smlouvy.

Neni-li Pti{jemcem plateb ZkousSejici, bude ptipadna
povinnost Pi{jemce plateb vyplidcet Zkousejicimu
odménu upravena v internich predpisech Piijemce
plateb, v niZ mohou byt stanoveny jiné ¢astky plateb
véetné jinych vyplatnich termint nez ¢astky, které
bude spole¢nost IQVIA vyplécet Pi{jemci plateb.

ZkouSejici bere na védomi, Ze pokud neni
Piijemcem plateb ZkouSejici, spole¢nost IQVIA
nebude platit ZkouSejicimu ani v pfipadé, zZe
Pi{jemce plateb platby ZkouSejicimu neprovede.

B.MINIMALNI CILOVY POCET ZARAZENI

Zkousejici bere na védomi, Ze minimdlni cilovy
pocet zafazenych subjektt pro Zkousejiciho i}
a ze Misto provadéni klinického hodnoceni musi
vynaloZit maximélni usili na dosaZeni tohoto cile
v ptiméfené dob€ po =zahdjeni Studie v Misté
provadéni klinického hodnoceni. Pokud Misto
provadéni klinického hodnoceni tento zavazek
nedodrzi, mohou Zadavatel a/nebo spolecnost
IQVIA ptehodnotit zpiisobilost Mista provadéni

s 2w

klinického hodnoceni k dal$i ucasti ve Studii.

C. PLATEBNI PODMINKY

Spole¢nost IQVIA bude poskytovat finan¢ni plnéni
Piijemci plateb kaZdé tri (3) mésice v souladu
s pfiloZzenym rozpoctem vzdy za uskuteCnéné
ndvstévy jednotlivych subjekti hodnoceni.

Platby, vcetné¢ piipadnych plateb za jakékoli
subjekty, které neprojdou vstupnimi vySetfenimi
(,,screening failure*), budou vyplaceny na zdkladé
udajii o poctu subjektll zatfazenych v ptedchozich
3 mésicich doloZzenych formuldii CRF subjektd
obdrZzenych od Zkousejictho apo ovéfeni udaji
o uskuteénénych navstévach subjektd. Piijemci
plateb bude zasldn proforma vykaz, ktery bude
obsahovat uskute¢néné navstévy subjektd v daném
obdobi a souvisejici platby. Smluvni strany se
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December IQVIA will make an effort to send
proforma stetements no later than December 15 of
the current year. Invoices will be payable within 30
days from the date of receipt by IQVIA of the
invoice, including any applicable back-up
documentation. 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, including all
CRFs pages, all data clarifications issued, the
receipt and approval of any outstanding regulatory
documents as required by IQVIA and/or Sponsor,
the return of all unused supplies to IQVIA, and
upon satisfaction of all other applicable conditions
set forth in the Agreement.

Any expense or cost incurred by Site in performing
this Agreement that is not specifically designated
as reimbursable by IQVIA or Sponsor under the
Agreement (including this Budget and Payment
Schedule) is the sole responsibility of the Site.

In case that the Institution is a payer of VAT,
appropriate rate of VAT according to a mandatory
statute, will be included to the above mentioned
invoice amounts.

dohodly, Ze pokud by byly pro forma vypisy
zasilany spole€nosti IQVIA v prosinci, IQVIA
vynaloZi asili k zaslani podkladii nejpozdéji do 15.
prosince béZzného roku. Pifjemce plateb vystavi
fakturu odpovidajici vykazu. Faktury budou splatné
do 30 dnd od data doruCeni faktury spole¢nosti
IQVIA vcetn¢ piislusSnych podkladi k faktufe.
Platby budou ve vSech piipadech sniZeny o deset
procent (10 %). Tato snizend Cdstka predstavuje
hodnotu veskerych tkontu souvisejicich
s uzavienim databdze vCetné predani vSech stranek
formulait CRF, vysvétleni piipadnych nejasnosti
ohledn¢ dat, doruCeni a schvaleni piipadnych

dalsich  dokladi od  kontrolnich  tufadi
vyzadovanych  spoleCnosti  IQVIA  a/nebo
Zadavatelem, vrdceni vSech nespotfebovanych

pomucek a materidlu spolecnosti IQVIA a splnéni
vSech ostatnich podminek této Smlouvy.

