CLINICAL TRIAL AGREEMENT

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

Fakultni nemocnice Motol a Homolka,
state contributory organisation, having a
place of business at V Uvalu 84, 150 00,

Praha 5, Czech Republic, Identification
number: 00064203, Tax identification
number: CZ 00064203, represented by

, based on

a mandate (the “Institution”), and

having registered office

at VUvalu 84, 150 00, Praha 5, 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
(“IQVIA”), and

BioNTech SE having a place of business
at An der Goldgrube 12, 55131 Maingz,

Germany, Tax identification number:
DE263382495, represented by

, Management Board
(“Sponsor”)

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

SMLOUVA O KLINICKEM HODNOCENI

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

Fakultni nemocnice Motol a Homolka, statni
pfispévkova organizace, se sidlem V Uvalu

84, 150 00, Praha 5, Ceska republika,
Identifikacni  Cislo: 00064203, Dariové
identifikacni Cislo: CZ 00064203, zastoupena

, na zakladé

povéieni (“Poskytovatel nebo Zdravotnické
zarizeni”), a

, dat.
nar.: s adresou pracovisté

V Uvalu 84, 150 00, Praha 5, Ceska republika
(“Zkousejici’), a

IQVIA  RDS Czech Republic, s.r.o., se
sidlem Pernerova 691/42, 186 00 Praha 8 -
Karlin, Ceska republika, IC: 247 68 651, DIC:
CZ24768651, zastoupeny Ing. Evou
Falbrovou (“IQVIA”), a

BioNTech SE se sidlem An der Goldgrube 12,

55131 Mainz, Némecko, Danové identifikacni

Cislo: DE263382495, zastoupeny
¢lenem spravni rady

(,Zadavatel®)

Kazda samostatné jako “Strana” a spole¢né jako
“Strany”.

Protocol BNT323-01 Fern-EC-01 Cislo BNT323-01 Fern-EC-01
Number: Protokolu:
A Phase lll, randomized, Randomizované,
multi-site, open-label trial of multicentricke, otevrené
BNT323/DB-1303  versus klinické hodnoceni faze |l
investigator’s  choice  of N pfipravku BNT323/DB-1303
. . . azev . "
Protocol Title: chemotherapy in previously Protokolu: v porovnani s chemoterapii
treated patients with HER2- ' podle volby zkouSejiciho lékare
expressing recurrent u drfive lécenych pacientek
endometrial cancer s recidivujicim karcinomem
endometria s expresi HER2
Protocol Date: 08Nov2024 Datum . 08. listopadu 2024
Protokolu:
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Sponsor: BioNTech SE Zadavatel: BioNTech SE
Stat, ve kterém
Country where ma sidlo Misto
Site is Y provadéni }
Conductin Czech Republic klinického Ceska republika
Stud J hodnoceni,
y které provadi
Studii
Location where Oncology  Clinic, Motol andzt:’ kde
the study will be | University Hospital 1da Onkologicka klinika FN Motol
conducted: g't'O‘(;? ena
udie:

Key Enrollment
Date:

Klicové datum
zarazeni:

Expected
enrolment:

Predpokladany
pocet Subjektu
studie:

Expected Study

F

Predpokladana

duration: doba trvani
Studie:
The following additional definitions shall apply to Ve Smlouvé jsou pouzity nasledujici smluvni
this Agreement: definice:

Affiliate means any corporation or business entity,
which directly or indirectly (i) Controls a Party, (i)
is Controlled by a Party or (iii) is under common
Control with a Party. The terms “Controls” and
“Controlled” shall mean (i) ownership of more
than fifty percent (50%) of the voting rights and
equity of such corporation or business entity
and/or (ii) the power to direct the management of
such corporation or business entity.

Applicable Laws means applicable international,
federal, state and local laws, rules, regulations,
orders and guidance relevant to the conduct of
the Study, including but not limited to applicable
standards of the International Conference on
Harmonization of Technical Requirements for
Registration of Pharmaceuticals for Human Use,
including Good Clinical Practice (GCP), General
Data Protection Regulation 2016/679 (GDPR), as

Pridruzenou spoleénosti se rozumi spolecnost
nebo podnikatelsky subjekt, ktery pfimo nebo
nepfimo (i) ovladd Stranu, (ii)je Stranou
ovladan nebo (iii) je pod spole€nou kontrolou se
Stranou. Vyrazy ,ovlad4“ a ,ovladany“ se rozumi
(i) vlastnictvi vice nez padesati procent (50 %)
hlasovacich prav a vlastniho kapitalu takové
spoleCnosti nebo podnikatelského subjektu
a/nebo (ii) pravomoc ovliviiovat fizeni takové

spoleCnosti nebo takového podnikatelského
subjektu.
PrisluSnymi pravnimi predpisy se rozumgji

platné mezinarodni, federalni, statni a mistni
zékony, pravidla, pfedpisy, nafizeni a pokyny
vztahujici se k provadéni Studie, mj. platné
normy Mezinarodni konference o harmonizaci
technickych pozadavkl na registraci humannich
léCivych  pfipravkl, napf.zasady spravné
klinické praxe (GCP), apfipadné obecné
narizeni o ochrané osobnich udaji ¢. 2016/679

Czech Republic _Clinical Trial Agreement _INST & INV - based on IQVIA Global template — 1 May 2019

BioNTech SE_BNT323-01_Czech Republic_INST & INV
Site_ Fakutni nemocnice Motol a Homolka

Pl name

Version_redacted_02032026

CONFIDENTIAL
Page 2 of 57

Internal



applicable, European Union Clinical Trial
Regulation 536/2014 (CTR), as applicable, United
States Food and Drug Administration regulations
(FDA), as applicable. European Union Regulation
2017/746 (IVDR), as applicable, ISO 20916, as
applicable.

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

Controller(s): shall mean the entity that
determines the purposes and means of the
Processing of Personal Data.

Data Security Breach: means a breach of security
leading to the accidental or unlawful destruction,
loss, alteration, unauthorized disclosure of, or
access to, Personal Data that has been
transmitted, stored, or otherwise processed.

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

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

(GDPR), nafizeni Evropské unie o klinickych
hodnocenich ¢. 536/2014 (CTR) nebo pfipadné
predpisy Ufadu pro kontrolu potravin a Ié&iv
Spojenych  statd americkych & nafizeni
Evropské unie &. 2017/746 (IVDR) nebo norma
ISO 20916.

Formulafe pro zéaznamy o subjektech hodnoceni
(Case Report Form) nebo CRF: formulaf pro
zaznamy o subjektech hodnoceni (v listinné &i
elektronické podobé) bude pouzivan Mistem
provadéni klinického hodnoceni za ucelem
zaznamu informaci pozadovanych Protokolem,
které podléhaji oznamovani Zadavateli ve
vztahu ke kazdému Subjektu studie (ve smyslu
nize uvedené definice).

Spravcem (Spravci) se rozumi subjekt, ktery
samostatné nebo spole¢né s dalSimi urCuje
Ucely a zplUsoby zpracovani Osobnich udaju.

PoruSenim zabezpeeni osobnich udaju se
rozumi poruSeni zabezpeCeni, které vede
k nahodnému nebo protipravnimu zni€eni,
ztraté, zméné nebo neopravnénému poskytnuti
nebo zpfistupnéni pfenasenych, uchovavanych
nebo jinak zpracovavanych Osobnich udaju.

Spravna  klinicka praxe nebo  GCPs:
Harmonizovana tripartitni  smérnice  pro
Spravnou klinickou praxi vydana Mezinarodni
radou pro harmonizaci technickych pozadavku
na humanni 1éCivé pfipravky (ICH), ve znéni, jez
je v pribéhu ¢asu novelizovano a zasady
vymezené Helsinskou deklaraci, revidované v
pribéhu ¢asu.

Zastupce vefejné moci: jakykoli Ufednik d&i
jakykoli zaméstnanec vladniho ufadu i
jakéhokoli ministerstva, rezortu, ufadu i

agentury, nebo zastupce statniho/spravniho
Ufadu; jakakoli osoba jednajici v Uredni funkci
jménem statniho/spravniho Ufadu &i jakéhokoli
ministerstva, Ustavu, udfadu &i agentury nebo
zastupce vladniho ufadu; jakykoli ufednik Ci
zaméstnanec spolecnosti i podnikatelského
subjektu vlastnéného statem, v diléim ¢&i plném
rozsahu; jakykoli ufednik & zaméstnanec
mezinarodni organizace vefejného charakteru
jako napf. Svétova banka & Organizace
spojenych narodu; jakykoli Ufednik &i jakykoli
zaméstnanec politické strany ¢i jakakoli osoba
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hospital, pharmacy or other healthcare facility
owned or operated by a government agency,
ministry or department.

Investigational Product: the compound and
medical device, as applicable, identified in the
Protocol that is being tested in the Study.

Investigator's Brochure: means a document
containing a summary of relevant clinical and non-
clinical data on the Investigational Product.

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). For the avoidance of doubt, gifts to
healthcare  professionals  and healthcare
organizations are not allowed under the Sponsors’
internal policies and must not be provided.

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, journals,
internal notes, ultrasound photographs and other
diagnostic images.

Personal Data: shall have the meaning given by
regulations and includes without limitation, any
information (regardless of the medium and
whether alone or in combination with other
available information) that identifies or relates to
an identified or identifiable natural person. Key
coded data are considered Personal Data even if

jednajici v ramci ji svéfené pravomoci jménem
politické strany; a/nebo jakykoli kandidat na
politickou funkci; jakykoli 1ékaf, farmaceut &i jiny
profesional ve zdravotnictvi, pracujici pro €i v
jakékoli nemocnici, lékarné &i jakémkoli jiném
zafizeni zdravotnického typu ve vlastnictvi i

provozovaném statnim/spravnim uradem,
ministerstvem ¢&i ustavem.
Hodnocené I&Civo: slozka a pfipadné

zdravotnicky prostfedek definovany v Protokolu,
ktery je pfedmétem hodnoceni ve Studii.

Souborem informaci pro zkous$ejiciho se rozumi
dokument obsahujici souhrn relevantnich
klinickych a neklinickych udajii o hodnoceném
I&Civu.

Hodnotné véci: budou vykladany v SirSim
smyslu a mohou tak zejména zahrnovat penézni
Castky, platby ¢&i ekvivalenty plateb, jako
napfiklad darkové certifikaty ¢i poukazy; dary Ci
bezplatné poskytované vyrobky; pohosténi,
zdbavu C&i pohostinnost; cesty ¢&i proplaceni
nakladl; poskytovani sluzeb; koupé majetku Ci
sluzeb za nadhodnocené <&astky; prevzeti Ci
prominuti splatnych zavazk; vyhody
nehmotného charakteru, jako napfiklad zvysené
socialni ¢i podnikatelské postaveni (napf.
poskytovani dar( & podpory na dobrocinné
UcCely, jez jsou podporovany statnimi/spravnimi
Ufady); a/nebo vyhod vuéi tretim osobam
vztahujici se k zastupcum vefejné moci (napf.
blizci ¢lenové rodiny). Aby se predeslo
pochybnostem, dary zdravotnickym
pracovnikim  a zdravotnickym  organizacim
nejsou podle zadavatelovych internich zasad
povoleny a nesméji byt poskytovany.

Zdravotni zdznamy: primarni zdravotni zaznamy
Subjektd studie  vedené  Zdravotnickym
zafizenim ve vztahu k Subjektu studie, zejména
zadznamy o poskytnuté péci, zaznamy o RTG
vySetfenich, protokoly o provedenych biopsiich,
deniky, interni  poznamky, snimky z
ultrazvukovych vySetfeni a dalSi snimky
diagnostické povahy.

Osobnimi _udaji se rozuméji osobni udaje ve
vyznamu podle platnych pravnich predpisq,
napf. jakékoli udaje, které identifikuji fyzickou
osobu nebo se vztahuji k identifikované nebo
identifikovatelné fyzické osobé& (bez ohledu na
médium a skute€nost, zda takové udaje existuji
samostatné, nebo v kombinaci s dalSimi
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the holder of those data does not have access to
the key that links the data to the identity of an
individual.

Process, Processing or Processed: means any
operation or set of operations, which is performed
upon Personal Data, whether or not by automatic
means, such as collection, recording,
organization, storage, adaptation or alteration,
retrieval, consultation, use, disclosure by
transmission, dissemination or otherwise making
available, alignment or combination, blocking,
erasure or destruction.

Protocol: the clinical protocol containing the
details of the Study including Clinical Performance
Study referenced above and under Whereas
clauses as it may be modified from time to time by
the Sponsor (defined below), which s
incorporated by reference as part of this
Agreement.

Requlatory Authorities: means bodies having the
power to regulate, including authorities that review
submitted clinical data and those that conduct
inspections. These bodies are sometimes referred
to as competent authorities.

Security Incident: shall mean (i) Data Security
Breach; or (i) any unauthorized acquisition,
access or use of Personal Data that triggers a
breach notification obligation under regulations.

Sponsor: the sponsor of the Study.

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

Study 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,
electronic data records, data summaries, interim
reports and the final report) required to be

dostupnymi udaiji). Kliéem koédované udaje jsou
povazovany za Osobni udaje, ikdyz drzitel
téchto Udajl nema pfistup ke Kklici, ktery spojuje
udaje s totoznosti fyzické osoby.

Terminy  Zpracovéavat, Zpracovani nebo
Zpracovavané se rozumi jakykoli ukon nebo
soubor ukonud provedenych s Osobnimi udaji, at
jiz automatickymi prostfedky nebo bez nich, jako
jsou shromazdovani, zaznamenavani,
usporadani, uchovavani, pfizplsobovani nebo
pozménovani, vyhledavani, nahlizeni,
pouzivani, poskytovani pfenosem, Sifeni nebo
jiny  zplUsob  zpfistupnéni, sladéni nebo

kombinovani, blokovani, odstranéni nebo
zniceni.
Protokol: klinicky protokol, ktery obsahuje

podrobné udaje o Studii véetné Studie klinické
funkce, na ktery je odkazano vy$e a v uvodnich
ustanovenich a ktery mlze podléhat ¢as od
¢asu zménam provedenym Zadavatelem (ve
smyslu nize uvedené definice), jenz je do této
Smlouvy zaclenén odkazem aje jeji nedilnou
soucasti.

Kontrolnimi ufady se rozuméji ufady, které maiji
pravomoc kontrolovat, vcetné (fadud, které
posuzuji predlozené Kklinické udaje, a uradd,
které provadéji inspekce. Tyto ufady se nékdy
oznaduji jako pfislusné urady.

Bezpecnostnim incidentem se rozumi
(i) PoruSeni zabezpeleni osobnich udaju nebo
(ii) jakékoli neopravnéné nabyti Osobnich udaju,
pfistup k nim nebo jejich pouZiti, které je tfeba
podle platnych pravnich predpist ohlasit.

Zadavatel: zadavatel Studie.

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

Studijni data a udaje: veSkeré zaznamy, zpravy
a protokoly, jeZz jsou odliSné od Zdravotnich
zaznamU a které jsou ziskany, shromazdény ¢i
vytvofeny v navaznosti na ¢&i pFipraveny v
souvislosti se Studii, zejména zpravy, zaznamy
a protokoly (napf., CRFs, elektronické zaznamy
udaju, datové prehledy, mezitimni zpravy a
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delivered to Sponsor pursuant to the Protocol and
all records regarding inventories and dispositions
of all Investigational Product.

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

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

RECITALS:

WHEREAS: Sponsor is a pharmaceutical
company principally engaged in the design, set-up
and management of human clinical trials, among
other activities.

WHEREAS, the Study is considered a combined
study by using an In-Vitro Diagnostic device
(“Clinical Performance Study”) Clinical
Performance Study Protocol entitled:
“Performance of VENTANA HER2/neu (4B5) IUO
Assay with ultraView Detection on the BenchMark
ULTRA® Instrument as a Diagnostic Device for
Determining HER2 Status in Endometrial Cancer
for BioNTech SE Phase Il Study BNT323-01”
(“CPSP” or “Clinical Performance Study
Protocol”). The manufacturer of the In-Vitro
Diagnostic device is Ventana Medical Systems,
Inc. (Roche Tissue Diagnostics; “RTD”) having a
place of business 1910 Innovation Park Drive,
Tucson, AZ, 85755. The sponsor of the Clinical
Performance Study is BioNTech SE (“Clinical
Performance Study Sponsor”).

WHEREAS, references to Protocol and Study in
the Agreement are intended to encompass both
Protocol and CPSP, and Study and Clinical
Performance Study;

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

protokoly a zavéreéna zprava), které jsou
pozadovany, aby byly poskytnuty Zadavateli v
souladu s Protokolem a veSkerymi zaznamy
ohledné inventurni evidence a nakladani s
veSkerym mnozstvim Hodnoceného |éCiva.
Studijni _personal: jednotlivé fyzické osoby
zapojené do provadéni Studie pod dohledem
Zkousejiciho.

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

UVODNI CAST:

VZHLEDEM K TOMU, ZE: Zadavatel je
farmaceuticka spole¢nost, ktera se mimo jiné
zabyva pfedevSim navrhovanim, provadénim

a fizenim klinickych hodnoceni s lidskymi u€astniky.

VZHLEDEM K TOMU, ZE Studie je povazovana za
kombinovanou studii s pouzitim diagnostického
prostfedku in vitro (dale ,Studie klinické funkce®)
podle protokolu: ,Funkénost testu VENTANA
HER2/neu (4B5) IUO s detekci ultraView na pfistroji
BenchMark ULTRA®  jako diagnostického
prostfedku ke stanoveni stavu HER2 u karcinomu
endometria pro klinické hodnoceni faze lll
spolecnosti BioNTech SE BNT323-01“ (dale ,,CPSP*
nebo ,Protokol studie klinické funkce®). Vyrobcem
diagnostického prostfedku in vitro je spole€nost
Ventana Medical Systems, Inc. (Roche Tissue
Diagnostics; ,RTD®), se sidlem 1910 Innovation
Park Drive, Tucson, AZ, 85755, USA. Zadavatelem
Studie klinické funkce je spole¢nost BioNTech SE
(dale ,Zadavatel studie klinické funkce®).

VZHLEDEM K TOMU, ZE odkazy na Protokol
a Studii ve Smlouvé zahrnuji jak Protokol, tak
CPSP, a tudiz jak Studii, tak Studii klinické funkce.

VZHLEDEM K TOMU, Zze IQVIA poskytuje
Zadavateli sluzby smluvni vyzkumné organizace, a
to na zakladé samostatné smlouvy uzaviené mezi
IQVIA a Zadavatelem. Sluzby IQVIA zahrnuji
monitoring Studie a uzavirani smluv s klinickymi
vyzkumnymi centry;
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WHEREAS, the Institution and Investigator
(hereinafter jointly the “Site”) are willing to conduct
the Study and IQVIA requests the Site to
undertake such Study.

NOW THEREFORE, the following is agreed:

1. CONDUCT OF THE STUDY

1.1. Compliance with Laws, Regulations, and

VZHLEDEM K TOMU, Ze Zdravotnické zafizeni a
ZkouSejici (dale spoleéné jen “Misto provadeéni
klinického hodnoceni”) hodlaji provést Studii a
IQVIA po Mistu provadéni klinického hodnoceni
pozaduje provedeni takové Studie.