Jakékoli ndklady a vydaje, které vzniknou Mistu
provadéni klinického hodnoceni v souvislosti
s plnénim této Smlouvy a které nejsou vyslovné
oznaceny jako proplatitelné ze strany spolecnosti
IQVIA ¢i Zadavatele za podminek této Smlouvy
(v€etné jeji ¢asti Rozpocet a Rozpis plateb), plijdou
plné k tiZi Mista provadéni klinického hodnoceni.

Pokud je Poskytovatel platcem DPH, bude ke vS§em
vySe uvedenym fakturovanym cdstkdm pfipoctena
DPH v zdkonné vysi.

All government taxes are the sole responsibility of Platba vSech vnitrostatnich dani bude vylu¢nou

the Payee.

Major, disqualifying Protocol violations are
not payable under this Agreement

D. BUDGET TABLE

odpovédnosti Piijemce plateb.

Zavaina diskvalifikujici poruseni Protokolu
nebudou podle podminek této Smlouvy
proplacena.

D. TABULKA ROZPOCTU
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E.STUDY START-UP FEE E.POPLATEK ZA INICIACI STUDIE (START-UP)
[NEUVADEJTE V CASTI PRO FAKTURU]

up activities related to contract negotiation uhrazen po
after signing the contract and receipt of invoice. ~ podpisu smlouvy a po obdrZeni faktury.

F.SCREENING FAILURE F.SUBJEKTY, KTERE NEPROJDOU VSTUPNIM
VYSETRENIM (,,SCREENING FAILURE*®)

To be eligible for reimbursement of a screening Narok na udhradu za vstupni navStévu vznika za
visit, supporting data entry must be completed and pfedpokladu, Ze spolecnosti IQVIA budou
submitted to IQVIA along with any additional pfedloZzeny vyplnéné podkladové udaje spolu
information, which may be requested by IQVIA to s jakymikoli dodate€nymi informacemi, které mize
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appropriately document the subject screening
procedures.

Any Conditional procedures completed for a
Screening Failure will be paid at the amount in
accordance with the Conditional Procedures tables
below.

G. DISCONTINUED OR EARLY TERMINATION

spolecnost IQVIA vyZadovat k fddnému prokdzani
vstupnich vySetfeni subjektu.

Veskeré ukony provadéné podle potfeby provedené
u Subjektu, ktery neproSel vstupnim vySetfenim,
budou hrazeny ¢astkou v souladu s niZe uvedenymi
tabulkami Ukont provadénych podle potieby.

G. VYRAZENE SUBJEKTY NEBO SUBJEKTY

SUBJECTS

Reimbursement for discontinued or early
termination subjects will be prorated based on the
number of confirmed completed visits.

H. UNSCHEDULED VISITS
Payment for unscheduled visits will be reimbursed

in the amount of |||l (which includes
overhead), as denoted in the Budget Table
above. To be eligible for reimbursement for
unscheduled visits, supporting data entry must be
completed and submitted to IQVIA, along with any
additional information which may be requested by
IQVIA, to appropriately document the
unscheduled visit.

1. CONDITIONAL PROCEDURES (WITH INVOICE)

S PREDCASNYM UKONCENIM

Odmeéna za vytazené subjekty nebo za subjekty
s pfedCasnym  ukonCenim  bude  vypldcena
vpomérné vysSi podle poctu  potvrzenych
uskutecnénych navstév.

H. NEPLANOVANE NAVSTEVY

Platby za nepldnované navstévy budou uhrazeny
v Céstce (zahrnujici rezijni ndklady) tak,
jak je uvedeno v Tabulce rozpoctu vyse. Narok na
thradu za nepldnovanou navStévu vznikd za
pfedpokladu, Ze spolecnosti IQVIA budou
piedloZzeny vyplnéné podkladové udaje spolu
s jakymikoli dodate¢nymi informacemi, které miiZe
spolecnost IQVIA vyZadovat k fddnému prokdzani
nepldnované navstévy.

I. UKONY PROVADENE PODLE POTREBY (NA

The following conditional procedure costs will be
reimbursed on a pass-through basis upon receipt of
an invoice in the amount indicated in the table
below (which includes overhead) and as verified
by IQVIA that the conditional procedures
occurred, and the site has completed relevant data
entry. Subject number and procedure dates must
be included on the invoice for payment to be
issued.

ZAKLADE FAKTURY)

Nasledujici ukony provadéné podle potieby budou
hrazeny pribézné po obdrZeni faktury vystavené na
Castku ve vySi uvedené v tabulce nize (ktera jiz
zahrnuje rezijni ndklady) aovéfeni ze strany
spolecnosti IQVIA, Ze k tikonlim provddénym podle
potfeby doSlo a Ze misto provadéni klinického
hodnoceni provedlo zdpis pfisluSnych dat. Aby
mohla byt platba provedena, musi byt na faktufe
uvedeno ¢islo Subjektu a data dkon.
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CONDITIONAL _ PROCEDURES _(NO _INVOICE UKONY PROVADENE PODLE POTREBY (NENI
REQUIRED) VYZADOVANA FAKTURA)

The following conditional procedures will be paid Ndsledujici iikony provddeéné podle potieby budou
upon completion of work that is conducted in uhrazeny aZ po dokonceni prdce, kterd musi byt
accordance with the Protocol at the amount provedena v souladu s Protokolem, v Cdstce
indicated in the table below [which includes uvedené v ndsledujici tabulce (Cdstka zahrnuje
overhead]. To be eligible for reimbursement for reZijni ndklady). Aby bylo mozné prijemci plateb
conditional procedures, a proforma invoice will be iikony provddené podle potreby uhradit, poskytne
generated by IQVIA and provided to the payee for mu spolecnost IQVIA proforma fakturu, kterou bude
these procedures. The payee is then responsible for prijemce pro tyto iitkony pouZivat. Odpovédnosti
issuing a legal tax invoice in accordance with local prijemce plateb je pak vystavit dainovy doklad, ktery
legislation. Data entry must be completed and be je v souladu s mistnimi pravnimi predpisy. Musi byt
submitted to IQVIA along with any additional zaddny podkladové idaje, jeZ budou predloZeny

information which may be requested by IQVIA to spolecnosti IQVIA spolu s veskerymi dalsimi

Boehringer_1485-0018 Czech Republic _Clinical Trial Agreement _INST & INV - based on IQVIA Global template — 1 May 2019
Institution: / Poskytovatel: Fakultni nemocnice Hradec Kralové

Principal Investigator: / Hlavni zkouSejici:

Version: / Verze: Redacted_170ct2025

CONFIDENTIAL
Page 54 of 60



appropriately  document  the

procedures

conditional informacemi, které mohou byt poZadovdny ze strany

spolecnosti  IQVIA  za  ucelem  rddného
zdokumentovdni iikonit provddénych podle potieby.

J. EC FEES

EC costs will be paid upon receipt of an invoice
issued by the EC, and are not included in the
attached Budget. Payment will be made directly to
the EC. Any subsequent re-submissions or
renewals, upon approval by IQVIA and Sponsor,
will be paid upon receipt of appropriate
documentation.

J. POPLATKY ETICKYM KOMISIM

Poplatky etickym komisim budou propldceny po
obdrZeni faktury vystavené etickou komisi, a nejsou
zahrnuty do pfilozeného rozpoctu. Platby za
piipadnd néslednd opakovand poddni nebo
prodlouzeni budou se souhlasem spole¢nosti IQVIA
a Zadavatele hrazeny po ptredloZeni odpovidajicich
doklad.
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K. EQUIPMENT

Equipment provided to Study site will be also
specified in a separate loan agreement, which will
also include the terms of the loan.