NYNi S OHLEDEM NA SHORA UVEDENE, bylo
dohodnuto nasledujici:

1.PROVEDENI STUDIE

1.1Soulad s Pravnimi_predpisy, nafizenimi a

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, IVDR, Act No. 378/2007 Coll.,
on Pharmaceuticals and on amendments to some
related acts (“Act on Pharmaceuticals”) and
Decree No. 463/2021 Coll.,, on more detailed
conditions for conducting clinical trials of
medicinal products for human use, as amended,
Act No. 372/2011 Coll., on Medical Services and
terms and conditions of performance of such
services (,Act on Medical Services®) or any
subsequent amendments or laws substantially
replacing any of the foregoing (together
“Applicable Laws”). The Parties acknowledge that
they, and their respective Affiliates, if applicable,
need to adhere to all applicable anti-bribery and
anti-corruption provisions including (i) the Bribery
Act 2010 of the United Kingdom (Bribery Act); (ii)
the Foreign Corrupt Practices Act 1977 of the
United States of America (FCPA) and (iii) any
other applicable anti-corruption legislation.

1.2. Informed Consent Form

Site agrees to use an informed consent form that
has been approved by Sponsor and is in
accordance with applicable regulations and the
requirements of, and has been approved by the
Ethics Committee (“EC”) that is responsible for
reviewing the Study. Site shall obtain the prior
written informed consent of each Study Subject
before they begin to participate in the Study.

1.3. Medical Records and Study Data

1.3.1. Collection, Storage and Destruction:

Spravnou klinickou praxi

Misto provadéni klinického hodnoceni souhlasi s
tim, Zze Misto provadéni klinického hodnoceni a
Studijni personal provede ve Zdravotnickém
zafizeni Studii v pfisném souladu s touto Smlouvou,
Protokolem, veSkerymi  pfisluSnymi  pravnimi
predpisy a nafizenimi, zejména v€etné GCP, zak. &.
378/2007 Sb., o léCivech a zménach nékterych
souvisejicich zakond (,Zakon o Iécivech”) a
vyhlasky €. 463/2021 Sbh., o bliz8ich podminkach

provadéni  klinického hodnoceni  humannich
léCivych pFipravkl, v platném znéni, zak. &.
372/2011 Sb., o zdravotnich sluzbach a
podminkach jejich  poskytovani (,Zakon o

zdravotnich sluzbach®) nebo jakychkoli naslednych
pozménujicich &i podstatné nahrazujicich pravnich
pfedpisti ve vztahu ke shora uvedenym pravnim
normam, (spoleéné ,Pfislusné pravni predpisy®).
Strany berou na védomi, Ze ony samy i jejich
pfipadné PFidruzené spole€nosti jsou povinny
dodrzovat veSkeré pravni predpisy zakazujici
uplaceni a korupci, napf. (i) britsky zakon proti
korupci z roku 2010 (,Protikorupéni zakon®); (ii)
zakon USA z roku 1977 o zahrani€¢nich korupé&nich
praktikach z roku 1977 (,FCPA®) a (iii) jakékoli dalsi
pravni pfepisy na useku zakazu korup&nich praktik.

1.2 Formular informovaného souhlasu

Misto provadéni klinického hodnoceni souhlasi s
tim, Ze bude pouzivat formulaf informovaného
souhlasu, ve znéni schvaleném Zadavatelem, a
ktery je v souladu s pfisluSnymi pravnimi pfedpisy a
pozadavky a byl schvalen Etickou komisi (,EK®),
ktera odpovida za dohled nad Studii. Misto
provadéni klinického hodnoceni pfedem zajisti
pisemny informovany souhlas kazdého Subjektu
studie, neZ se Subjekty zaénou Studie u€astnit.

1.3. Zdravotni zaznamy a Studijni data a udaje

1.3.1. Shromazdovani, uskladnéni a likvidace:
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Site shall ensure the prompt, complete, and
accurate collection, recording and
classification of the Medical Records and
Study Data.

Site shall:

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. No records may be
destroyed during the retention period
without the written approval of the
Sponsor. No records may be transferred
to another location or party without written
notification to the Sponsor; and

ii. protect the Medical Records and Study
Data from unauthorized use, access,
duplication, and disclosure. If directed by
Sponsor or IQVIA, Site will submit Study
Data using the electronic system provided
by Sponsor or IQVIA or their designated
representative and in accordance with
Sponsor’s instructions for electronic data
entry. Site shall prevent unauthorized
access to the Study Data by maintaining
physical security of the electronic system
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 complete and
submit CRFs within forty-eight (48) hours
of obtaining the data; and

iii. take measures to prevent accidental or

premature destruction or damage of
these documents prior to the end of the
archive period stated below. The
Institution will keep the Study source
documentation for 25 years after
completing the Study. Sponsor shall
inform the Institution at least 6 months
before the expiry of the archiving period

Misto provadéni klinického hodnoceni zajisti
promptni, uplné a presné shromazdovani,
zaznamenavani a klasifikani  roztfidéni
Zdravotnich zaznamu a Studijnich dat a udaju.

Misto provadéni klinického hodnoceni bude:

i. vést a skladovat Zdravotni zaznamy a
Studijni data a Udaje bezpecnym zplsobem
s omezenim fyzického i elektronického
pristupu, dle podminek konkrétniho pfipadu
a s kontrolou prostfedi pfisluSnou pro
konkrétni typ dat a udaji v souladu s
pfislusnymi pravnimi pfedpisy, nafizenimi a
technickymi standardy. Bez pisemného
souhlasu Zadavatele nesméji byt béhem
doby uchovavani zniCeny zadné zaznamy.
Bez pisemného oznameni Zadavateli
nesméji byt zadné zaznamy pfedavany na
jiné misto nebo jiné strané; a

ii. chranit Zdravotni zaznamy a Studijni data a
Udaje proti neopravnénému  zneuziti,
pristupu, kopirovani i odhaleni. Bude-li tak
pozadovano Zadavatelem ¢i IQVIA, Misto
provadéni klinického hodnoceni predlozi
Studijni data a udaje za pouziti
elektronického systému pro elektronicky
zaznam dat, ktery bude poskytnuty
Zadavatelem nebo IQVIA nebo jimi
urCenym zastupcem, a to v souladu s
pokyny Zadavatele pro elektronicky zaznam
dat. Misto provadéni klinického hodnoceni
zabrani  neopravnénému  pfistupu ke
Studijnim datim a udajim zajisténim
fyzické bezpecénosti elektronického systému
a dale zajisti, Ze Studijni personal bude
zachovavat v dUvérném  rezimu  jim
pfidélena pfistupova hesla. ZkouSejici
souhlasi, Ze shroméazdi veskera Studijni
data a udaje obsaZené ve Zdravotnich
zaznamech pred jejich vlozenim do CRF.
Misto provadéni klinického hodnoceni bude
formulafe CRF vyplfiovat a pfedkladat do
Ctyficeti osmi (48) hodin od obdrzeni udaju;
a

iii. pfijme opatfeni za uU€elem zabranéni
nahodnému ¢&i pred€asnému zniceni i
poskozeni  téchto  dokument( pred
uplynutim doby archivace stanovené nize.
Zdravotnické zafizeni uchova zakladni
dokumentaci Studie 25 let od ukonc&eni
Studie.  Zadavatel bude informovat
Zdravotnické zafizeni nejpozdéji 6 mésicl
pfed uplynutim doby archivace o tom,
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on how these records and documents
belonging to the Study will be disposed
of, if Sponsor does not inform the
Institution within the specified period, it
shall be deemed to have agreed to
shredding. If Sponsor requests an
extension of the archiving period at the
Institution, the Institution shall be entitled
to charge the Sponsor a proportionate
fee.

Should the Investigator leave his or her
practice at the Institution before the retention
period has expired, the Institution shall
nominate another person in writing to
IQVIA/Sponsor to be responsible for
maintenance of Study records. In case of
termination of Investigator employment
relationship, the responsibility for maintaining
Medical Records and Study Data shall be
determined in accordance with applicable
regulations but Institution will not in any case
be relieved of its obligations under this
Agreement for maintaining the Medical
Records and Study Data.

1.3.2. Ownership. Institution shall retain and
store Medical Records. 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 and
Inspection. Site shall provide original or
copies (as the case may be) or (electronic)
access to all Study Data to IQVIA and
Sponsor for Sponsor’s use. Site shall during
and after the Study afford Sponsor and IQVIA
and their representatives and designees
reasonable access to Site’s facilities and to
Medical Records, Study Data, ICFs and
Investigational Product accountability records
so as to permit Sponsor and IQVIA and their
representatives and designees to monitor or
audit the Study.

Such inspection/ monitoring visit shall be

jakym zplsobem bude s témito zaznamy a
dokumenty  patficimi ke  klinickému
hodnoceni nalozeno, v pfipadé, ze
zadavatel ve stanovené dobé zdravotnické
zafizeni informovat nebude, ma se za to, ze
souhlasi se skartaci. V pfipadé, ze bude
zadavatel zadat o prodlouzeni doby
archivace ve zdravotnickém zafizeni, je

poskytovatel opravnén po zadavateli
pozadovat umérné zpoplatnéni.
Pokud ZkousSejici ukonéi své plsobeni

vordinaci ve Zdravotnickém zafizeni pfed
uplynutim doby uchovavani, ur¢i Zdravotnické

zafizeni pisemné pro spoleénost IQVIA/
Zadavatele jinou osobu, ktera bude odpovédna
za vedeni zaznam( o Studii. V pfipadé
ukond&eni pracovnépravniho pomeéru

Zkousejiciho bude odpovédnost za vedeni
Zdravotnich zaznamu a Studijnich dat a udaja
urena v souladu s pfisluSnymi pravnimi
prfedpisy, avSak Zdravotnické zafizeni se
v zadném pripadé nezprosti svych povinnosti,
jez mu plynou z této Smlouvy ve vztahu k
vedeni Zdravotnich zaznamu a Studijnich dat a
udaju.

1.3.2. Vlastnictvi. Zdravotnické zafizeni si
ponecha a bude uchovavat Zdravotni zaznamy.
Zdravotnické zafizeni a ZkousSejici pfevedou na
Zadavatele veSkera sva prava, naroky a tituly,
v€etné prav duSevniho vlastnictvi k Divérnym
informacim (ve smyslu niZze uvedeném) a k
jakymkoli jinym Studijnim datdm a adajum.
1.3.3. Pristup, Pouziti, Monitoring a Kontrola.
Misto provadéni klinického hodnoceni poskytne
origindly ¢&i kopie (dle podminek konkrétniho
pfipadu) vSech Studijnich dat a udaju IQVIA a
Zadavateli nebo (elektronicky) pfistup k nim pro
moznost jejich vyuziti Zadavatelem. Misto
provadéni  klinického  hodnoceni  umozni
Zadavateli a IQVIA a jejich zastupcim a
zmocnénclm odpovidajici pfistup do prostor a
zafizeni Mista provadéni klinického hodnoceni a
k Zdravotnim zaznamum, Studijnim datim a
udajim, formulafdm informovaného souhlasu
a k evidenci Hodnoceného |é€iva, aby umoznilo
Zadavateli a IQVIA a jejich zastupcum a
zmocnénclm provedeni monitoringu nebo audit
Studie.

Takova kontrola/ monitoring musi byt
Zdravotnickému zafizeni oznamena alespon 3
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announced to the Institution at least 3 days in
advance. Standard operations of the Institution
shall not be disturbed by such an audit/
monitoring visit.

As part of the monitoring, the Sponsor and
IQVIA and their representatives and
designees may look into 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 monitoring and will
always be agreed in advance.

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

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

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

dny pfedem, a zaroven touto €innosti nesmi byt
narusen bézny chod Poskytovatele.

Vramci  monitorovani  mohou  Zadavatel
a spole¢nost IQVIA a jejich zastupci a povéfené
osoby nahlizet do elektronického systému
Zdravotnického zafizeni, vV némz jsou
uchovavany Zdravotni zdznamy a Studijni data
a udaje, v souladu s podepsanym informovanym
souhlasem Subjektu studie (namatkova kontrola
nahlizenim pfes rameno), ato vyhradné za
pfitomnosti  ZkousSejiciho, Spoluzkousejiciho
nebo Koordinatora, ktefi maji do systému
pfistup. Takovato kontrola je nedilnou soucasti
bézného monitorovani a vzdy bude dohodnuta
predem.

Misto provadéni klinického hodnoceni poskytne
kontrolnim Ufaddm plnou soucinnost a umozni
jim v&asny pfistup do prostor a zafizeni Mista
provadéni  klinického hodnoceni a ke
Zdravotnim zaznamim a Studijnim datim a
Udajim a poskytne opravnéni ke kopirovani
Zdravotnich zaznamu a Studijnich dat a udaju.

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 klast jakékoli
prekazky ¢&i jakkoli jinak vytvafet nepfiznivé
pracovni podminky pro takové zastupce.

Misto provadeéni klinického hodnoceni
neprodlené vyrozumi IQVIA, a v téZe souvislosti
IQVIA poskytne veskeré kopie, o jakékoli
Zadosti, korespondenci &i komunikaci pfijaté &i
zaslané jakémukoli statnimu/spravnimu afadu i
regulatorni autorité vztahujici se ke Studii,
zejména vcetné zadosti &i oznameni o kontrole
prostor a zafizeni Mista vykonu klinického
hodnoceni, a Misto provadéni klinického
hodnoceni umozni IQVIA a Zadavateli, aby se
takovych kontrol zu&astnili. Misto provadéni
klinického hodnoceni vyvine nezbytné usili za
UuCelem oddéleni, nikoli v3ak odhaleni ¢i
zpfistupnéni, veskerych Duavérnych informaci,
jejichz odhaleni ¢&i zpfistupnéni neni v této
souvislosti vyzadovano béhem takovych kontrol.

1.3.4. Licenéni opravnéni. Zadavatel timto
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Institution a  perpetual, non-exclusive,
nontransferable, paid-up license, without right
to sublicense, to use Study Data (i) subject to
the obligations set forth in section 3
“Confidentiality”, for internal, non-commercial
research, and (i) 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
or device labeling instructions. IQVIA or
Sponsor will ensure that all required reviews
and approvals by applicable regulatory
authorites and ECs are obtained. The
Investigator is  responsible  prior to
commencement of the study to verify that all
approvals by applicable regulatory authorities
and ECs have been obtained. During the
study Investigator is obliged to review all
CRFs to ensure their accuracy and
completeness.

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

Investigator agrees to provide a written
declaration revealing Investigator's possible
economic or other interests, if any, in
connection with the conduct of the Study or
the Investigational Product.

Zdravotnickému  zafizeni poskytuje trvalé,
nevyhradni, nepfevoditelné, jiz hrazené licenéni
opravneéni, bez prava udéleni sublicence, k uziti
Studijnich dat a udaja (i) v souladu se zavazky
stanovenymi v Clanku 3 ,Davérny rezim*“, pro
vnitini G€ely, vyzkum nekomeréniho charakteru
a (ii) pro pFipravu publikaci v souladu s Clankem
5 ,Prava na zvefejnéni“.

1.3.5 Pretrvavaijici platnost. Tento odstavec 1.3
“Zdravotni zaznamy a Studijni data a udaje”
zUstane zavazny i v pfipadé zaniku platnosti Ci
vyprseni platnosti této Smlouvy.

1.4. Povinnosti ZkouSejiciho

Zkousejici je odpovédny za provedeni Studie ve
Zdravotnickém zafizeni a za dohled nad vSemi
fyzickymi &i pravnickymi osobami, kterym svéfi
povinnosti a funkce v souvislosti se Studii.
Konkrétné pak jde zejména ale nejen o
povinnost Zkousejiciho zkontrolovat a
porozumét informacim obsazenym v Souboru
informaci pro zkouSejiciho ¢&i pokynech k
pfistroji. IQVIA nebo Zadavatel zajisti, Ze budou
opatfena  veSkera pozadovana kontrolni
schvaleni od pFislusnych kontrolnich Gfadi a
EK. Pfed zahajenim Studie se ZkouSejici se
zavazuje, ze pred zahajenim Studie ovéfi, ze
byly ziskédny veSkeré souhlasy a povoleni
pfisluSsnych kontrolnich Ufadd a EK. ZkouSejici
je povinen kontrolovat v8echny CRF bé&hem
Studie, aby byla zajisténa jejich pfesnost a
uplnost.

Pokud Zkousejici a Zdravotnické zafizeni
vyuzivaji k plnéni povinnosti a funkci
v souvislosti se Studii sluzby jakékoli fyzické
nebo pravnické osoby, museji zajistit, aby tyto
fyzické nebo pravnické osoby byly k plnéni
pfisludnych povinnosti a funkci souvisejicich se
Studii zplsobilé, a zavést postupy zarulujici
integritu povinnosti a funkci provadénych v
souvislosti se Studii a veSkerych generovanych
udaja.

ZkouSejici souhlasi, Ze poskytne pisemné
prohlaseni vztahujici se k potencialnim zajmdm
ZkouSejiciho ekonomické ¢&i jiné povahy, Ci
odhali jiné zajmy, je-li jich, a to v souvislosti s
provadénim této Studie ¢i ve vztahu k
Hodnocenému lécivu.
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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.

Clinical Performance Study related:
Investigator shall:

a) indicate his/her acceptance of the
Clinical Performance Study Protocol
for the Study (“CPSP”), in writing;

b) manage the day-to-day conduct and
ensure ethical conduct of the Study in
conformity with the CPSP;

c) keep any agreement, contract, or
register that stipulates the
responsibilities, attributions and
functions of all those involved in the
Study;

d) not implement any modifications to
the CPSP without agreement from the

Sponsor, and when required,
IRB/IEC,;
e) ensure the accuracy, integrity,

completeness, legibility and
timeliness of the data reported to the
Sponsor;

f) maintain records of specimen
accountability and specimen integrity.

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 promptly
cooperate with Sponsor in its efforts to follow-
up on any adverse events. The Site shall
comply with EC reporting obligations.

Zkousejici souhlasi, Ze poskytne pisemné
prohlaseni, jez bude odhalovat zavazky
Zkousejiciho, jsou-li néjaké, a to VOCi
Zdravotnickému zafizeni ve vztahu a v
souvislosti s provadénim Studie a Hodnocenym
|éCivem.

Misto provadéni klinického hodnoceni souhlasi,
ze zaSle pfedem promptni oznameni Zadavateli
a IQVIA v prfipadé, Zze ZkouSejici bude
ukon&ovat pracovni pomér ve Zdravotnickém
zafizeni &i nebude-li ZkouSejici z jakéhokoli
jiného duavodu schopen provadét Studii.
Ustanoveni nového Zkousejiciho bude podléhat
predchozimu schvaleni Zadavatele a IQVIA.

V souvislosti se Studii klinické funkce:
Zkousejici:

a) pisemné vyjadfi souhlas s Protokolem
Studie klinické funkce (,CPSP*),

b) bude Fidit kazdodenni provadéni Studie
adbat na to, aby probihala eticky
v souladu s CPSP;

c) bude uchovavat vSechny dohody,
smlouvy nebo registry, které stanovi
povinnosti, pravomoci a funkce vSech
osob zapojenych do Studie;

d) nebude provadét zadné zmény v CPSP
bez souhlasu Zadavatele a pfipadné

EK;
e) bude dbat na pfesnost, integritu,
Uplnost, Citelnost a v€asnost udajl

hlasenych Zadavateli;
f) povede evidenci vzork(l a bude dbat na
jejich neporusenost.