L.SUBJECT TRAVEL EXPENSES

The parties acknowledge that study sponsor
contracted a vendor (Greenphire) that will arrange
the travel and meal costs reimbursement due to the
study subjects. The investigator and institution
shall cooperate in arranging this cost
reimbursement.

IN THE EVENT THAT THE GREENPHIRE EXTERNAL
VENDOR IS NOT USED:

The travel and meal costs will be reimbursed to the
bank account of the Study Subject in the amount

in cash. These costs will be
reimbursed to Payee, who will be responsible for

K. VYBAVENi{

Vybaveni/zatizeni dodané Mistu provadéni
klinického hodnoceni bude uvedeno v samostatné
smlouvé o vypiijcce, kterd bude rovnéZz obsahovat
podminky vypujcky.

L. CESTOVNI VYLOHY SUBJEKTU

Strany berou na védomi, Ze Zadavatel
prostiednictvim  spolecnosti  IQVIA  uzaviel
smlouvu s poskytovatelem sluzeb (spole¢nosti
Greenphire), ktery bude zajistovat proplaceni dhrad
(cestovnich vydaji a vydajii na stravu) Subjektim
studie. ~ ZkouSejici a  Poskytovatel  budou
spolupracovat pii zajistovani téchto nahrad nakladi
subjektim.

V PRIPADE, ZE EXTERNI
GREENPHIRE NENI POUZIT:

POSKYTOVATEL

Néklady na cestovné a stravné budou Subjektu
studie proplaceny na bankovni ucet Subjektu studie
nebo v hotovosti ve vysi

Tyto ndklady budou proplaceny piijemci platby,

reimbursing the Study Subject, upon receipt of ktery bude odpovédny za proplaceni Subjektu

invoices. Invoices must contain Subject number,
amount paid, visit number and visit date for which
the expenses is being requested.

M. SITE COSTS

Training Site Personnel

A one time payment of || ] will be made
upon signing the agreement and receipt of an, to
cover the time and effort of training to the Site
personnel, including training(s) on special
questionnaires, the use of eCRF, the operational
procedures and protocol-specific requirements.

Site Initiation meeting

studie, po obdrzeni faktur. Faktury musi obsahovat
¢islo subjektu, zaplacenou ¢éstku, ¢islo ndvstévy a
datum ndvStévy, =za kterou jsou ndklady
poZadovany.

M. POPLATKY MISTA PROVADENI KLINICKEHO
HODNOCENI

Skoleni studijniho tymu

Jednorizovy poplatek ve vy3i [ urceny na
pokryti ndkladl, na proskoleni studijniho tymu,

vcéetné Skoleni na specidlni dotazniky, na pouZivini
eCRF, na provozni postupy a na pozadavky
specifické pro protokol. Platba bude uhrazena po
podpisu smlouvy a po obdrZeni faktury.

Iniciaéni navstéva
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.....

amount of [ for Study Staff bude zaplacen jednorizovy nevratny poplatek ve

participation in the Site Initiation Visit. Payment
will be made and upon Site Initiation Visit and
receipt an invoice.

Pharmacy Set-Up Fee

A onetime, non-refundable Pharmacy Set-Up

payment of || ]l will be made upon signing
the agreement and receipt of an invoice by IQVIA.

Pharmacy Close-Out Fee

A one-time, non-refundable Pharmacy Close-out
payment will be made upon receipt of invoice at a
cost 0 at end of study.

Pharmacy Services Monthly Maintanance Fee

A monthly flat fee for pharmacy services (storage
of investigational product) of e starting
by receiving the initial supply of Investigational
product to the pharmacy will be made upon
receipt of an invoice.

Contract Amendment Processing Fee

A Contract Amendment Processing Fee of [}
I il be made upon receipt of invoice in the
event of a Sponsor/IQVIA driven contract
amendment.  Invoice must include contract
amendment signature date and number.

Record Storage Fee/Archiving Fee

e ey

vysi . Platba bude provedena po
navstéve a obdrZeni faktury.