1.5. Nezadouci pfihody

Zkousejici oznami nezadouci pfihody a zavazné
nezadouci pfihody v souladu s pozadavky
Protokolu a pfisluSnymi pravnimi pFedpisy a
nafizenimi. ZkouSejici se zavazuje, Zze bude
neprodlené spolupracovat se Zadavatelem
v souvislosti s jeho Usilim vynaloZzenym v ramci
kontrolniho procesu ve vztahu Kk jakékoli
nezadouci prihodé. Misto provadéni klinického
hodnoceni bude jednat v souladu s
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Sponsor will promptly report to the Site, the
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
Investigational Product as described in the
Protocol.

Sponsor via vendor shall secure distribution
of shipment of the Investigational Product to
the pharmacy of the Institution, where the
shipment shall be received and examined by
the pharmacist (in the same manner as any
other shipment — e.g. whether the delivery is
unharmed, in case of any specific
requirements as to the means of transport also
whether such requirements were duly met,
and confirms due acceptance of the delivery),
Investigational Product shall be stored and
furthermore, on the basis of an order form, the
Investigator shall collect the Investigational
Product and transport it to the site.
Investigator shall assume full liability over the
Investigational Product once delivered to the
site.

IQVIA shall notify the appointed pharmacists

via e-mail, to email address
or
within  three  (3)

working days prior to the delivery, as to when
the shipment is to be delivered to the
pharmacy.

Disposal of any unused Investigational
Product shall be performed by IQVIA at the
expense of Sponsor. IQVIA shall secure
delivery to following address: Fakultni
nemocnice Motol a Homolka, Nemocni¢ni
lékarna Motol, V Uvalu 84, 150 00 Praha 5,

oznamovacimi povinnostmi vyZadovanymi EK.

Zadavatel bez zbyte€ného odkladu vyrozumi
Misto provadéni klinického hodnoceni, EK a
IQVIA ohledné jakéhokoli ZjiSténi, jez je
zpUsobilé ovlivnit bezpe€nost Gcastnikl &i jejich
vUli a ochotu pokradovat v Géasti ve Studii, mit
vliv na provadéni Studie & zménit vydané
souhlasné stanovisko EK vztahujici se k
pokracovani ve Studii.

1.6. Pouziti_a vraceni Hodnoceného I[éCiva a
Vybaveni

Zadavatel, Ci jeho fadné opravnény zastupce,
doda Zdravotnickému zafizeni €i ZkouS$ejicimu
dostate¢né mnozstvi Hodnoceného lédiva dle
podminek popsanych v Protokolu.

Zadavatel prostfednictvim treti osoby zajisti
distribuci zasilky Hodnoceného lé&iva do Iékarny
Zdravotnického zafizeni, kde je Ilékarnik
pfevezme a zkontroluje (jako jiné zasilky — tzn.
Neni-li  poSkozena, v pfipadé  zvlastnich
pozadavkd na transport, byly-li tyto pozadavky
dodrzeny, pfijem zasilky potvrdi), Hodnocené
léCivo bude v Iékarné uchovavano a nasledné si
na zadanku ZkouSejici Hodnocené lécCivo
vyzvedne na misto vykonu  klinického
hodnoceni, kde je za né pIné odpovédny do
pfipravy k podani. ZkouSejici pfejima
odpovédnost za Hodnocené |écivo po dodani na
Misto provadéni klinického hodnoceni.

IQVIA je povinna oznamit farmaceutim
podilejicim se na studii do tfi (3) pracovnich dnu
pfed dodanim, kdy bude zasilka do Iékarny
pfedana. Oznameni bude zaslano na emailovou
adresu: ,
nebo

Likvidaci nevyuzitého Hodnoceného léCiva zajisti
IQVIA na naklady Zadavatele. IQVIA zajisti
dodavku na adresu: FN Motol a Homolka,
Nemocniéni Iékarna Motol, V Uvalu 84, 150 00
Praha 5, Ceska republika, a oznadi ji jménem
povéfenych lékarnik.
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Czech Republic, with label of the authorized
pharmacist.

The Site shall use the Investigational Product
and any comparator products provided in
connection with the Study, solely in
accordance with the Protocol and 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.
The Site shall document receipt, storage, and
administration and distribution of the
Investigational Product to Study Subjects on
any accountability or dispensing form
provided or approved by the Sponsor or
IQVIA.

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

Institution and Investigator shall comply with
all laws and regulations governing the
disposition or destruction of Investigational
Product and any instructions from IQVIA that
are not inconsistent with such laws and
regulations.

The Site shall return any equipment or
materials provided by Sponsor, IQVIA or a
duly authorized agent for use in the Study
unless Sponsor and Institution have a written
agreement for Institution to acquire the
equipment.

Site agrees to be contacted by IQVIA/Sponsor
in exceptional cases upon Study completion
for data clarification and/or reconciliation
including queries regarding Protocol-required
data collected and submitted to Sponsor
during the Study. Site will make reasonable

Misto provadéni klinického hodnoceni bude
pouzivat Hodnocené 1éCivo a jakékoli
srovnavaci pfipravky poskytnuté v souvislosti se
Studii vyhradné v souladu s Protokolem a pro
Ucely Fadného dokonceni Studie a bude
uchovavat Hodnocené Iécivo dle pokynl
Zadavatele a v souladu s pfisluSnymi pravnimi
pfedpisy, nafizenimi a pravidly, vcéetné
povinnosti skladovat Hodnocené I|éivo Vv
uzamd&eném a zabezpefeném prostoru, a to po
celou pfedmétnou dobu. Misto provadéni
klinického hodnoceni povede evidenci o pfFijmu,
skladovani, podavani a distribuce Hodnoceného
lé¢iva Subjektim studie pomoci formulafd pro
evidenci nebo vydej poskytnutych nebo
schvalenych Zadavatelem nebo spole¢nosti
IQVIA.

V navaznosti na dokonceni €i ukonceni Studie,
Misto provadéni klinického hodnoceni vrati,
Hodnocené 1é€ivo, srovnavaci pfipravky a
materialy, jakoz i ves$keré Duavérné informace
(ve smyslu nize uvedené definice) plné a
vyluéné na naklady Zadavatele.

Zdravotnické zafizeni a ZkouSejici se zavazuji,
Ze budou jednat v souladu s veSkerymi pravnimi
predpisy, nafizenimi a pravidly upravujicimi
nakladani s Hodnocenym IéCivem C&i likvidaci
Hodnoceného |é&iva a jakymikoli instrukcemi a
pokyny poskytnutymi IQVIA, jeZz nejsou v
rozporu s takovymi pravnimi pfepisy, nafizenimi
a pravidly.

Misto provadéni klinického hodnoceni vrati
jakékoli vybaveni & materialy poskytnuté
Zadavatelem, spole¢nosti IQVIA nebo fadné
opravnénym zastupcem pro jejich pouziti ve
Studii, nebude-li uzaviena pisemna smlouva
mezi Zadavatelem a Zdravotnickym zafizenim,
na jejimz zakladé Zdravotnické zafizeni nabude
vlastnictvi k takovému vybaveni.

Misto provadéni klinického hodnoceni souhlasi
stim, Zze ho spole¢nost IQVIA/ Zadavatel
mohou ve vyjimeénych pfipadech kontaktovat
i po dokonleni Studie za u&elem objasnéni
a/nebo sesouhlaseni Udaju vCetné dotazl
tykajicich se udaju vyzadovanych Protokolem,
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efforts to reply to and resolve such data
clarification requests in a timely manner
including, if needed, review of and
reconciliation with Study Subjects’ medical
records.

1.7 Key Enroliment Date

The Site understands and agrees that if Site
has not enrolled at least _
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.

1.8. Biological Samples

The Site is prohibited from collecting or using
Biological Samples (e.g. tissue, blood, serum
and urine) from Study Subjects, except such
collection or usage is made:

i) pursuant to the Protocol; and/or

ii) needed for the medical care of a Study
Subject; and/or

iii) otherwise expressly permitted by the
Agreement; and/or

i) with Sponsor’s prior written consent.

All use of Biological samples is subject to all
of the terms of this Agreement, including
without limitation, publication, intellectual
property, data ownership and confidentiality.

1.9. The Study will be conducted on the basis of
the approval issued by the State Institute for Drug
Control and approval of the Ethics Committee.

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

které byly shromazdény a pfedany Zadavateli
v pribéhu Studie. Misto provadéni Kklinického
hodnoceni na takové dotazy o objasnéni Udajl
odpovi a vyfeSi je s vynaloZzenim pfimé&feného
usili véetné pfipadného posouzeni
a sesouhlaseni se zdravotnimi  zaznamy
Subjekta studie.

1.7. Klicové datum zarazeni

Misto provadéni klinického hodnoceni je
srozuméno a souhlasi, ze v pfipadé, ze Misto
provadéni klinického hodnoceni nezafadi
alespoi |G studie ke
Klicovému datu zafazeni, pak IQVIA a/nebo
Zadavatel budou opravnéni ukon¢it tuto
Smlouvu v souladu s Clankem 15 ,Platnost &
Ukonéeni platnosti“. Zadavatel/IQVIA jsou
opravnéni omezit zafazeni Subjektd studie, a to
v kterykoli Casovy okamzik.

1.8 Biologické vzorky

Mistu provadéni klinického hodnoceni je
zakazano odebirat nebo pouzivat Biologické
vzorky od Subjektl studie (napf. tkarn, krev,
sérum amoc), s vyjimkou pfipadu, kdy jsou
takovy odbér nebo pouziti:

i) provadény v souladu s Protokolem,
i) nezbytné k 1é&bé Subjektu studie,

iii) jinak vyslovné povoleny ve Smlouvé;

iv) provadény s pfedchozim pisemnym
souhlasem Zadavatele.

Veskeré pouziti Biologickych vzorkG podléha
véem ustanovenim této Smlouvy véetné
ustanoveni o zvefejnéni, dudevnim vlastnictvi,
vlastnictvi idaju a davérnosti.

1.9. Studie bude provedena na zakladé
povoleni vydaného Statnim ustavem pro
kontrolu léCiv a souhlasného stanoviska Etické
komise.

2. PLATBY

V souvislosti s fadnym pInénim Studie Mistem
provadéni klinického hodnoceni, a to v souladu s
podminkami a ustanovenimi této Smlouvy, budou
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made in accordance with the provisions set forth
in Attachment A, with the last payment being
made after the Site completes all its obligations
hereunder, and IQVIA has received all properly
completed CRFs and, if IQVIA requests, all other
Confidential Information (as defined below). The
Parties acknowledge that no compensation is
attached to the CPSP, and that all compensations
related to the implementation of the Protocol at
Study Site are included in the Agreement as
detailed in Attachment A (Budget and Payment
Schedule).

The estimated value of financial payment under
this Agreement shall be approximately CzZK
1740 291.

3. CONFIDENTIALITY
3.1 Definition

"Confidential Information" means the confidential
and proprietary information of Sponsor and/or
Sponsor Affiliates and/or Sponsor’s collaboration
partners 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 (i) 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).

Confidential Information shall not include

information that:

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

poskytovany platby dle podminek a ustanoveni
definovanych v Pfiloze A, pficemz posledni platba
bude uskuteénéna poté, co Misto provadéni
klinického hodnoceni splni a dokon&i veskeré
zavazky, jez mu vyplyvaji z této Smlouvy, a IQVIA
obdrzi veSkeré fadné vyplnéné CRF a, bude-li tak
IQVIA  vyzadovat, veSkeré dalsi Duvérné
informace (ve smyslu niZze uvedené definice).
Strany berou na védomi, Ze s protokolem CPSP
nejsou spojeny zadné kompenzace a ze veskeré
kompenzace souvisejici s provadénim Protokolu
v Misté provadéni klinického hodnoceni jsou
zahrnuty ve Smlouvé a podrobné popsany
v PFiloze A (Rozpocet a platebni pfehled).

Pfedpokladana hodnota financniho pinéni dle této
Smlouvy ¢ini pfiblizné 1 740 291 KE&.

3. DUVERNY REZIM
3.1 Definice

,Duvérné informace” budou vykladany jako
informace duvérné a majetkové povahy nalezejici
Zadavateli a/nebo jeho Pfidruzenym
spole€¢nostem a partnerim, ktefi s nim
spolupracuji, pfiemz budou zahrnovat (i) veSkeré
informace, jez byly Zdravotnickému zafizeni,
ZkouSejicimu &i kterémukoli ¢lenu personalu
Zdravotnického zafizeni poskytnuty, odhaleny,
zpfistupnény ¢i sdéleny Zadavatelem C¢&i jeho
jménem, zejména  vCetné informaci o
Hodnoceném  1é€ivu, technickych informaci
vztahujicich se k Hodnocenému léc&ivu, veskeré
Existujici duSevni vlastnictvi (ve smyslu definice
uvedené v Clanku 4) Zadavatele a Protokol; a (ii)
informace vztahujici se k procesu zafazovani do
Studie, informace vztahujici se k aktualnimu stavu
Studie, komunikace vuci a od kontrolnich ufadd,
informace vztahujici se k aktualnimu stavu
Hodnoceného |éCiva na regulatorni urovni a
Studijnich dat a udaji a dale k Objevim (ve
smyslu definice uvedené v Clanku 4).

Pojem Dlvérné informace
informace, ve vztahu ke kterym:

nezahrnuje

i. na zakladé pfislusné dokumentace Ize
prokazat, Ze byly vefejné znamé pred
okamZikem & po okamziku jejich
odhaleni, zpfistupnéni &i sdéleni ze strany
Zadavatele, aniz by tim doslo k jakémukoli
protipravnimu  jednani & opominuti
pricitatelnému Zkousejicimu,
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3.2
Site

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;

can be shown by documentation to
have been independently developed by
Investigator, Institution or any of its
personnel; or

is permitted to be disclosed by written
authorization from Sponsor.

Obligations
and Institution’s personnel, including

Study Staff shall not

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

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.

To protect Confidential Information, Institution
agrees to:

limit dissemination of Confidential
Information to only those Study Staff
having a need to know for purposes of
performing the Study and which are
bound towards the Institution and/or
Investigator in  writing (e.g. by
employment contract) by confidentiality
obligations not less strict than the
obligations of the Institution and
Investigator under this Agreement;

advise all Study Staff who receive
Confidential Information of the

Zdravotnickému zafizeni ¢i jakémukoli
jejich zaméstnanci;

ii. na zakladé pfislusné dokumentace Ize
prokazat, ze byly v dispozici Zkousejiciho,
Zdravotnického zafizeni ¢&i jakéhokoli
zaméstnance pfed jejich zvefejnénim,
sdélenim ¢&i zpfistupnénim ze strany
Zadavatele, a byly ziskany ze zdroja
odliSnych od Zadavatele, pficemz tyto
nebyly vazany povinnosti ddvérnosti vuci
Zadavateli;

iii. na zakladé pfislusné dokumentace Ize
prokazat, Ze byly vyvinuty nezavisle
Zkousejicim, Zdravotnickym zafizenim Ci
jakymkoli jejich zaméstnancem; nebo

iv. jejich odhaleni, zpfistupnéni i sdéleni Ize
provést na zakladé pisemného svoleni
Zadavatele.

3.2 Povinnosti

Misto provadéni klinického hodnoceni a
zameéstnanci Zdravotnického zafizeni, a to
véetné Studijniho personalu, nebudou

i. vyuzivat DOvérné informace pro jakykoli
jiny Gcel, nezli je provadéni Studie, nebo

i. odhalovat, zpfistupfiovat ¢&i sdélovat
Duvérné informace jakékoli tfeti strané,
S vyjimkou opravnéni povoleného v tomto
Clanku 3. nebo Clanku 5 “Prava na
zvefejnéni”, nebo povinnosti ulozené
zakonem ¢&i jakymkoli regulatornim
Ufadem nebo na zakladé pisemného
svoleni odhalujici strany.

Za ucelem ochrany Duvérnych informaci
Zdravotnickeé zafizeni souhlasi, Ze:

i. omezi distribuci D0vérnych informaci
pouze Vi€ tém ¢lendm  Studijniho
personalu, ktefi takové  skuteCnosti
potfebuji znat v souvislosti s provadénim
Studie a ktefi jsou va&i Zdravotnickému
zafizeni a/nebo ZkouSejicimu pisemné
(napf. na zakladé pracovni smlouvy) vazani
povinnosti ml&enlivosti, ktera nesmi byt
méné pfisna nez povinnosti Zdravotnického
zafizeni  a ZkouSejictho  podle  této
Smlouvy;

i. bude informovat v3echny &leny Studijniho
personalu, kterym  budou  Dlvérné
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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.

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. IQVIA will
deliver the version of the Agreement intended
for publication to the Institution. The Institution
will inform IQVIA of publishing the Agreement

informace odhaleny, zpfistupnény i
sdéleny, o duvérné povaze takovych
informaci; a

iii. pfijme nezbytnd opatfeni za ucelem

ochrany Duvérnych informaci pred jejich
odhalenim &i zpfistupnénim.

Zadné ze shora uvedenych ustanoveni
neomezuje  opravnéni  Mista  provadeéni
klinického hodnoceni odhalit, zpfistupnit,
zvefejnit & sdélit Studijni data a udaje v
povoleném rozsahu v souladu s Upravou

uvedenou v Clanku 5 “Prava na zvefejnéni”.

3.3 _Zakonem uloZené odhaleni

V pfipadé, Ze Zdravotnické zafizeni i
ZkousSejici obdrzi oznameni i vyzvu od ftreti
strany, ktera bude pozadovat odhaleni, sdéleni
¢i zpfistupnéni jakékoli Duvérné informace,
pfijemce takové vyzvy Zadavateli takovou
skute€nost neprodlené oznami, aby mél
Zadavatel moznost uplatnit predbé&zné/ochranné
opatfeni ¢i jakykoli jiny vhodny ochranny Cci
napravny prostfedek. V pfipadé, Zze takové
prfedbézné/ochranné opatfeni ¢i jiny vhodny
ochranny ¢i napravny prostfedek neni vydan ¢i
dosazen, pfijemce vyzvy poskytne pouze
takovou ¢ast Davérnych informaci, a to v
rozsahu, v jakém je jejich odhaleni, sdéleni &i
zpfistupnéni  pozadovano, pfiCemz bude
vyzadovat uplatfiovani ddvérného rezimu ve
vztahu k témto Davérnym informacim.

Bez ohledu na vySe uvedené Zdravotnické
zafizeni, Zadavatel a IQVIA timto berou na
védomi, Ze tato Smlouva bude zvefejnéna
v souladu se zak. &. 340/2015, o registru smluv.
Za zvefejnéni dle pFedchozi véty odpovida
Zdravotnické zafizeni. Takovémuto zvefejnéni
nepodléhaji ty udaje, které tvofi obchodni
tajemstvi nékteré ze smluvnich Stran. Dle této
Smlouvy se obchodnim tajemstvim rozumi
zejména Pfiloha A - RozpoCet a platebni
prehled, minimalni cilovy poc€et zafazeni,
oCekavany zafazeny poCet subjektl a
oCekavana délka trvani Studie. Dale nebudou
takovémuto zvefejnéni podléhat osobni udaje
fyzickych osob, ledaZe jsou jiz zvefejnény v

jiném vefejné pfistupném registru. Verzi
Smlouvy  uréené ke  zvefejnéni  doda
Zdravotnickému zafizeni spolec¢nost IQVIA.
Zdravotnické zafizeni vyrozumi IQVIA o

zvefejnéni smlouvy v registru smiluv tak, ze ve
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in the Agreements Register by designating the
following email address:

as the email address to which a notification of
publication in the Agreements register shall be
sent. Should the Institution fail to publish this
Agreement within 5 working days from the last
signature date, it may be published by the
Sponsor or IQVIA.

Sponsor hereby acknowledges that the
Institution as a state budgetary organization is
obliged to provide information to the legal
extent necessary to requesting third parties
under Act No. 106/1999 Coll., on Free Access
to Information, as amended. The Institution will
promptly notify Sponsor and IQVIA of such a
request and will inform them what information
is being requested.

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. For sake of clarity, to the
extent the Study Staff or any other of
Institution’s  or  Investigator’'s  personnel
involved in the Study to whom the Confidential
Information were disclosed are leaving the
Institution; the Institution and the Investigator
will ensure that the Confidential Information is
covered by a valid post-contractual
confidentiality obligation.

4. 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-

4.

formulafi pouzivaném ke zvefejnéni smlouvy
zada adresu jako
e-mailovou adresu, na kterou ma byt zaslana
notifikace o uvefejnéni. Neni-li smlouva
Zdravotnickym zafizenim zvefejnéna ve Ihaté 5
pracovnich dni od data posledniho podpisu, jsou

k jejimu zvefejnéni opravnéni IQVIA i
Zadavatel.
Zadavatel bere na védomi, ze Zdravotnické

zarizeni jakozto statni pfispévkova organizace je
povinna v nezbytném rozsahu vyzadovaném
pravnimi pfedpisy na dotaz tfeti osoby
poskytnout informace podle zak. ¢. 106/1999
Sb., osvobodném pfistupu k informacim, ve
znéni pozdéjsich predpisl. V pfipadé takového
dotazu  vyrozumi  Zdravotnické  zafizeni
Zadavatele a IQVIA auvede, jaka informace
byla pozadovana.

3.4 Vréaceni &i likvidace

V navaznosti na ukonéeni platnosti této Smlouvy
Ci v kterykoli dfivejsi okamzik na zakladé
pisemného pozadavku Zadavatele, Misto
provadéni klinického hodnoceni Zadavateli vrati,
pfipadné dle pozadavku Zadavatele zlikviduje,
veskeré Duvérné informace, odliSné od Studijnich
dat a udaja.

3.5 Pretrvavaijici platnost

Tento Clanek 3 ,Davérny rezim“ ziistane v
platnosti i v pfipadé ukonCeni platnosti i pfi
vyprSeni platnosti této Smlouvy, a to po dobu
deseti (10) let. Pro upfesnéni plati, Zze pokud
Studijni  personal nebo jini  pracovnici
Zdravotnického zafizeni nebo Zkousejiciho
podilejici se na Studii, kterym byly sdéleny
Dlvérné informace, ze Zdravotnického zafizeni

odejdou, zajisti Zdravotnické zafizeni
a ZkousSejici, aby Duvérné informace byly
chranény platnym zavazkem zachovavat
mi¢enlivost i po skonéeni smlouvy.

DUSEVNI VLASTNICTVI

4.1 Existujici duSevni vlastnictvi

Vlastnictvi  vS8ech  objev, vynalezd,

autorskych dél a jinych vysledk( duSevni
¢innosti, jeZ existuji k Datu ucinnosti, a dale
veSkeré patenty, autorskd prava, obchodni
tajemstvi a dals§i prava k objektim
dusSevniho vlastnictvi, s timto souvisejici
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existing Intellectual Property”), is not
affected by this Agreement, and no Party
or Sponsor shall have any claims to or
rights in any Pre-existing Intellectual
Property of another, except as may be
otherwise expressly provided in any other
written agreement between them.

4.2 Inventions

For purposes hereof, the term
“Inventions” means all inventions,
discoveries and developments including
but not limited to trade secrets, utility
models, know-how, copyrights, design
right, trademark or any other intellectual
property rights, whether registered or not,
conceived, first reduced to practice or
otherwise discovered or developed by a
Party or Sponsor or any of such entity’s
personnel in performance of the Study.
Sponsor shall 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. In the event that any
such Invention is not transferable to
Sponsor by law, Institution and
Investigator hereby grant to Sponsor an
exclusive, transferable, sub-licensable,
worldwide, timely unlimited, irrevocable,

(spole¢né dale jen, “Existujici dusSevni
vlastnictvi’), neni jakkoli dotéeno touto
Smlouvou, a jakakoli Strana ¢i Zadavatel
nemaji naroky vuci ¢ prava k jakémukoli
predmétu Existujiciho dusevniho vlastnictvi
jiného, neni-li tak vyslovné pisemné
ujednano v jakékoli pisemné dohodé mezi
Stranami uzaviené.

4.2. Objevy

Pojem ,Objevy“ znamena pro ucely této
Smlouvy vesSkeré objevy, vynalezy a
pfedméty vyvoje, v&etné obchodnich
tajemstvi, uzitnych vzorll, know-how,
autorskych  prav, prav k priamyslovym
vzorim, ochrannych znamek nebo
jakychkoli jinych prav duSevniho vlastnictvi,
at uz registrovanych, &i nikoli, jez byly
vyvinuty, uvedeny poprvé do praxe €i jakkoli
jinak vynalezeny ¢&i rozvinuty Stranou Ci
Zadavatelem nebo jakymkoli
zaméstnancem & Clenem  personalu
takového subjektu pfi provadéni Studie.
Zadavatel bude vlastnikem veSkerych
Objevd, jez budou vyvinuty, uvedeny poprvé
do praxe ¢&i jakkoli jinak vynalezeny Ci

rozvinuty Zdravotnickym zarizenim,
ZkousSejicim Ci jakymkoli jejich
zaméstnancem & Clenem  personalu

v souvislosti s provadénim Studie.

4.3. Pfevod prav k Objevim

Zdravotnické zafizeni se zavazuje, ze
odhali, zpfistupni i sdéli a dale zajisti, ze
jeho zaméstnanci odhali, zpfistupni &i sdéli
vesSkeré Objevy, a to neprodlené a plné
Zadavateli v pisemné formé, a Zdravotnické
zafizeni, jménem svym a jménem a v
zastoupeni svych zaméstnanc(i, postoupi
Zadavateli veSkerd sva prava, naroky a
zajmy k Objevim, vCetné vSech patentd,
autorskych prav a jinych prav duSevniho
vlastnictvi k tomuto se vztahujicich, jakoz i
veskera prava procesni povahy a naroky na
nahrady Skod a uzitky, jez jiz vznikly v
disledku minulého ¢&i sou¢asného poruseni
shora uvedenych prav. Zdravotnické
zafizeni se zavazuje, Ze bude nalezité
spolupracovat a poskytne Zadavateli
soucinnost pfi vyhotoveni a uzavieni, a
zajisti, Ze jeho zaméstnanci vyhotovi a
uzaviou vesSkeré dokumenty duvodné
Zadavatelem pozadované za ucelem
ochrany a zajisténi vlastnickych prav
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royalty free license to exploit the Invention
for any purpose whatsoever.

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.

4.5. Patent Prosecution

Site shall cooperate by promptly

executing any documents or carrying out
any acts that may be required to vest the
rights in or to Inventions in the Sponsor
and otherwise to enable the Sponsor fully
to protect its intellectual property, at
Sponsor’'s request and expense, with
Sponsor’s preparation, filing, prosecution,
and maintenance of all patent applications
and patents for Inventions.

If the cooperation of the Institution in the
enforcement of the rights of the Sponsor
would be associated with an excessive
time and financial burden, the Parties
undertake to negotiate an amendment to
this Agreement. An amendment to this
Agreement would provide adequate
compensation for time and financial
burdens that are not foreseeable at the
time of concluding the Agreement.

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

5. PUBLICATION RIGHTS

5.1 Publication and Disclosure
Institution and Investigator shall have the

Zadavatele k Objevim. V pfipadeé, ze
jakykoli takovy Objev nelze ze zakona
pfevést na Zadavatele, udéluji Zdravotnické
zafizeni a Zkousejici timto Zadavateli
vyhradni,  pfevoditelnou, celosvétovou,
Casové neomezenou, neodvolatelnou
a bezplatnou licenci k vyuziti Objevu pro
jakykoli ucel, s pravem poskytovat dilCi
licence.

4.4. Licenéni opravnéni

Zadavatel timto udéluje Zdravotnickému
zafizeni trvalé, nevyhradni, nepfevoditelné,
jiz hrazené licen¢ni opravnéni, bez prava
udéleni sublicence k pouziti Objev(, a to v
souladu s povinnostmi ulozenymi v Clanku
,Davérny  rezim“, pro vnitfni  ucely
nekomercéniho.

4.5. Patentové Fizeni

Misto provadéni klinického hodnoceni se
zavazuje, ze bude spolupracovat a poskytne
soucinnost neprodlenym vyhotovenim vSech
dokumentl nebo provedenim vS§ech uUkonu,
které mohou byt poZadovany k tomu, aby
prava k Objevim pfeSla na Zadavatele
a aby Zadavatel mohl jinak pIné chranit své
dudevni vlastnictvi, a to v navaznosti na
vyzvu Zadavatele a na jeho naklady a s jeho
ucasti, v souvislosti s pfipravou, podanim,
vedenim patentového fizeni a udrzovanim
veskerych patentovych pfihlasek a patentu
pro veskeré Objevy.

Pokud by soudinnost poskytovatele
zdravotnich sluzeb uplatnéni prav
zadavatele z duSevniho vlastnictvi byla
spojena s nadmérnou &asovou a finanéni
zatéZi, smluvni strany se zavazuji jednat o
dodatku k této smlouvé. Dodatkem Kk této
smlouvé by byla stanovena adekvatni
kompenzace za €asovou a finan¢ni zatéz,
kterd& neni vdobé wuzavirani smlouvy
predvidatelna.

4.6. Pretrvavajici platnost

Tento Clanek 4 “Du$evni vlastnictvi’
zUstane v platnosti i v pfipadé ukonceni
platnosti & pfi vyprSeni platnosti této
Smlouvy.

5. PRAVA NA ZVEREJNENI

5.1. Publikovani a zpfistupnéni
Zdravotnické zafizeni a ZkouSejici budou
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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 sixty (60)
days to enable Sponsor to seek patent
protection for Inventions.

5.2. Multi-Center Publications

If the Study is a multi-center study,
Institution and Investigator agree that they
shall not, without the Sponsor’s prior
written consent, independently publish,
present or otherwise disclose any 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

opravneéni publikovat a prezentovat vysledky
Cinnosti Zdravotnického zafizeni a
Zkousejiciho, jez je provadéna na zakladé
této Smlouvy, a to v€etné Studijnich dat a
udaju, vyluéné v souladu s pozadavky
stanovenymi v tomto Clanku. Zdravotnické
zafizeni a  ZkouSejici souhlasi, zZe
Zadavateli predlozi jakoukoli navrhovanou
publikaci a prezentaci pro ucely jejich
kontroly ve lhaté alespon Sedesati (60) dnl
pfed predlozenim jakékoli takové publikace
pfislusnému vydavateli & prfed jejich
navrhovanou prezentaci. Ve h(té Sedesati
(60) dnu od jejich pfijeti se Zadavatel
pisemné vyjadfi Zdravotnickému zafizeni
a/nebo ZkouSejicimu, vzdy dle podminek
konkrétniho pfipadu, ve vztahu k jakékoli
informaci obsazené v takovych materialech,
jez  predstavuje  Davérnou  informaci
(odliSnou od Studijnich dat a Udajd) nebo
jez mulze predstavovat pfekazku moznosti
dosazeni patentové ochrany pfislusného
Objevu. Zadavatel bude opravnén
pozadovat vuéi Zdravotnickému zafizeni
a/nebo ZkouSejicimu, vzdy dle podminek
konkrétniho pfipadu, odstranéni
definovanych informaci oznacenych jako
Dlvérné informace (jez jsou odlisné od
Studijnich dat a udaji) a/nebo pozadovat
odlozeni navrhované publikace Ci
prezentace po dobu dodateCnych Sedesati
(60) dnli, aby toto umoznilo Zadavateli
uplatnéni patentové ochrany ve vztahu k
takovému Objevu.

5.2. Multicentrické publikovani

Je-li tato Studie multicentrickou studii,
Zdravotnické zafizeni a ZkouSejici timto
souhlasi, ze bez pfedchoziho pisemného
souhlasu Zadavatele nebudou nezavisle
publikovat, prezentovat ¢i jakkoli jinak
odhalovat,  zvefejfiovat, sdélovat i
zpfistupnovat  jakékoli  vysledky nebo
informace vztahujici se k cinnostem
Zdravotnického zafizeni a Zkousejiciho, jez
jsou provadény na zakladé této Smlouvy, a
to aZz do doby, nez dojde ke zvefejnéni
multicentrické publikace; to vSak za
podminky, Ze nedojde-li k multicentrickému
zvefejnéni nejpozdéji do osmnacti (18)
mésict od okamziku dokonceni Studie a
uzavieni databaze ve vSech vyzkumnych
centrech ¢&i k jakémukoli dfivéjSimu
ukonCeni  platnosti ¢ predCasnému
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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
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, or Institution’s right to list the
Study on its website as described in
Section 5.5 below.

5.5. Use of Name, Reqistry and Reporting

No Party hereto shall use any other
Party’s name, in connection with any
advertising, publication or promotion

ukonc€eni Studie, Zdravotnické zafizeni a
ZkousSejici budou opravnéni publikovat a
prezentovat vysledky Cinnosti
Zdravotnického zafizeni a Zkousejiciho, jez
je provadéna na zakladé této Smlouvy, a to
véetné Studijnich dat a adaji, vyhradné v
souladu s podminkami stanovenymi v
odstavci 5.3 “Davérnost nepublikovanych
udaji”.

5.3. Davérnost nepublikovanych udaju
Zdravotnické zafizeni a ZkouSejici timto
berou na védomi a souhlasi, ze Studijni
data a udaje, jez nebyly publikovany,
prezentovany ¢€i jakkoli jinak odhaleny,
zvefejnény, zpfistupnény ¢&i sdéleny na
zakladé upravy stanovené v odstavci 5.1
nebo 5.2 (“Nepublikované udaje”), ztstanou
zahrnuty do ramce definice Duvérnych
informaci, a Zdravotnické zafizeni a
ZkouSejici se zavazuji, ze neodhali,
nezvefejni, nezpfistupni ¢i nesdéli a
zavazou své zaméstnance ve shodném
rozsahu v této souvislosti, jakékoli
Nepublikované udaje jakékoli tfeti strané &i
nezvefejni jakakoli Studijni data ¢&i udaje
jakeékoli treti strang, a to v rozsahu vétSim,
nezli v jakém mohou byt odhaleny,
zvefejnény, zpfistupnény ¢&i sdéleny v
jakékoli publikaci, prezentaci ¢&i jiném
odhaleni na zakladé odstavce 5.1 nebo 5.2.

5.4. Kontakty s médii

Zdravotnické zafizeni a ZkouS$ejici nebudou,
a zajisti, Ze zaméstnanci Zdravotnického
zafizeni nebudou poskytovat jakékoli
rozhovory ¢i jiné formy kontaktd s médii,

zejména s vydavatelstvimi novin,
provozovateli radiového vysilani,
provozovateli  televizniho  vysilani a

spole¢nostmi pusobicimi na internetu, a to v
souvislosti se Studii, Hodnocenym Iécivem,
Objevy nebo Studijnimi daty a udaji bez
predchoziho pisemného svoleni Zadavatele.
Toto  ustanoveni  nebrani  moznosti
publikovat &i prezentovat Studijni data a
Udaje v souladu s timto Clankem nebo
podle prava Zdravotnického zafizeni uvést
Studii na svém webu podle Clanku 5.5 nize.

5.5. Pouziti_ nazvu &i jména, registrace a
oznamovani

Zadna Strana této Smlouvy neni opravnéna
pouzit jména ¢&i nazvu jiné Strany, a to
v souvislosti s jakoukoli reklamni ¢innosti,
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without prior written permission, except
that i) the Sponsor and IQVIA may use
the Site’s name in Study publications and
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 and (ii)
Institution and Investigator may, without
prior consent, disclose their participation
in the Study (and identify Study Sponsor)
in publicly available listings of clinical trials
on Institution’s public websites; in
publications published per the terms of
this Agreement; and/or as required by
applicable law.

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

6. PERSONAL DATA

6.1 Data privacy and data protection
legislation.

The Site, Investigator 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.

For the purpose of this Agreement and in
respect of the Processing of Personal

Data related to the Study, Institution,
Investigator and Sponsor shall be a
separated data Controllers. Institution,

Investigator and Sponsor consider itself
as individually and separately responsible
for complying with the obligations under
GDPR.

k publikaénim ¢i marketingovym tcellim bez
pfedchoziho pisemného svoleni, s vyjimkou
pfipadll, kdy (i) Zadavatel a IQVIA budou
opravnéni pouzit nazvu Mista provadéni
klinického hodnoceni v souvislosti
s publikacemi tykajicimi se Studie a v ramci
komunikace, v€etné webovych stranek
vénovanych klinickym hodnocenim a pro
Ucely newsletterli vydavanych v souvislosti
se Studii. Zadavatel bude Studii registrovat
v souladu s pfisluSnymi pravnimi pfedpisy a
nafizenimi a bude oznamovat vysledky
Studie verfejné tehdy a v rozsahu ulozeném
pfislusnymi pravnimi pfedpisy a nafizenimi
a (i) Zdravotnické zafizeni a ZkouSejici
mohou bez pfedchoziho souhlasu zvefejnit
svou uCast ve Studii (auvést jméno
Zadavatele Studie) ve vefejné dostupnych
seznamech  klinickych  hodnoceni na
vefejnych webech Zdravotnického zafizeni,
v publikacich zverejnénych podle
ustanoveni této Smlouvy nebo pfipadné
v souladu s PfisluSnymi pravnimi pfedpisy.

5.6. Pretrvavaijici platnost

Tento Clanek 5 “Prava na zvefejnéni”
zUstane v platnosti i v pfipadé ukonéeni
platnosti Ci pfi vyprSeni platnosti této
Smlouvy.

6. OSOBNi UDAJE

6.1 Pravni pfedpisy o ochrané soukromi
a o0 ochrané osobnich udaja.

Misto provadéni klinického hodnoceni,
ZkousSejici a IQVIA se zavazuji dodrZovat
veSkeré pfislusné pravni pfedpisy o
soukromi Udaji a ochrané udajl pfi
zpracovavani osobnich udaja tak, jak jsou
definovany v téchto pfislusnych pravnich
predpisech o soukromi udaju a ochrané
udaja.