Poplatek za zahajeni ¢innosti Iékarny

Po podpisu smlouvy a po pfijeti faktury spolecnosti
IQVIA bude wuhrazen jednordzovy nevratny
poplatek za zahdjeni Cinnosti Iékarny ve vysi

Poplatek za ukonceni ¢innosti Iékarny

Na konci Studie bude uhrazen na zdklad¢ pfijeti
faktury jednordzovy nevratny poplatek za ukonceni
¢innosti 1ékarny ve vysi

Mési¢ni poplatek za lIékarenské sluzby

Mésicni poplatek za 1ékarenské sluzby (skladovani
hodnoceného piipravku) bude uhrazen ve vysi

o pfijeti faktury. Poplatek bude uhrazen
od mésice, kdy byla uvodni zasilka hodnoceného
piipravku pfijata 1ékarnou.

Poplatek za zpracovani dodatku ke smlouvé

Poplatek za zpracovani dodatku ke smlouvé bude
proplacen na zdkladé obdrzeni faktury ve vy3ijj i
B pokud dodatek ke smlouvé vznikne
z rozhodnuti Zadavatele/IQVIA. Faktura bude
uhrazena po podpisu dodatku a na faktufe nusi byt
uvedeno datum podpisu a ¢islo dodatku.

Poplatek za uchovavani/archivaci zaznamu

A record storage payment of ||| | Bl will be Poplatek za uchovavani zaznama ve vysi ||| Gz
made upon signing the agreement and receipt of bude propldcen na zdkladé obdrzeni faktury po
invoice and are not included in the attached podpisu smlouvy. Tento poplatek neni zahrnut do
Budget. In accordance with Sponsor’s Protocol prilozeného rozpoc€tu. V souladu s pozadavky
requirements, Institution shall maintain all Site Zadavatele podle Protokolu bude Poskytovatel

uchovédvat veSkeré zdznamy o Studii vedené

Mistem provddéni klinického hodnoceni na
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Study records in a safe and secure location to allow
easy and timely retrieval, when needed.

N. PAYMENT DISPUTES

Site will have thirty (30) days from the receipt of
final payment to dispute any payment
discrepancies during the course of the Study.

O. INVOICES

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

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

Invoices to be billed to:

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

Praha 8 - Karlin,

Czech Republic

Invoices including back-up to be sent to:

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

bezpecném a zabezpeceném misté, kde k nim bude
v ptipadé nutnosti snadny pfiistup bez zbytecné
Casové prodlevy.

N. PLATEBNI SPORY

Jakékoli nesrovnalosti v platbich béhem Studie
bude moci Misto provadéni klinického hodnoceni
rozporovat do tficeti (30)dnit po doruceni
zéverecné platby.

O. FAKTURY

Platby budou spolecnosti IQVIA provddény na
zéklad€ Rozpoctu navstév, s vySe uvedenou cetnosti
a podle vySe uvedenych platebnich podminek.
Platby budou provddény pouze na zdkladé obdrzeni
piislusnych faktur véetn€ podkladové dokumentace,
v dohodnuté méné a niZze uvedenym zplsobem.
Faktury budou splatné do 30 dnt od data doruc¢eni
faktury spole¢nosti IQVIA vcetné pfislusSnych
podkladu k fakture.

Faktury za ptipadné dalSi platby neuvedené v této
smlouvé (tj. dal8i dhrady) musi byt rovnéz zasilany
spolecnosti IQVIA musi je schvdlit také zadavatel.
Vsechny faktury budou vystaveny ndsledujicim
zplisobem:

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

Praha 8 — Karlin,

Ceska4 republika
Faktury véetné podkladi  zasilejte na:
Faktury lze také vystavovat prostfednictvim

platebniho portalu. Ptijemce plateb obdrZel e-mail s
zadosti o vytvoreni uctu v naSem platebnim portalu.
V portilu bude mit Piijemce plateb piistup k
aktivitim subjektu podle protokolu, bude moci
zaddvat faktury a zobrazovat si udaje o platbach
provedenych spolecnosti IQVIA.
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Link to the Portal: https://ctp.solutions.igvia.com.