Pro ucely této Smlouvy a s ohledem na
Zpracovani Osobnich udajd souvisejicich se
Studii jsou Zdravotnické zafizeni, Zkousejici
a Zadavatel samostatnymi Spravci udaju.
Zdravotnické zafizeni, Zkousejici
a Zadavatel se povazuji za jednotlivé
a samostatné odpovédné za dodrzovani
povinnosti podle nafizeni GDPR.
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Both the Institution and the Study
Sponsor are obliged to ensure the
protection of personal data during the
Study and after its completion in
accordance with the relevant legislation,
both in the processing of personal data
and in the transfer of personal data to
another country, in accordance with
Articles 26, 27 and 46 and 49 of GDPR
and Act No. 110/2019 Coll.,, on the
processing of personal data and related
legislation. Sponsor is obliged to ensure
an adequate level of protection of
personal data as in the Czech
Republic/EU. Institution shall transfer
personal data exclusively within the EU
and if personal data are transferred
outside the EU, it will ensure appropriate
protection of such data during any
transfer according to GDPR by entering
into Standard Contractual Clauses.

6.2 Personal Data of Study Subjects

Sponsor shall Processes Personal Data
regarding Study Subjects and contained
in the Study Data that is reported by
Institution to Sponsor pursuant to the
Protocol and the Agreement as an
independent Controller.

The Institution shall continue to be the
independent Controller of Personal Data
collected from the Study Subject with
respect to its treatment pursuant to
medical standard of care and applicable
legal obligations.

6.3 Personal Data of Investigator and
Study Staff

During the Study and in course of the
Study preparation, Study Staff and
Investigator may provide Personal Data
relating to the Investigator, the sub-
investigators and the Study Staff, or other
personnel involved in conducting the
Study to the Sponsor. Such data may be
used for the following purpose: (i) the
conduct of the Study; (i) verification by
regulatory authorities, Sponsor, its agents,
contractors and affiliates; (iii) compliance
with legal and regulatory requirements;

Zdravotnické zafizeni i Zadavatel jsou
povinni v pribéhu klinického hodnoceni i po
jeho ukon&eni dbat podle pfislusnych
pravnich predpisi o ochranu osobnich
Udaju pfi jejich zpracovani i predani do jiné
zemé, a to zj. v souladu s &l. 26, 27 a déle
¢l. 46 a 49 GDPR a zakonem ¢&. 110/2019
Sb., o zpracovani osobnich udaji a
souvisejicimi pravnimi predpisy. Zadavatel
je povinen zajistit odpovidajici uroven
ochrany osobnich Gdaji jako v Ceské
republice/EU. Zdravotnické zafizeni bude
osobni udaje pfedavat vyhradné v ramci EU
a pokud by osobni udaje byly pfedany mimo
EU, =zajisti odpovidajici ochranu téchto
Uudaju  béhem jakéhokoli predavani v
souladu s GDPR uzavfenim Standardnich
smluvnich dolozek.

6.2 Osobni Udaje Subjektl studie

Zadavatel zpracovava Osobni Udaje
Subjektd studie obsazené ve Studijnich
datech audajich, které Zdravotnické
zafizeni hlasi Zadavateli podle Protokolu
a Smlouvy, jako nezavisly Spravce udaja.

Zdravotnické zafizeni je nadale nezavislym
Spravcem Osobnich udaji
shromazdovanych od Subjektd studie
v souvislosti s jejich [éCbou v souladu
s medicinskymi standardy péce a platnymi
zakonnymi povinnostmi.

6.3 Osobni _udaje ZkouSejiciho a Studijniho
personalu

V pribéhu Studie a pfi jeji pfipravé mohou
Studijni personal a Zkousejici Zadavateli
poskytnout Osobni udaje Zkousejiciho,
spoluzkousejicich a Studijniho personalu
nebo jinych pracovnikd podilejicich se na
provadéni Studie. Tyto udaje mohou byt
pouzivany pro ucely: (i) provadéni Studie,
(ii) ovéfovani kontrolnimi urady,
Zadavatelem, jejich zastupci, smluvnimi
partnery  a pfidruzenymi  spole&nostmi,
(iif) dodrzovani  zakonnych pozadavk

Czech Republic _Clinical Trial Agreement _INST & INV - based on IQVIA Global template — 1 May 2019

BioNTech SE_BNT323-01_Czech Republic_INST & INV
Site_ Fakutni nemocnice Motol a Homolka

Pl name

Version_redacted_02032026

Internal

CONFIDENTIAL
Page 25 of 57



(iv) publication on www.clinicaltrials.gov
and websites and databases that serve a
comparable purpose; and (v) storage in
databases to facilitate the selection of
investigators for future clinical trials.

Furthermore, the Personal Data may be
disclosed or transferred to Sponsor
affiliates, subsidiaries, representatives,
and contractors working on behalf of
Sponsor and to regulatory authorities
globally. The Institution is responsible to
notice the Investigator and Study Staff
about Sponsor’s collection, processing,
and transfer of their personal data as set
forth in this Agreement. Sponsor through
IQVIA provides the Institution with this
notice.

6.4 Compliance

Institution, Investigator and Sponsor are
each responsible to effect and maintain all
inventories and registrations for the
Processing of Personal Data as required
under regulations. In case a data
protection impact assessment or a prior
consultation with regulatory authorities is
needed, the Parties shall cooperate and
assist each other.

Institution will promptly notify Sponsor of
any received notices from a data
protection authority that relate to the
Study. The Sponsor ensures a legal basis
compliant with the GDPR for the
processing of Personal Data within the
Study. Sponsor shall only use the
Personal Data of Study Subjects for the
purposes of the Study and within the limits
set by the Protocol, Ethical or other
regulatory permits, any biobank
agreement, informed consent from Study
Subjects and Applicable Laws. The
Personal Data shall not be otherwise used
or disclosed unless required to do so by
applicable law.

a pozadavku kontrolnich Urad,
(iv) zverfejnéni na webu
www.clinicaltrials.gov ana webech

a v databazich, které slouzi srovnatelnému
Ucelu a (v) ulozeni do databazi k usnadnéni
vybéru zkou$ejicich pro budouci Kklinické
studie.

Osobni udaje mohou byt také sdélovany
nebo pfedavany pfidruzenym spole¢nostem,
dcefinym spole€nostem, zastupciim
a smluvnim partnerdm Zadavatele
a kontrolnim uUfadim po celém svété.
Zdravotnické zafizeni je povinno informovat
ZkouSejiciho a Studijni personal
0 shromazdovani, zpracovavani
a prfedavani  jejich osobnich udaja
Zadavatelem podle této Smlouvy. Zadavatel
poskytne toto oznameni Zdravotnickému
zafizeni prostfednictvim spole€nosti IQVIA.

6.4 Dodrzovani predpist

Zdravotnické zarizeni, ZkousSejici
a Zadavatel jsou kazdy samostatné
odpovédni za vedeni veskeré evidence a za
registraci pro Zpracovani Osobnich udaju,
jak to vyZaduji predpisy. Bude-li tfeba
posoudit dopad na ochranu osobnich udaji
nebo prfedem konzultovat s kontrolnimi
Ufady, poskytnou si Strany vzajemnou
soucinnost a spolupraci.

zafizeni  bude  rovnéz
neprodlené informovat Zadavatele
o veSkerych oznamenich obdrzenych
v souvislosti se Studii od Ufadu pro ochranu
osobnich udaju. Zadavatel zajiStuje pravni
zaklad pro zpracovani Osobnich udajd
vramci Studie vsouladu s nafizenim
GDPR. Zadavatel bude Osobni udaje
Subjektd studie pouzivat pouze pro ucely
Studie a v mezich stanovenych Protokolem,
povolenimi vydanymi Etickou komisi nebo
jinymi  kontrolnimi  ufady, pfipadnou
smlouvou o ulozisti biologickych vzorkd,
informovanym souhlasem Subjektd studie
a PfisluSnymi pravnimi pfedpisy. Osobni
Udaje nebudou pouzivany ani sdélovany
jinym  zplsobem, pokud to nebudou
vyZadovat pfisludné pravni pfedpisy.

Zdravotnické
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6.5 Pseudonymization

Personal Data of Study Subjects will be
pseudonymized, when transferred to
Sponsor. The pseudonymization replaces
any information that directly identifies a
Study Subject with a subject identification
code. Sponsor will not be provided with
the key or code that enables Study
Subjects to be re-identified by the
Institution or Investigator. The transfer of
the Personal Data to the Sponsor shall
always take place by using appropriate
technical and organizational measures to
ensure a level of security appropriate to
the risk of the transfer.

6.6 Confidentiality.

Sponsor shall ensure that confidentiality,
to the full extent permitted by Applicable
Laws, applies to the Personal Data. Any
access to the Personal Data is strictly
limited to authorized users. The
authorized users shall be (i) informed of
the confidential nature of the Personal
Data, (ii) appropriately trained of their
responsibilities, and (iii) have executed
written confidentiality agreements or are
under an appropriate statutory obligation
of confidentiality, individually valid after
the termination of their personnel
arrangement.

6.7 Privacy and Security

The Institution, Investigator and Sponsor
shall each implement appropriate
technical and organizational measures to
meet the requirements of the GDPR and
to protect the Processed Personal Data.

6.8 Security Incident

In case of a Security Incident related to
the Personal Data, the Institution and/or
Investigator shall promptly notify the
Sponsor and provide, as feasible,
sufficient information for the Sponsor to
assess the Security Incident and make
any required notification to any regulatory
authority within the timeline required by
regulations. The Sponsor decides on

6.5 Pseudonymizace

Osobni Udaje Subjekttd studie budou pfi
pfedavani Zadavateli pseudonymizovany.
Pseudonymizace nahrazuje veskeré
informace, které pfimo identifikuji Subjekt
studie, identifikatnim kdédem  subjektu
hodnoceni. KIi¢ nebo kod, ktery umoziuje
Zdravotnickému zafizeni nebo ZkouSejicimu
opétovnou identifikaci Subjektd studie,
nebude Zadavateli poskytnut. Predavani
Osobnich udaju Zadavateli bude vzdy
probihat za pouZiti vhodnych technickych
a organizacnich opatfeni, aby byla zajisténa
uroveni bezpeénosti odpovidajici riziku
prfedavani.

6.6 Davérnost.

Zadavatel zajisti, aby Osobni udaje
podléhaly dlvérnosti v plném rozsahu
povoleném PfisluSnymi pravnimi predpisy.
Pfistup k Osobnim udajim je pfisné
omezen na opravnéné uzivatele. Opravnéni
uzivatelé musi byt (i) upozornéni na
divérnou povahu  Osobnich  udajd,
(ii) nalezité proskoleni o svych povinnostech
a (iii) musi  uzavfit pisemnou dohodu
0 zachovani  mlCenlivosti nebo  musi
podléhat zakonné povinnosti zachovani
davérnosti platné v jednotlivych pfipadech
i po skonceni jejich pracovniho poméru.

6.7 Ochrana a Zabezpeceni

Zdravotnické zafizeni, Zkousejici
a Zadavatel zavedou vhodna technicka
a organizaéni opatieni ke spinéni
pozadavkl nafizeni GDPR a k ochrané
Zpracovavanych Osobnich udaju.

6.8 Bezpecnostni incident

V pfipadé Bezpecnostniho incidentu
tykajiciho se Osobnich (daji  budou
Zdravotnické zafizeni a/nebo Zkousejici
neprodlené informovat Zadavatele
a poskytnou mu podle moznosti dostateéné
informace k posouzeni Bezpednostniho
incidentu a k pfipadnému oznameni
kontrolnimu Gfadu ve [hGté stanovené
predpisy. Zadavatel na zékladé dostupnych
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basis of the available information and
regulations if the Security Incident will be
considered a Data Security Breach. In the
latter the Sponsor arrange the notification
to data subjects and/or regulatory
authorities if required by law and the
Institution shall be responsible for
providing such natification.

6.9 Rights of Data subjects participating in
the Study

Institution is best able to manage requests
from Study Subjects for access,
amendment, transfer, restriction, or
deletion of Personal Data. Institution
and/or the Investigator, shall inform within
a period of two (2) working days the
Sponsor about any request received from
a Study Subject, their legal
representative, or any other data subjects
to exercise their rights to access, object,
correct, or delete Personal Data held
about him/her in the context of the Study.
If Sponsor receives such a request from a
Study Subject, Sponsor or IQVIA (on
behalf of the Sponsor) shall forward the
request to the Institution.

The Institution and the Investigator shall
handle and answer those requests in
accordance with the Sponsor and IQVIA’s
(on behalf of the Sponsor’s) reasonable
instructions.

7. STUDY SUBJECT INJURY, AND DAMAGES

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

informaci a predpisi rozhodne, zda bude
Bezpec€nostni incident povazovan za
Poruseni zabezpeceni osobnich udajl.
V takovém pfipadé Zadavatel vypracuje
oznameni subjektim udajli nebo pfipadné
kontrolnim Gfaddm, pokud to vyzaduji
pravni pfedpisy, a Zdravotnické zafizeni
bude odpovédné za predani takového
oznameni.

6.9 Prava Subjektll ddaju ucastnicich se
Studie

Zdravotnické zafizeni je nejlépe schopno
feSit zadosti Subjektd studie o pfistup
k Osobnim dajlm, jejich zménu, pfedani,
omezeni jejich zpracovani nebo vymazani.
Zdravotnické zafizeni a/nebo Zkousejici
budou Zadavatele do dvou (2) pracovnich
dnd informovat o kazdé Zzadosti, kterou
obdrzi od Subjektu studie, jeho zakonného
zastupce nebo jakéhokoli jiného subjektu
Udaju, tykajici se uplatnéni prava na pfistup
k Osobnim Udajim uchovavanym
v souvislosti se Studii, uplatnéni namitky
proti jejich zpracovani, opravy Udajl nebo
jejich vymazani. Pokud takovou zadost od
Subjektu studie obdrzi Zadavatel, Zadavatel
nebo spolecnost IQVIA (za Zadavatele) ji
preda Zdravotnickému zafizeni.

Zdravotnické zafizeni a ZkouSejici budou
zadosti vyfizovat aodpovidat na né
v souladu s pfiméfenymi pokyny Zadavatele
a spole€nosti IQVIA (za Zadavatele).

POSKOZENi ZDRAVi SUBJEKTU STUDIE A
ODSKODNENi

Misto provadéni klinického hodnoceni je
povinno neprodlené pisemné vyrozumét
IQVIA a Zadavatele o jakémkoli naroku
vztahujicimu se k onemocnéni ¢i Ujmé na
zdravi, k nimz skute¢né ¢i udajné doSlo v
souvislosti s nezadouci reakci na
Hodnocené IéCivo a zavazuje se plné
spolupracovat se Zadavatelem pfi feSeni
nezadouci udalosti.

Zadavatel uhradi Zdravotnickému zafizeni
pfimé, pfiméfené a nezbytné zdravotni
vydaje, které vznikly Zdravotnickému
zafizeni v souvislosti s lécbou jakychkoli
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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 written instructions of
Sponsor concerning the Study, or any
Applicable Laws, 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 Study Subject to follow
the reasonable instructions of the
Investigator relating to the
requirements of the Study.

The Sponsor's liability to reimburse the
Institution under this provision shall not be
limited to the amount payable under any
insurance required to be carried by Sponsor
but shall extend to the full amount of the
Institution’s actual damages in the amount of
subject's claim or of subject's legal
representative's claim successfully claimed
under Czech legal order.

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

a) 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;

b) The Institution fails to notify the Sponsor
in writing within twenty (20) working days
of the date the Institution became aware
of the claim for damages having been
made. The notice shall be sent by
registered post to the Sponsor.

nezadoucich udalosti, nemoci nebo Ujmy na
zdravi Subjektu studie zpusobené |écbou
Subjektu studie v souladu s Protokolem, s
vyjimkou pfipadl, kdy takova nezadouci
udalost, nemoc nebo Ujma na zdravi je
zplsobeno:

a) pochybenim Zdravotnického zafizeni,
ZkouSejiciho nebo jakéhokoliv jejich
zameéstnance jednat v souladu s touto
Smlouvou, Protokolem, jakoukoliv
pisemnou instrukci Zadavatele tykajici
se Studie nebo PrislusSnymi pravnimi
pfedpisy, nafizenimi nebo smérnicemi,
véetné GCP, vydanymi jakymkoliv
kontrolnim ufadem, nebo

b) nedbalosti nebo umysinym nespravnym
jednanim  Zdravotnického  zafizeni,
ZkouSejicim nebo jakymkoliv jejich
zastupcem nebo

c) porusenim povinnosti
Subjektem jednat % souladu
s ddvodnymi pokyny Zkousejiciho
tykajicich se pozadavku Studie.

Studijnim

Odpovédnost Zadavatele odSkodnit Instituci
dle tohoto ustanoveni nebude limitovana
Castkou splatnou dle jakéhokoliv pojisténi
uzavieného Zadavatelem, ale bude se
vztahovat na celou ¢astku skute¢né Skody
Zdravotnického zafizeni ve vySi naroku
subjektu nebo naroku jeho zakonného
zastupce uspésné uplatnéného dle ¢eského
pravniho fadu.

Néarok Zdravotnického zafizeni na nahradu
S8kody dle  pfedchoziho  ustanoveni
nevznika, jestlize:

a) poskozeni zdravi (v€etné smrti) subjektu
hodnoceni bylo zplsobeno Umysing,
nedbalosti, protipravnim jednanim nebo
nesplnénim povinnosti stanovené
Zdravotnickému zafizeni Ci
ZkouSejicimu pravnim predpisem nebo v
této Smlouve, v€etné vSech jejich pfiloh;

b) Zdravotnického zafizeni do dvaceti (20)
pracovnich dnd ode dne, kdy se
dozvédélo, Ze byl vla¢i nému uplatnén
narok na nahradu Skody, neoznamilo
tuto skuteCnost pisemné Zadavateli.
Oznéameni musi byt odeslano
doporu€enou postou Zadavateli.
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c) 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;

d) The Institution has recognized the claim
without prior obtaining Sponsor’s written

consent to such recognition.

Institution shall notify Sponsor of any
claims asserted against it for which the
Institution is seeking reimbursement.
Except as provided below, Sponsor shall
have the right, at its option to control the
investigation, trial and de-fence of any
such action and shall have the right to
approve all settlement offers. Institution
shall fully cooperate with the Sponsor at
all times during the pendency of any
action for which indemnification has been
sought, including, without limitation,
providing all available information
concerning the claim and providing
employees to discuss the claim at no

costs to the Sponsor.

No settlement or compromise of a claim
subject to this indemnification provision
will be binding on Sponsor without
Sponsor’s prior written consent. Sponsor
will not unreasonably withhold such
consent of a settlement or compromise.
Neither Party will admit fault on behalf of
the other Party without the written

approval of that Party.

Sponsor will not be responsible for, and
the Site agrees, to the extent allowed by
law, to indemnify and hold Sponsor

harmless from, any loss, claim, cost

demand arising from any injuries or
damages resulting from the Site’s
negligence, failure to adhere to the
Protocol, failure to obtain informed
consent, unauthorized warranties, breach

of this Agreement or willful misconduct.

This Section 7 subsection “Study Subject
Injury and Damages” shall survive
termination or expiration of this

Agreement.

¢) na zadost Zadavatele mu Zdravotnické
zafizeni  neumoznila  ucastnit se
mimosoudniho vyjednavani o]
vzneseném naroku nebo nasledného
soudniho fizeni;

d) Zdravotnické zafizeni uznalo vzneseny
narok, aniz by obdrzela pfredchozi
pisemny souhlas Zadavatele.

Zdravotnické zafizeni bude Zadavatele
informovat o vS8ech narocich, které vuaci
nému budou uplatnény aza které bude
pozadovat nahradu. S vyjimkou nize
uvedenych pfipadd ma Zadavatel pravo
podle vilastniho uvazeni pfevzit vedeni
takového vysetfovani, soudniho Fizeni nebo
obhajoby proti pfipadné zalobé& a ma pravo
schvalovat nabidky na  vypofadani.
Zdravotnické zafizeni je povinno poskytovat
Zadavateli po celou dobu fizeni o Zalobég, za
kterou pozaduje  odSkodnéni, plnou
soucinnost zahrnujici mimo jiné predavani
veskerych dostupnych informaci tykajicich
se naroku a poskytnuti zaméstnancl
k projednani naroku, ato bez jakychkoli
nakladll pro Zadavatele.

Pfipadna dohoda o narovnani nebo
0 kompromisu bez Zadavatelova
predchoziho pisemného souhlasu nebude
pro Zadavatele zavazna. Souhlas
s dohodou o narovnani nebo o kompromisu
nebude Zadavatel bezdivodné odmitat.
Zadna ze Stran nepfizna vinu za druhou
Stranu bez jejiho pisemného souhlasu.

Zadavatel nenese odpovédnost a Misto
provadéni  klinického  hodnoceni se
zavazuje, Zze Zadavatele od3kodni a zbavi
ho odpovédnosti za pfipadné ztraty, naroky,
naklady nebo pozadavky vyplyvajici z ujmy
na zdravi nebo Skod zplsobenych
nedbalosti Mista provadéni klinického
hodnoceni, nedodrzenim Protokolu,
neziskanim informovaného souhlasu,
neopravnénymi zarukami, poruSenim této
Smlouvy nebo Umysinym jednanim.

Tento Clanek 7 podsekce "Poskozeni zdravi
Subjektu Studie a Odskodnéni" zUstane v
platnosti po ukonéeni nebo uplynuti doby
trvani této Smlouvy.
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8. IQVIA DISCLAIMER

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

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

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.

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 investigation,
disqualification, debarment, or ban

8. ODMITNUTi ODPOVEDNOST! IQVIA

IQVIA timto vyslovné odmita jakoukoli
odpovédnost v souvislosti s Hodnocenym
[éCivem, vCetné& jakékoliv odpovédnosti za
jakékoliv naroky vyplyvajici z okolnosti
zplsobené nebo domnéle zplsobené
jakymkoliv Studijnim postupem spojenym
s takovym |éCivem vyjma rozsahu, v jakém
je takova  odpovédnost Fici
nedbalosti, umysinym protipravnim
jednanim nebo porusenim této Smiouvy ze
strany IQVIA.

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

9. NASLEDNA S§KODA

Ani IQVIA ani Zadavatel nebudou vic¢i Mistu
provadéni klinického hodnoceni odpovédni
ve vztahu k jakémukoli uslému zisku, ztraté
obchodnich  pfilezitosti, ¢&i  jakymkoli
souvisejicim 8kodam, ani Misto provadéni
klinického hodnoceni nebude odpovédné
vuéi IQVIA nebo Zadavateli ve vztahu k
jakémukoli uslému zisku, ztraté obchodnich
prilezitosti, ¢&i  jakymkoli  souvisejicim
Skodam.

Ugelem zadného z ustanoveni této Smlouvy
neni vylou€it nebo omezit odpovédnost
kterékoli ze stran za umrti nebo Ujmu na
zdravi osob zpusobené nedbalosti dané
strany.

Tento Clanek 9 "Nasledna $koda" zistane v
platnosti po ukonéeni nebo uplynuti doby
trvani této Smlouvy.

10. VYLOUCENI

Misto provadéni klinického hodnoceni
prohladuje a potvrzuje, Ze ani Zdravotnické
zafizeni, ani kterykoli ze zaméstnancd,
zastupcl Zdravotnického zafizeni i jakakoli
jina osoba, ktera se podili na vykonu Studie
ve Zdravotnickém zafizeni, nebyla zbavena
pfislusného opravnéni, nebyla ji ulozena
sankce zakazu vykonu cinnosti klinickych
hodnoceni a déle, Ze kterykoli z téchto
subjektdl  neni  vySetfovan  jakymkoli
kontrolnim  Ufadem, kdy  vysledkem
takového Setfeni €i Fizeni maze byt ulozeni
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occurs.

This Section 10 “Debarment” shall survive

termination or  expiration  of
Agreement.

11. FINANCIAL DISCLOSURE AND CONFLICT OF

sankce zakazu vykonu c&innosti €i odebrani
opravnéni, a to v kterémkoli staté, a Misto
provadéni Kklinického hodnoceni se dale
zavazuje neprodlené vyrozumét IQVIA v
pfipadé, Ze dojde k takovému vySetfovani,
diskvalifikaci, uloZzeni sankce zakazu
vykonu €innosti nebo k odejmuti opravnéni
k vykonu klinického hodnoceni.

Tento Clanek 10 "Vylougeni" zistane v
platnosti po ukon€eni nebo uplynuti doby
trvani této Smlouvy.

11. FINANCNI INFORMACE A STRET ZAJMU

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 those investigators or
sub-investigators or their spouses or

dependent children.

IQVIA may withhold payments if it does
not receive a completed form from each

such investigator and sub-investigator.

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

Study completion.

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

such review.

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.

Misto provadéni klinického hodnoceni
souhlasi, Ze na zakladé Zadosti Zadavatele
nebo IQVIA ZkouSejici pro kazdého
uvedeného a identifikovaného zkousSejiciho
nebo spoluzkousejiciho, ktefi se pfimo
podili na lé¢eni nebo hodnoceni Subjektu
studie neprodlené pfeda IQVIA vyplnény a
podepsany formularF finan¢niho prohlaseni a
konfliktu zajmu, ktery byl vyplnén a
podepsan takovym zkouSejicim nebo
spoluzkous$ejicim, ve kterém tito zkouSejici
Ci  spoluzkouSejici  pfiznavaji  jakékoli
pfislusné zajmy, které maji oni sami nebo
jejich manzelé/manzelky €i nezaopatfené
déti.

IQVIA je opravnén pozdrzet platby,
v pfipadé, ze neobdrzi vyplnéné formulare
od kazdého takového zkouSejiciho a
spoluzkousejiciho.

ZkouSejici zajisti urychlenou aktualizaci
formulafd dle potreby, s cilem zajistit jejich
pfesnost a Uplnost v priibéhu realizace
Studie a jeden (1) rok po dokonéeni Studie.

Misto provadéni klinického hodnoceni
souhlasi stim, Ze vyplnéné formulare
mohou kontrolovat statni a regulac¢ni Grady,
Zadavatel, IQVIA a jejich zastupci, a Misto
provadéni klinického hodnoceni s takovymi
kontrolami.

ZkouSejici dale souhlasi s pfenosem dat o
finanénim prohlaSeni do zemé sidla
Zadavatele a Spojenych stata americkych, a
to i kdyby vtéchto zemich neplatil nebo
neexistoval natolik vyspély reZzim ochrany
dat jako ve vlastni zemi Mista provadéni
klinického hodnoceni.

Czech Republic _Clinical Trial Agreement _INST & INV - based on IQVIA Global template — 1 May 2019

BioNTech SE_BNT323-01_Czech Republic_INST & INV
Site_ Fakutni nemocnice Motol a Homolka

Pl name

Version_redacted_02032026

CONFIDENTIAL
Page 32 of 57

Internal



This Section 11 “Financial Disclosure and
Conflict of Interest” shall survive
termination or  expiration of this
Agreement.

12. ANTI-KICKBACK AND ANTI FRAUD

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

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

Institution and Investigator agree that they
will not bill any Study Subject, insurer, or
governmental agency for any visits,
services or expenses incurred during the
Study for which they have received
compensation from IQVIA or Sponsor and
that neither Institution nor Investigator will
pay another physician to refer subjects to
the Study. Procedures listed in the
Financial Exhibit and those approved by
Sponsor shall be reimbursed, irrespective
of classification under local
reimbursement rules.

13. ANTI-BRIBERY

Institution and Investigator agree that the
fees to be paid pursuant to this
Agreement represent fair compensation
for the services to be provided by Site.
Institution and Investigator represent and
warrant that payments or Iltems 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,

Tento Clanek 11 "Finanéni informace a stfet
zajmQ" zustane v platnosti po ukonceni
nebo uplynuti doby trvani této Smlouvy.

12. ZAMEZENi UPLATKARSTVi A PODVODU

Zdravotnické zafizeni a ZkousSejici souhlasi,
Ze jejich usudek, pokud jde o poradenstvi a
péci o kazdy subjekt hodnoceni, nebude
ovlivnén Uhradou, kterou obdrzi na zakladé
této Smlouvy, a dale osvédcuji, ze tato
kompenzace nepfesahuje realnou trzni
hodnotu sluzeb, které poskytuji a Zze zadné
platby nejsou poskytovany za ucelem pfimét
je k nakupu nebo predepisovani jakychkoliv
Iéku, zafizeni nebo produkt.

Pokud Zadavatel nebo IQVIA poskytnou
jakékoli produkty nebo pfedméty pro pouziti
ve Studii zdarma, Zdravotnického zafizeni a
ZkouSejici souhlasi, Ze nebudou Zzadat
Uhradu po zadném Subjektu studie,
pojistovné nebo statnim/spravnim Gfadu
nebo jakékoli jiné tfeti strané za tyto zdarma
poskytnuté produkty nebo predméty.

Zdravotnické zafizeni a ZkouSejici souhlasi,
Ze nebudou zadat Udhradu po Zzadném
Subjektu Studie, pojistovné nebo statnim
Ufadé za jakékoliv navstévy, sluzby nebo
vydaje vzniklé v prabéhu Studie, za které
obdrzeli dhradu od IQVIA nebo Zadavatele
a ze ani Zdravotnické zafizeni ani
ZkouSejici nebudou poskytovat platbu
jinému lékafi za doporuceni subjektl do
Studie. Ukony uvedené ve Finanéni pfiloze
a Uukony schvélené Sponzorem budou
hrazeny bez ohledu na jejich Kklasifikaci
podle mistnich pravidel pro uhrady.

13. ZAKAZ PODPLACENI

Zdravotnické zafizeni a Zkousejici timto
souhlasi, ze platby, které budou uhrazeny
na zakladé této Smlouvy, predstavuji
fadnou kompenzaci za sluzby poskytnuté
Mistem provadéni klinického
hodnoceni. Zdravotnické zafizeni a
ZkouSejici timto prohlasuji a zavazuji se, Ze
platby & Hodnotné véci, které obdrzi na
zakladé této Smlouvy €&i v souvislosti se
Studii jakkoli neovlivni jakékoli rozhodnuti
Zdravotnického zafizeni, ZkousSejiciho C¢i
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or any payee under this Agreement may
make, as a Government Official or
otherwise, in order to assist Sponsor or
IQVIA to secure an improper advantage
or obtain or retain business.

Institution and  Investigator  further
represent and warrant that neither they
nor any of their respective owners,
directors, employees, agents, or
consultants, nor any payee under this
Agreement, have or will, in order to assist
Sponsor or IQVIA to secure an improper
advantage or obtain or retain business,
directly or indirectly pay, offer or promise
to pay, or give any Items of Value to any
person or entity for purposes of (i)
influencing any act or decision: (ii)
inducing such person or entity to do or
omit to do any act in violation of their
lawful duty; (iii) securing any improper
advantage; or (iv) inducing such person or
entity to wuse influence with the
government or instrumentality thereof to
affect or influence any act or decision of
the government or instrumentality.
Institution and Investigator shall comply
with all applicable anti-corruption and anti-
bribery laws regulations and industry and
professional codes of practice. Institution
and Investigator shall notify [IQVIA
immediately upon becoming aware of any
breach under this Section.

For the purpose of monitoring compliance
with Applicable Laws, regulations and the
terms of this Section, Institution and
Investigator agree to provide reasonable
cooperation in any investigation that may
be conducted by or on behalf of the
Sponsor related to business in connection
with the Study. Upon notice of an
intended investigation, Institution and

jakéhokoli pfislusného vlastnika
Zdravotnického zafizeni, ¢leni spravnich
organt, zameéstnancu, zastupcl,

konzultant(l ¢i jakéhokoli pfijemce plateb na
zakladé této Smlouvy k tomu, aby udinil,
jakozZto Zastupce vefejné moci &i jakkoli
jinak, za UCelem poskytnuti pomoci
Zadavateli & IQVIA v podobé zajisténi
neopravnéné vyhody ¢&i za uelem ziskani i
zachovani si obchodni pfilezitosti.
Zdravotnické zafizeni a ZkouS3ejici dale
prohladuji a zavazuji se, ze ani oni, ani
jakykoli jejich vlastnik, ¢len statutarniho
organu, zastupce €i konzultant, ani jakykoli
pfilemce plateb dle této Smlouvy, a to za
uCelem pomoci Zadavateli ¢i IQVIA k
zajisténi neopravnéné vyhody Ci ziskani Ci
zachovani obchodni pfilezitosti, pfimo C¢i
nepfimo, neuhradil, nenabidnul &i neslibil
uhradit, nebo nedaroval jakoukoli
Hodnotnou véc jakékoli osobé Ci subjektu
a ani tak neucini v budoucnu v souvislosti s
nasledujicimi ucely: (i) ovlivnéni jakéhokoli
jednani ¢€i rozhodnuti: (ii) pobidky ¢i pohnuti
takové osoby &i subjektu, aby néco konal
nebo se zdrzel uréitého jednani v rozporu s
se zakonem ulozenou povinnosti; (iii)
zajiSténim jakékoli neopravnéné vyhody;
nebo (iv) pobidky i pohnuti takové osoby &i
subjektu k zneuziti vlivu vuci
statnimu/spravnimu organu &i jeho zastupci
v této souvislosti, a to za ucelem ovlivnéni
jakéhokoli jednani Ci rozhodnuti
statniho/spravniho organu ¢i jeho zastupce.
Zdravotnické zafizeni a ZkouS$ejici budou
dodrZovat veSkeré platné zakony, nafizeni
a oborové a profesni kodexy zakazujici
korupci a uplaceni. Zdravotnické zafizeni
a Zkous$ejici  jsou  povinni  informovat
spole¢nost IQVIA okamzité poté, co se
dozvédi o jakémkoli poruseni podle tohoto
¢lanku Smiouvy.

Za uCelem  monitorovani  dodrzovani
PFislusnych pravnich predpist, nafizeni
a ustanoveni tohoto Clanku se Zdravotnické
zafizeni a Zkousejici zavazuji, Ze poskytnou
pfiméfenou soudinnost pfi Setfeni Cinnosti
souvisejicich se Studii, které bude pfipadné
provadéno Zadavatelem nebo jeho jménem.
Po oznameni zamySleného  Setfeni
Zdravotnické zafizeni a Zkousejici
v pfiméfené |huté poskytnou Zadavateli
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Investigator will provide, in a reasonable
time, to Sponsor or IQVIA: (a) access to
the relevant persons; and/or (b) access to
relevant documents, records and data
(e.g. invoices and requests for expense
reimbursement, supporting receipts and
substantiation, and original entry records
for charges and payments),

Institution and Investigator shall ensure
that all Study Staff, subcontractors (if any)
and agents (if any) receive appropriate
training to meet the requirements of this
contract.

In addition to other rights or remedies
under this Agreement or at law, IQVIA or
Sponsor may terminate this Agreement if
Site breaches any of the representations
or warranties contained in this Section or
if IQVIA or Sponsor learns that improper
payments are being or have been made
to or by Institution or Investigator or any
individual or entity acting on its or their
behalf.

Institution acknowledges that payments
and other Items of Value made pursuant
to this Agreement may be reported to
government entities or other third parties
as required by Applicable Laws,
regulations, industry codes of practice
and transparency principles (“ltems of
Value Reporting Requirements”) and that
IQVIA or Sponsor may disclose the
details of such payments on its website or
as otherwise required by Items of Value
Reporting Requirements. Institution shall
assist IQVIA and Sponsor in its
compliance with Items of Value Reporting
Requirements and provide any
information necessary for IQVIA and
Sponsor to comply with  such
requirements.

14. INDEPENDENT CONTRACTORS

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

nebo  spolecnosti IQVIA:  (a) pFistup
k pfislusnym osobam a/nebo (b) pfistup
k pfislusnym  dokumentim,  zaznam(m
audajim  (napf. fakturam  a Zadostem
o proplaceni  vydajl, podkladim jako
stvrzenkam  nebo  kjinym  dokladim
a k originalim zaznam{ o poplatcich
a platbach).

Zdravotnické zafizeni a ZkouSejici zajisti,
ze Studijni personal, pfipadni
subdodavatelé a pfipadni zastupci absolvuji
odpovidajici Skoleni, aby mohli plnit
poZadavky této Smlouvy.

Nad ramec ostatnich prav a prostfedkd
napravy dle této Smlouvy, €i na zakladé
pfislusnych pravnich predpist, IQVIA nebo
Zadavatel budou opravnéni ukoncit platnost
této Smlouvy v pfipadé, ze Misto provadeéni
klinického  hodnoceni  porudi jakékoli
prohlaSeni ¢&i zaruky obsazené v tomto
Clanku, pfipadng, pokud IQVIA nebo
Zadavatel zjisti, Ze jsou poskytovany &i byly
poskytnuty neopravnéné platby vici &i ze
strany Zdravotnického zarizeni Ci
Zkousejiciho nebo jakéhokoli jednotlivce &i
subjektu jednajiciho jejich jménem.

Zdravotnické zafizeni bere na védomi, ze
platby ajiné Hodnotné véci poskytované
podle této Smlouvy mohou byt hlaseny
statnim urfaddm nebo jinym tfetim stranam,
jak to vyzaduji Pfislusné pravni predpisy,
nafizeni, odvétvové kodexy a zasady
transparentnosti  (dale ,PoZadavky na
hladeni Hodnotnych véci“), a Ze spoleCnost
IQVIA nebo Zadavatel mohou zvefejhovat
Udaje o takovych platbach na svych
webovych strankach nebo jinym zplsobem
vyzadovanym Pozadavky na hlaseni
Hodnotného plnéni. Zdravotnické zafizeni
bude spoleCnosti IQVIA a Zadavateli
poskytovat soucinnost pfi plnéni Pozadavku
na hlaseni Hodnotnych véci vcetné
veSkerych informaci nezbytnych k plnéni
takovych pozadavkl ze strany spolecnosti
IQVIA a Zadavatele.

14. NEZAVISLI DODAVATELE

ZkouSejici a Zdravotnické zafizeni a
Studijni personal budou jednat jako
nezavisli poskytovatelé smluvniho plnéni
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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 be signed by all
Parties and shall become binding for
Parties 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”.