Emailed or uploaded invoices and backup are

Odkaz na portal: https://ctp.solutions.igvia.com.

Uprednostiiuje se zasilani faktur a podklada k

preferred. In the event of invoices in hard copy

nim e-mailem nebo prostiednictvim portalu. V

need to be sent, please send to the following

pripadé, Ze bude tifeba faktury zasilat v tiSténé

address:

Ac [

The following information should be included on
the invoice:

o Complete INVESTIGATOR name, address
and phone number

o Invoice Date

o Invoice Number

o Payee Name (must match Payee indicated in
CTA)

o Payment Amount

o Complete description of services rendered

o Study Number:

o Sponsor Name

o Invoices should be printed on site/institution

letterhead

All invoice and payment related inquiries shall be
addressed directly to

Invoices and any accompanying documentation
must not include any personally identifying
information of any Subject, including but not
limited to Subject first or last name, initials, date of
birth, address, telephone, passport number, email
address, or credit card information. If invoices or

any accompanying documentation do contain this jakdkoli

information IQVIA will notify Payee. Payee will
need to resubmit a redacted invoice and
accompanying documentation that does not

podobé, zasilejte je na tuto adresu:

gy

Na faktufe musi byt uvedeny tyto udaje:

o Jméno a piijmeni, adresa a telefonni cislo
ZKOUSEJICIHO

Datum faktury

Cislo faktury

Jméno/nazev Piijemce plateb (musi byt shodné
s Ptijemcem plateb uvedenym v CTA)

Cdstka k dhradg

Uplny popis poskytnutych sluzeb

Cislo Studie:

Nézev Zadavatele

Faktury musi byt vytiStény na hlavickovém
papife mista provadéni klinického hodnoceni /
Poskytovatele

@)
@)
©)

O O 0O O O

Veskeré dotazy tykajici se faktur a plateb posilejte
pfimo spolecnosti

Faktury a jakdkoli privodni dokumentace nesméji
obsahovat 74dné osobni identifikovatelné tdaje
zadného Subjektu studie, jako naptiklad jeho jméno
a ptijjmeni, inicidly, datum narozeni, adresu,

telefonni Cislo, ¢islo pasu, e-mailovou adresu nebo
informace o kreditni kart€¢. Pokud faktury nebo

pravodni dokumentace takové udaje
obsahuji, IQVIA otom vyrozumi Pfijemce
plateb. Pifjemce plateb bude muset predlozit

upravenou fakturu a podkladovou dokumentaci,
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include any personally identifying information of neobsahujici Zddné osobni identifikovatelné tdaje
any Subject. jakéhokoli Subjektu studie.

If there is a change in the billing address or VAT Pokud dojde ke zméné fakturacni adresy nebo DIC
number affecting IQVIA or the Sponsor, IQVIA is majicich vliv na IQVIA nebo Zadavatele, je IQVIA
obliged to immediately inform the Institution: povinna neprodlené¢ informovat Poskytovatele:

If the Sponsor/IQVIA fails to pay a duly issued Pokud = Zadavatel/IQVIA  neuhradi  tadné
invoice on time, the Institution is entitled to vystavenou fakturu vCas, ma Poskytovatel narok na
statutory default interest in accordance with zdkonné uroky z prodleni v souladu s § 1970 zédkona
Section 1970 of Act No. 89/2012 Coll., the Civil ¢. 89/2012 Sb., ob¢ansky zakonik, v platném znéni.
Code, as amended.

NO OTHER ADDITIONAL FUNDING ZADNE DALSI ZADOSTI O FINANCOVANI

REQUESTS WILL BE CONSIDERED NEBUDOU SCHVALOVANY.
All amounts include all applicable taxes and VSechny ¢astky zahrnuji veskeré piislusné dang,
excludes VAT. nikoli vSak DPH.
All payments for this Study in accordance with Veskeré platby za tuto Studii podle ptfiloZeného
the attached Budget will be paid by IQVIA rozpoctu bude spole¢nost IQVIA hradit
electronically. elektronicky bankovnim pfevodem.
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