15.2 Termination

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

The Site may terminate this Agreement
immediately upon written notice i) if the
EC or other Regulatory Authority
withdraws approval of the Study; ii) if
necessary to protect the safety, health or
welfare of Study Subjects; and upon 30
days written notice iii) due to Force
Majeure. 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

IQVIA a Zadavatele a nebudou jakkoli
povazovani za zaméstnance ¢i zastupce
IQVIA nebo Zadavatele.

Ani IQVIA ani Zadavatel nebudou mit
jakoukoli odpovédnost vztahujici se k
benefitdm, penzim, nahradam, narokim k
ddchodovému pFipojisténi,
pracovnépravnim odménam, srazkovym d&i
jinym pracovnépravnim danim tykajicim se
Zkousejiciho nebo Zdravotnického zafizeni
nebo jejich zaméstnanc.

15. PLATNOST & UKONCENi PLATNOSTI

15.1 Platnost

Tato Smlouva bude podepsana vSemi
stranami v a stane se U¢innou v{¢i Stranam
k datu, kdy bude zvefejnéna v Registru
smluv podle zakona ¢.340/2015 Sb.,
oregistru smluv (,Datum uGcinnosti“) a
zUstane v ucinnosti do okamziku dokonc&eni
&i ukongeni v souladu s timto Clankem 15
~Platnost a ukon&eni platnosti®.

15.2. Ukoné&eni platnosti

IQVIA a/nebo Zadavatel jsou opravnéni
ukongit platnost této Smlouvy z jakéhokoli
divodu s okamzitou ucinnosti neprodlené
na zakladé doruceni pisemného oznameni.

Misto provadéni klinického hodnoceni je
opravnéno vypovédét Smlouvu pisemnym
oznamenim (vypovédi) s okamZitou
platnosti, i) pokud EK nebo jiny kontrolni
Urfad zruSi schvaleni Studie; ii) pokud to
bude nezbytné pro ochranu bezpedi, zdravi
nebo prospéchu Subjektl studie; a
s vypovédni dobou 30 dni iii) v pfipadech
vylu€ujicich odpovédnost. V navaznosti na
doru€eni oznameni o ukonceni platnosti
Misto provadéni klinického hodnoceni
neprodlené ukonéi jakykoli nabor subjektd,
bude jednat v souladu s definovanymi
postupy pro ukonceni, zajisti, ze ve vztahu k
subjektiim Studie budou dokoné&eny jakékoli
procesy kontrolni povahy, a vyvine
nezbytné usili za uuc¢elem minimalizace
jakychkoli dal$ich nakladu, pficemz IQVIA
provede zavéreCnou Uhradu za navstévy a
milniky, jez byly fadné provedeny na
zakladé a v souladu s touto Smlouvou, a to
ve vySi Castek definovanych v Priloze A;
avSak za podminky, ze Platby budou v
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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 enroliment.

16. NOTICE

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

a) inperson

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

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

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

kazdém pfipadé snizeny o Castku ve vysi
deseti (10 %) procent. Takto snizena ¢astka
bude pfedstavovat hodnotu veskerych
¢innosti spojenych s uzavienim databaze a
bude poskytnuta poté, co Zadavatel schvali
veskeré stranky formulafd CRF, a dale poté,
co budou poskytnuta veskera vyjasnéni dat
a dale dojde ke splnéni veSkerych ostatnich
podminek, jez jsou stanoveny v této
Smlouvé. V pripadé, Ze dojde ke vzniku
domneéni, ze doSlo k podstatnému poruseni
této Smlouvy a mlze tak dojit k ukonceni
platnosti této Smlouvy, pak s vyjimkou a v
rozsahu, v jakém muUze byt ohrozena
bezpecnost Subjektl studie, IQVIA a/nebo
Zadavatel mohou preruSit naplnéni celé Ci
Casti této Smlouvy, zejména vietné
zafazovani Subjektl studie.

16. OZNAMENi

VeSkera oznameni vyzadovana nebo
povolena podle této Smlouvy budou
uCinéna v pisemné podobé a budou
doruc¢ena:
a)osobné

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

c) e-mailem ve formatu pdf/scan nebo
v jiném formatu, ktery znemozZiuje zdsah
do obsahu s potvrzenou zpravou o
prenosu nebo

d) komeréni no¢ni kuryrni sluzbou, ktera
zaruCuje doruc€eni dal$i den a poskytne
potvrzeni.  Tato  oznameni  budou
adresovana takto:

To Sponsor / Zadavateli:

Name / Nazev: BioNTech SE

Attention: Legal Department and Clinical Operations
Address / Adresa: An der Goldgrube 12, 55131 Mainz,
Germany / Némecko

E-mail: I

To IQVIA / IQVIA:

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

Address / Adresa: Pernerova 691/42, 186 00 Praha 8 -

Internal

Karlin, Ceska republika

And to/A také
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Email:

Attention:

To Institution / Zdravotnickému
zarizeni

Name / Nazev: Fakultni nemocnice Motol a Homolka,
statni prispévkova organizace, Klinické hodnoceni
1é¢iv, sekretariat naméstka pro LPP

Address / Adresa: V Uvalu 84, 150 00 Praha 5, Ceska
republika / Czech Republic

E-mail:
Tel./ Tel:

Name

To Investigator / ZkouSejicimu

Tel./ Tel:

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 or dissimilar to the foregoing,
beyond the reasonable control of the Party
bound by such obligation, provided,
however, that the Party affected shall exert
its reasonable efforts to eliminate or cure or
overcome any of such causes and to
resume performance of its obligations with
all possible speed.

18. MISCELLANEQUS

18.1 Entire Agreement

This Agreement, including its attachment(s),
constitutes the sole and complete agreement
between the Parties and replaces all other
written and oral agreements relating to the

/ Jméno a pfijmeni:

Address / Adresa: Onkologicka klinika 2. LF UK a FN Motol
a Homolka, V Uvalu 84, 150 00 Praha 5, Ceska republika /
Czech Republic

17. VYSSi moc

SpInéni jakékoli povinnosti kteroukoli ze Stran,
jez ma byt takovou Stranou spinéna na zakladé
podminek této Smlouvy, bude prominuto v
dasledku zaplav, pozara ¢&i jinych projeva VysSi
moci, nehod, valek, nepokojli, embarg, prodleni
dopravcli, nemoznosti opatfit pfislusné
materialy, nebude-li dodana elektricka energie
¢i jiné pfirodni zdroje, v disledku rozhodnuti,
zakazu €i omezeni statniho/spravniho ufadu Ci
jiného prvku vy$Si moci, ktery zabrani splnéni
takové povinnosti, bez ohledu na to, zda je
shodny ¢&i odliSny od shora uvedeného, a ktery
stoji mimo moZznost ovlivnéni pfislusné Strany,
ktera je takovou povinnosti vazéna, to v3ak za
podminky, Ze takto dotena Strana vyvine
odpovidaji usili za ulelem odstranéni Ci
napravy Ci prekonani jakéhokoli takového
ddvodu ¢&i pficiny a bude pokracovat v plnéni
svych povinnosti v nejbliz§im  mozném
C¢asovém okamziku.

18. RUZNE

18.1. Celistvost Smlouvy

Tato Smlouva, vCetné pfiloh, predstavuje
vyhradni, celistvé a aplné ujednani Stran a
nahrazuje veskeré ostatni pisemné a ustni
dohody vztahujici se k této Studii.
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Study.
18.2 No Waiver/Enforceability

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

If any part of this Agreement is found to be
unenforceable, the rest of this Agreement will
remain in effect.

18.3 Assignment of the Agreement

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

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

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

18.4. Governing Law
This Agreement shall be interpreted and

enforced under the laws of Czech Republic. Any
disputes arising out of this agreement shall be

18.2. Vzdani se uplatnéni/Vynutitelnost

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

V pfipadé, Ze bude kterakoli ¢ast této Smlouvy
shledana jako nevykonatelna, zbytek této
Smlouvy zlstane i nadale v platnosti.

18.3. Pfevod Smlouvy

Tato Smlouva bude zavazna vuéi Stranam i
jejich pravnim nastupcim a postupnikam.

Misto provadeéni klinického hodnoceni
nepievede jakakoli prava ¢i zavazky z této
Smlouvy bez pfedchoziho pisemného souhlasu
IQVIA nebo Zadavatele.

Na zakladé zadosti Zadavatele je spolecnost
IQVIA opravnéna pievést tuto Smlouvu na
Zadavatele nebo jakoukoli ftfeti stranu a
spole¢nost IQVIA nebude odpovédna za
jakékoli zavazky ¢i odpovédnosti dle této
Smlouvy, jez vyplynou po datu pfevodu a Misto
provadéni klinického hodnoceni timto souhlasi
s takovym postoupenim. Mistu provadéni
klinického hodnoceni bude takové postoupeni
¢i pfevod oznameno bez zbyteéného odkladu
nabyvatelem.

18.4 Rozhodné pravo

Tato Smlouva bude vykldddna a vymahana v
souladu s pravnim fadem Ceské republiky.
Pfipadné spory vzeSlé ztéto smlouvy budou

settled by the competent courts in the Czech

fedeny prislu§nymi soudy v Ceské republice.

Republic.

18.5 Prevailing language

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

18.6 Survival:

The terms of this Agreement that contain
obligations or rights that extend beyond the
completion of the Study shall survive
termination or completion of this Agreement,
even if not expressly stated herein.

18.7 Counterparts
This Agreement shall be executed in four (4)

18.5 Rozhodn4 jazykova verze.

Tato Smlouva je vyhotovena v anglickém a
Ceském jazykovém znéni. V pFipadé jakéhokoli
rozporu bude rozhodujici eské jazykova verze.

18.6  Pretrvavaijici platnost:

Podminky této Smlouvy, jeZz obsahuji prava a
povinnosti, jez svoji povahou prekraluji
okamzik dokonceni Studie, zUstanou zavazné i
v pfipadé ukonceni &i vyprSeni platnosti této
Smlouvy, a to i v pfipadé, ze tak neni v této
Smlouveé vyslovné uvedeno.

18.7 Pocet vyhotoveni
Tato smlouva je vyhotovena ve d&tyfech (4)
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counterparts, out of which each party will
receive one counterpart.

18.8 Insurance:

Sponsor hereby represents and warrants that it
will provide clinical trial insurance in accordance
with § 58, par. 2Act on Pharmaceuticals as may
be subsequently amended.

Institution declares that it is insured for liability
for damage caused in connection with the
provision of healthcare services pursuant to
Section 45(2)(n) of Act No. 372/2011 Coll., on
Health Services and Conditions of Their
Provision (Health Services Act), as amended.

THIS SECTION IS INTENTIONALLY LEFT
BLANK

ACKNOWLEDGED AND AGREED BY IQVIA RDS Czech Republic, s.r.o. / NA DUKAZ SOUHLASU

stejnopisech, pficemz kazda smluvni strana
obdrzi jedno paré.

18.8 Pojisténi:

Zadavatel timto prohladuje a potvrzuje, ZzZe
v souladu s ustanovenim § 58 odst. 2 Zakona
o léCivech, v platném znéni, zajisti pojisténi
klinického hodnoceni.

Zdravotnické zafizeni prohlasuje, Ze je dle ust.
§ 45 odst. 2 pism. n) zakona ¢. 372/2011 Sb., o
zdravotnich sluzbach a podminkach jejich
poskytovani (zakon o zdravotnich sluzbach), ve
znéni pozdéjSich predpisl, pojistén pro pfipad
odpovédnosti za Skodu zpUsobenou v
souvislosti s poskytovanim zdravotnich sluzeb.

TATO CAST JE ZAMERNE PONECHANA
PRAZDNA

PRIPOJUJE SVUJ PODPIS OPRAVNENY ZASTUPCE IQVIA RDS Czech Republic, s.r.0.

By/ Jméno:

Title/ Funkce:

Signature/ Podpis:

Date/ Datum:

ACKNOWLEDGED AND AGREED BY Fakultni nemocnice Motol a Homolka, statni pfispévkova
organizace: / NA DUKAZ SOUHLASU PRIPOJUJE SVUJ PODPIS OPRAVNENY ZASTUPCE Fakultni

nemocnice Motol a Homolka, statni pfispévkova organizace:

By/ Jméno:

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

Signature/ Podpis:

Date/ Datum:

ACKNOWLEDGED AND AGREED BY THE INVESTIGATOR/ Na diikaz souhlasu pfipojuje svlj podpis
Zkousejici:

Name/ Jméno: N

Signature/ Podpis:

Date/ Datum:

Signed by IQVIA RDS Czech Republic, s.r.o0., under a Power of Attorney dated 19 May 2025, in the nhame
of BioNTech SE / Podepsano IQVIA RDS Czech Republic, s.r.o., na zakladé PIné moci vystavené dne
19. kvétna 2025, jménem BioNTech SE

Name/ Jméno:

Signature/ Podpis:

Date/ Datum:

Attachments: Prilohy:

Attachment A - Budget and payment schedule PFiloha A — Rozpocet a platebni piehled
Attachment B - Power of attorney/delegation letter PFiloha B — PIna moc / delegacni dopis pro IQVIA
of IQVIA
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ATTACHMENT A
BUDGET & PAYMENT SCHEDULE

A.PAYEE DETAILS
The Parties agree that the payee designated below is the
proper payee for this Agreement, and that payments
under this Agreement will be made only to the following
payee (“Payee”):

Internal

PRILOHA A
ROZPOCET A ROZPIS PLATEB

A.UDAJE O PRIJEMCI PLATEB

Smluvni Strany se dohodly, Ze niZze uvedeny pfijemce
plateb je fadnym pfFijemcem plateb z této Smlouvy a Ze
platby vyplacené podle této SMLOUVY budou hrazeny
vyhradné tomuto pfijemci plateb (dale jen ,Pfijemce
plateb®):

Contract Payee:

Smluvni Pfijemce plateb:

Payee Name

Jméno/nazev Pfijemce plateb

indicated above, or tax
exempt when applicable)

(Must match name in the Fakultni nemocnice Motol (Musi se shodovat se Fakultni  nemocnice
a Homolka L . . Motol a Homolka
contract) jménem/nazvem ve smlouvé)
. V Uvalu 84, 105 06
Payee Address V Uvalu 84, 105. 06 Praha Adresa Pfijemce plateb Praha 5, Ceskéa
5, Czech Republic .
republika
DPH/DIC
VAT/Tax ID (Dariové identifikacni &islo musi
(Tax ID must exactly pfesné odpovidat vy$e
match the payee name |CZ00064203 . . ! CZ00064203
uvedenému jménu/nazvu

prijemce plateb, pfipadné stavu
osvobozeni od dané)

Banking Information:

Bankovni informace:

(8 or 11 Characters)

Bank Name Ceska narodni banka Nazev banky Ceska narodni banka
Bank Street Na Pfikopé 28 Ulice banky Na Pfikopé 28
Bank City Praha 1 Mésto banky Praha 1
Bank Postal Code 11503 Postovni smérovaci &islo banky (115 03
Bank Country Czech Republic Zemé banky Ceska republika
Receiving Account CczZK Mé&na uétu K&
Currency

Cz42 0710 0000 0000 CZ42 0710 0000 0000
IBAN 1793 7051 IBAN 1793 7051
Swift Code CNBACZPP Swift kéd CNBACZPP

(8 nebo 11 znakd)

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 se sjednana ména plateb neshoduje s vasim
bankovnim uétem, mozna budete muset uvést
zprostredkujici banku. Podrobnosti vam sdéli vaSe
finanéni instituce. Pokud je poZzadovana zprostfedkujici
banka, uvedte prosim nazev banky, &islo uctu, je-li
k dispozici, a SWIFT kod zprostfedkujici banky spolu se
vSemi dalSimi poZadovanymi pokyny pro bankovni
prevody

Contact Information:

Kontaktni informace:

Name of recipient sending _ Jméno pFl’jemce zasilajl’ciho _
invoices to faktury spole¢nosti IQVIA

Phone number & Email | GNGNGEEGE Telefonni &islo a e-mail ]
Language Preference Czech Preferovany jazyk Cesky
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Name of payment
recipient to receive
payment notification and
details

Jméno pfijemce plateb, ktery
bude pfijimat oznameni
o platbé a podrobnosti

Phone number & Email

Telefonni &islo a e-mail

Language Preference Czech

Preferovany jazyk Cesky

In case of changes in the Payee’s bank details, Site is
obliged to inform 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.

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 a separate agreement between
Investigator and Payee, 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 is h 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.

Dojde-li ke zméné bankovniho spojeni Pfijemce plateb,

musi otom Misto provadéni klinického hodnoceni
pisemné informovat spole¢nost

e-mailem zaslanym na
adresu: :

Misto provadéni klinického hodnoceni kontaktuje
pfislusného ¢lena studijniho tymu IQVIA, aby poskytlo
podepsanou dokumentaci 0 zménach v bankovnim
spojeni PFijemce plateb. Strany se dohodly, Ze nebude
nutno uzavirat zadny dal$i dodatek ke Smlouvé, jestlize
se zména bude tykat pouze bankovniho spojeni, aviak
nezméni se samotny pfijemce plateb ani zemé, v niz se
nachazi jeho bankovni Gcet.

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

Neni-li Pfijemcem plateb ZkouSejici, bude pfipadna
povinnost Pfijemce plateb vyplacet Zkou3ejicimu
odménu upravena v samostatné dohodé mezi
ZkouSejicim a Pfijemcem plateb, v niZ mohou byt
stanoveny jiné Castky plateb v€etné jinych vyplatnich
termind nez c&astky, které bude spolecnost IQVIA
vyplacet Pfijemci plateb.

ZkouSejici bere na védomi, ze pokud neni Pfijemcem
plateb ZkouSejici, spole¢nost IQVIA nebude platit
ZkouSejicimu ani v pfipadé, Zze Pfijemce plateb platby
ZkouS$ejicimu neprovede.

B. MINIMALNI CILOVY POCET ZARAZENI

ZkouSejici bere na védomi, Ze minimalni cilovy pocet
zafazenych subjektt pro Zkousejiciho i aze
Misto provadéni klinického hodnoceni musi vynalozit
maximalni Usili na dosazeni tohoto cile v pfiméfené
dobé po zahdjeni Studie v Misté provadéni klinického
hodnoceni. Pokud Misto provadéni klinického
hodnoceni tento zavazek nedodrzi, mohou Zadavatel
a/nebo spolecnost IQVIA prehodnotit zpUsobilost Mista
provadeéni klinického hodnoceni k dalSi u¢asti ve Studii.
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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. 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.

All government taxes are the sole responsibility of the
Payee.

Major, disqualifying Protocol violations are not
payable under this Agreement

Internal

C. PLATEBNi PODMINKY

Spole€nost IQVIA bude poskytovat finanéni plnéni
Pfijemci plateb kazdé tfi (3) mésice v souladu
s pfilozenym rozpoctem vzdy za uskuteénéné navstévy
jednotlivych subjekttd hodnoceni.

Platby, v€etné pfipadnych plateb za jakékoli subjekty,
které neprojdou vstupnimi vySetfenimi (,screening
failure*), budou vyplaceny na zakladé udajli o poctu
subjektt  zafazenych v pfedchozich 3 mésicich
dolozenych formulafi CRF subjektd obdrzenych od
ZkousSejiciho apo ovéfeni udaji o uskuteénénych
navstévach subjektd. Do 30 dnG od konce tohoto
tfimésiéniho obdobi bude Prijemci plateb zaslan
predbézny vykaz, ktery bude obsahovat uskutecnéné
navstévy subjektd v daném obdobi a souvisejici
platby. Pfijemce plateb vystavi fakturu odpovidajici
vykazu. Faktury budou splatné do 30 dnli od data, kdy
spole¢nost IQVIA obdrzi fakturu vcéetné veskeré
pfislusné podkladové dokumentace. Platby budou ve
v8ech pfipadech sniZzeny o deset procent (10 %). Tato
snizena c¢astka predstavuje hodnotu veskerych uUkon(
souvisejicich s uzavienim databaze vcéetné predani
vSech stranek formulafi CRF, vysvétleni pfipadnych
nejasnosti ohledné dat, doru€eni a schvaleni pfipadnych
dalSich dokladd od kontrolnich Gfadt vyzadovanych
spole¢nosti IQVIA a/nebo Zadavatelem, vraceni vSech
nespotfebovanych pomlicek a materidlu spolecnosti

IQVIA asplnéni vSech ostatnich podminek této
Smlouvy.
Jakékoli naklady a vydaje, které vzniknou Mistu

provadéni klinického hodnoceni v souvislosti s pInénim
této Smlouvy a které nejsou vyslovné oznaceny jako
proplatitelné ze strany spolecnosti IQVIA ¢&i Zadavatele
za podminek této Smlouvy (vCetné jeji Casti Rozpoclet
a Rozpis plateb), pljdou pIné ktizi Mista provadéni
klinického hodnoceni.

Pokud je Zdravotnické zafizeni platcem DPH, bude ke
vSem vySe uvedenym fakturovanym &astkam pfipoctena
DPH v zakonné vysi.

Platba vS8ech vnitrostatnich dani
odpovédnosti Pfijemce plateb.
Zavazna diskvalifikujici poruseni Protokolu nebudou
podle podminek této Smlouvy proplacena.

bude vyluénou

Czech Republic _Clinical Trial Agreement _INST & INV - based on IQVIA Global template — 1 May 2019

BioNTech SE_BNT323-01_Czech Republic_INST & INV
Site_ Fakutni nemocnice Motol a Homolka

Pl name

Version_redacted_02032026

CONFIDENTIAL
Page 45 of 57



Internal

D.BUDGET TABLE D. TABULKA ROZPOCTU

BNT323 — ARM / RAMENO BNT323

VIsIT /| NAVSTEVA VISIT AMOUNT INCLUDING
Il overHEAD (CZK) /
CASTKA ZA NAVSTEWU
véetne [l rezunicH
NAKLADU (K€)

TOTAL PER SUBJECT
CELKEM NA SUBJEKT 537538

PACLITAXEL — ARM / RAMENO S PAKLITAXELEM

VisIT / NAVSTEVA VISIT AMOUNT INCLUDING
Bl o/crHEAD (CZK) /
CASTKA ZA NAVSTEVU
véetne [l rRezunicH
NAKLADU (K¢€)
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Internal

TOTAL PER SUBJECT 1016 753
CELKEM NA SUBJEKT

DOXORUBICIN — ARM / RAMENO S DOXORUBICINEM

VisIT / NAVSTEVA VISIT AMOUNT INCLUDING
Il overHEAD (CZK) /
CASTKA ZA  NAVSTEVU
véetne [l rRezunicH
NAKLADU (K¢€)
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Internal

TOTAL PER SUBJECT
CELKEM NA SUBJEKT 510853

E. STUDY START-UP FEE

A one-time, non-refundable payment will be paid in the
amount of to cover Study start-up activities
upon completion and receipt by IQVIA of all contractual
and regulatory documentation and receipt of invoice.

F. SCREENING FAILURE

Reimbursement for screen failures will be at the amount

of I for Screening Visit Part 1, | for

Screening Visit Part 2 or Rescreening (as applicable).

A maximum of [three (3)] consecutive Screen Failures will
be paid. If recruitment challenges or Protocol-driven
exclusions arise, the Sponsor may approve additional
payments at its discretion. Prior written approval is
required, but no formal amendment to the Agreement is

E. POPLATEK ZA INICIACI STUDIE (START-UP)

Jednorazovy nevratny poplatek v &astce || EGzN
pokryvajici €innosti pfi zahajeni Studie bude uhrazen po
zkompletovani veskeré plvodni smluvni a regulacni
dokumentace a po jejim pfijeti spole¢nosti IQVIA, a po
obdrzeni faktury.

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

Za Subjekty Studie, které neprojdou vstupnim
vySetfenim, bude vyplacena Castka
za vstupni navstévu v 1. ¢asti, a za vstupni

navstévu ve 2. ¢asti nebo pfipadné u opakované vstupni
navstévy.

Uhrazeny budou maximalné [tfi (3)] po sobé& jdouci
subjekty které neprojdou vstupnim vysSetfenim. Pokud
dojde k problémim s naborem nebo vyfazenim na
zakladé protokolu, muze Sponzor, dle vlastniho uvazeni,
schvalit dodate¢né uhrady. Pro tento pfipad bude nutny
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needed.

To be eligible for reimbursement of a screening visit,
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
subject screening procedures.

G. RE-SCREENING VISIT PAYMENT

H. DISCONTINUED OR EARLY TERMINATION SUBJECTS

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

I. UNSCHEDULED VISITS

Payment for unscheduled visits will be reimbursed in the
amount of [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.

J. CONDITIONAL PROCEDURES (WITH INVOICE)

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). Subject number and procedure dates
must be included on the invoice for payment to be issued.

Internal

pfedchozi pisemny souhlas, ale neni nutné uzavirat
dodatek ke Smlouve.

Narok na uUhradu za vstupni navstévu vznikd za
predpokladu, Ze spoleCnosti IQVIA budou pfedlozeny
vyplnéné podkladové udaje spolu s jakymikoli
dodate¢nymi informacemi, které maze spole¢nost IQVIA
vyzadovat k fadnému prokazani vstupnich vysetfeni
subjektu.

G.PLATBA ZA OPAKOVANOU VSTUPNi NAVSTEVU

H. VYRAZENE SUBJEKTY NEBO SUBJEKTY S PREDCASNYM
UKONCENIM

Odmeéna za vyfazené subjekty nebo za subjekty
s pfed€asnym ukonCenim bude vyplacena v pomérné
vysSi podle poctu potvrzenych uskute€nénych navstév.

I. NEPLANOVANE NAVSTEVY

Platby za neplanované navstévy budou uhrazeny
v &astce h [zahrnujici reZijni naklady] tak,
jak je uvedeno v Tabulce rozpodtu vySe. Narok na
Uhradu za neplanovanou navstévu vznika za
predpokladu, Ze spole€nosti IQVIA budou pfedlozeny
vyplnéné podkladové udaje spolu s jakymikoli
dodatecnymi informacemi, které muze spolecnost IQVIA
vyZzadovat k fadnému prokazani neplanované navstévy.

J. UKONY PROVADENE PODLE POTREBY (NA ZAKLADE
FAKTURY)

Nésledujici ukony provadéné podle potieby budou
hrazeny prubézné po obdrzeni faktury vystavené na
¢astku uvedenou v tabulce niZe (tato ¢astka jiz zahrnuje
reZijni naklady). Aby mohla byt platba uskuteénéna,
musi faktura obsahovat ¢islo subjektu a data ukonu.

Procedure / Ukon

Proceduvre amount
(CZK) / Castka za

ukon (K¢)
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Internal
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Internal

K. INSTITUTION COSTS

PHARMACY START-UP/SET-UP FEE

A one-time, non-refundable payment will be paid in the
amount of to cover Pharmacy start-
up/set-up activities. Payment will be made upon
completion and receipt by IQVIA of all contractual and
regulatory documentation and receipt of invoice.

ADDITIONAL PHARMACY FEES

Payments for services rendered by the FN Motol
Pharmacy will occur biannually. Pharmacy
representative:

will prepare the proforma invoice for pharmacy services
provided in the study, which are specified in this
Agreement, and will send it to the study monitor for
approval. The approved proforma invoice will be sent by
the study monitor to the financial accounting department
of FN Motol and Homolka . Based on

K. NAKLADY ZDRAVOTNICKEHO ZARIZENI

POPLATEK ZA ZAHAJENI CINNOSTI LEKARNY
Jednorazova nevratna platba bude vyplacena ve vysi
I « pokryti aktivadnich/zahajovacich &innosti
Iékarny. Platba bude provedena po vyhotoveni
a doruc€eni v8ech smluvnich dokumentd a dokument
pro kontrolni urfady spole¢nosti IQVIA a po obdrzeni
faktury.

DODATECNE POPLATKY LEKARNE

Platby za sluzby provadéné Iékarnou FN Motol budou
probihat 2 x ro¢né. Zastupce lékarny:

pfipravi podklad k fakturaci za sluzby Iékarny provedené
ve studii, jez jsou uvedeny v této smlouvé, a zasle je ke
schvaleni monitorovi studie. Schvaleny podklad k
fakturaci bude monitorem studie zaslan do finanéni
uctarny FN Motol a Homolka . Na
zakladé podkladu pfipravi finan¢ni uétarna FN Motol a
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the proforma invoice, the financial accounting department
of FN Motol and Homolka will prepare an invoice, which
will be sent to the Sponsor according to the instructions
specified in this Agreement.

Internal

Homolka fakturu, kterou zasle zadavateli dle instrukci
uvedenych v této smlouvé.

Poplatek / Fee

Jednotka/ Unit

Za jednotku (K¢)/ Per
Unit (CZK)

AMENDMENT ADMINISTRATIVE FEE

A one-time, non-refundable payment will be paid in the
amount of to cover an administrative fee
for each contract amendment initiated by Sponsor or
IQVIA, upon completion and receipt by IQVIA of all
contractual documentation and receipt of invoice.

RECORD STORAGE FEE/ARCHIVING FEE

A one-time record storage payment of | . wi!l be
made upon receipt of invoice at the end of the Study.
Records will be stored in accordance with Sponsor’s
Protocol requirements, and/or Sponsor’s instructions.
Institution shall maintain all Institution Study records in a
safe and secure location to allow easy and timely
retrieval, when needed.

STUDY CLOSE-OUT FEE
A one-time, non-refundable Study Close-Out payment

POPLATEK ZA DODATEK

Jednorazovy nevratny poplatek v ¢astce || EGzN
pokryvajici administrativni poplatek za kazdy jeden
dodatek iniciovany Zadavatelem nebo spole¢nosti
IQVIA, bude uhrazen po zkompletovani veskeré smluvni
dokumentace a po jejim pfijeti spoleCnosti IQVIA, a po
obdrzeni faktury.

POPLATEK ZA UCHOVANI ZAZNAMU /
USKLADNENI DOKUMENTACE

Za uchovavani zaznam( bude po obdrzeni faktury
uhrazen na konci Studie jednorazovy poplatek ve
vysi . Zadznamy budou uchovavany v souladu
s pozadavky Protokolu Zadavatele nebo pfipadné podle
Zadavatelovych pokynl. Zdravotnické zafizeni bude
uchovavat veSkeré zaznamy o Studii na bezpecném
a zabezpe€eném misté, kde knim bude v pfipadé
nutnosti snadny pfistup bez zbyte€né ¢asové prodlevy.

POPLATEK _ UKONCENiI ___KLINICKEHO
HODNOCENI

Po vyhotoveni vSech zbyvajicich dokumentl s Udaiji

ZA
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I ' be made upon completion and approval
by IQVIA of any outstanding data documentation (data
entry completion and data clarifications issued, and
regulatory documentation and upon receipt of invoice at
the end of the Study.

RADIOLOGY SET-UP

A one-time, non-refundable Radiology Set-Up payment of
, will be made upon completion and receipt by

IQVIA of all original contractual and regulatory

documentation and receipt of an invoice.

LOCAL LABORATORY SET-UP FEE

A one-time, non-refundable Laboratory Set-Up payment
of |l il be made for each involved laboratory
upon completion and receipt by IQVIA of all original
contractual and regulatory documentation and receipt of
an invoice.

DATA CLARIFICATION AFTER CLOSE-OUT - per hour
Data clarification after close-out payment in the amount
of . vp to a maximum h (minimum
invoiceable unit ) to cover Study staff time
dedicated to data clarification after Study close-out.
Additional hours will only paid upon prior written Sponsor
approval. Payments will be done by IQVIA or Sponsor,
upon receipt of invoice stating the work done. Invoices
may have to be directed by IQVIA to the Sponsor if IQVIA
closed and reconciled the Study before receipt of invoice
from Site. This provision shall remain valid after the term
of the Agreement and ends with completion of the Study
at all participating Study sites and final database lock.

SITE AUDIT FEE (QUALITY AUDIT, INVESTIGATOR

Internal

(zadani udaji a vyreSeni pfipadnych dotaz( k udajim)
a dokumentl pro kontrolni ufady a jejich schvaleni
spole¢nosti IQVIA bude po obdrzeni faktury uhrazen
jednorazovy nevratny poplatek za ukoné&eni klinického
hodnoceni ve vysi h

ZAHAJOVACI POPLATEK PRO RADIOLOGICKE
PRACOVISTE

Po vyhotoveni vSech originald smluvnich dokumentu
a dokumentl pro kontrolni ufady a jejich schvaleni
spolecnosti IQVIA bude po doru€eni faktury uhrazen

jednorazovy nevratny zahajovaci poplatek pro
radiologické pracovisté ve vys

ZAHAJOVACi _ POPLATEK  PRO  LOKALNi
LABORATORE

Po vyhotoveni vSech originald smluvnich dokumentt
a dokumentd pro kontrolni Ufady a jejich schvaleni,
spoleCnosti IQVIA bude po doru€eni faktury uhrazen
jednorazovy nevratny zahajovaci poplatek ve vysi
_ na pokryti zahajeni ¢innosti kazdé zapojené

lokalni laboratore.

UPRESNENiI UDAJU PO UZAVRENI - za hodinu

Platba za upfesnéni udaju po uzavreni Studie ve vysSi
B aoximang (minimalni
fakturovatelna jednotka ) na pokryti Casu

pracovnikll Studie vénovaného upfesnéni udaju po
uzavfieni Studie. DalSi hodiny budou hrazeny pouze po
prfedchozim pisemném souhlasu Zadavatele. Platby
budou provadény spolecnosti IQVIA nebo Zadavatelem
po obdrzeni faktury s uvedenim provedené prace.
Pokud spole¢nost IQVIA uzavie a sesouhlasi Studii pfed
obdrzenim faktury od Mista provadéni klinického
hodnoceni, bude mozna muset preposlat fakturu
Zadavateli. Toto ustanoveni zlstava v platnosti ipo
skoneni platnosti Smlouvy ajeho platnost konci
dokonéenim Studie ve vSech zuc€astnénych Mistech
provadéni klinického hodnoceni a definitivnim
uzamcenim databaze.

POPLATEK ZA AUDIT _MIiSTA PROVADENI
KLINICKEHO HODNOCENI (AUDIT KVALITY, AUDIT

SITE FILE AUDIT) — per event
An Audit fee will be reimbursed upon receipt of invoice
only in the event of an audit which is conducted for any
reason other than "for cause" at an amount not to exceed
, per event. Payment includes audit
preparation cost, facilitating the audit, filing out
documents, storage of audit related documents. Payment
will be payable to Payee upon receipt of an itemized
Invoice. Invoice must include audit date.

STUDIJNIHO SANONU INVESTIGATORA) - za audit
Poplatek za audit bude uhrazen po obdrzeni faktury, ale
pouze pokud se nebude jednat o divodny audit, pficemz
tato Castka neprevysi za audit. Platba
zahrnuje naklady na pfipravu auditu, podporu pfi
provadéni auditu, vyplnéni dokumentl a ulozeni
dokumentl souvisejicich s auditem. Prijemci plateb
bude uhrazena na zakladé polozkové faktury. Faktura
musi obsahovat datum auditu.
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L. STUDY SUBJECT COST REIMBURSEMENT

The Parties acknowledge that Study Sponsor has
contracted a vendor (ReimPay) that will provide Study
Subject costs reimbursement. The Investigator and
Institution shall provide ReimPay with the information
necessary to enable ReimPay to make the cost
reimbursement to the Study Subjects.

If the subject refuses to be reimbursed by a third-party,
reasonable costs associated with a visit of the Study Site
under the Protocol (e.g., travel costs or reasonable meal
costs) shall be reimbursed to individual Study Subjects in
cash in amount of for each study visit and in
amount of for each biopsy. Agreed
reimbursement of travel and other expenses to subjects
enrolled in the study will be invoiced by the Study Site
retrospectively based on the subject's participation in the
study visits and based on the documentation sent by the
study monitor and approved by the Investigator. Records
of travel costs and its reimbursement will be maintained
by the Investigator. Payment of travel expenses to
subjects occurs after invoice reimbursement by CRO.

M. 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.

N. EQUIPMENT

All materials and equipment provided (“Equipment”) by
the Sponsor or IQVIA/vendors contracted by the Sponsor
shall remain the sole property of the
Sponsor/IQVIA/vendor, as the case may be.

Sponsor or IQVIA/vendors will provide the Equipment
identified below:

Internal

L. PROPLACENI VYDAJU SUBJEKTUM STUDIE
Strany berou na védomi, Zze Zadavatel Studie uzavrel

smlouvu s dodavatelem (ReimPay), ktery bude
zajistovat  proplaceni vydaja  Subjektim  Studie.
Zkousejici a Zdravotnické zafizeni poskytnou

spole¢nosti ReimPay informace nezbytné k tomu, aby
spole¢nost ReimPay mohla Subjektim Studie vydaje
proplacet.

Pokud by subjekt odmitl platbu tfeti stranou, budou
pfiméfené naklady spojené s navstévou Mista provadéni
klinického hodnoceni dle Protokolu (napf. cestovni
naklady nebo pfiméfené naklady za stravovani)

jednotlivym subjektiim studie vyplaceny v hotovosti ve
W za kazdou studijni navitévu a
za podstoupeni biopsie. Dohodnuté nahrady

cestovnich a jinych vyloh subjektim zafazenym do
studie budou v takovém pfipadé Mistem provadéni
klinického hodnoceni fakturovany zpétné na zakladé
Ucasti subjektd na jednotlivych navstévach a na zakladé
podkladli zaslanych monitorem studie a schvalenych
zkousejicim. Evidenci cestovnich naklada zajistuje
ZkousSejici. Nahrady budou subjektim vyplaceny po
Uhradé vystavené faktury spole¢nosti IQVIA.

M. POPLATKY ETICKYM KOMISIM

Poplatky etickym komisim budou proplaceny po
obdrZeni faktury vystavené etickou komisi, a nejsou
zahrnuty do pfilozeného rozpodtu. Platby za pfipadna
nasledna opakovana podani nebo prodlouzeni budou se
souhlasem spole¢nosti IQVIA a Zadavatele hrazeny po
pfedlozeni odpovidajicich dokladd. Platby budou
hrazeny pfimo etické komisi. Platby za pfipadna
nasledna opakovana podani nebo prodlouzeni budou se
souhlasem spole¢nosti IQVIA a Zadavatele hrazeny po
predlozeni odpovidajicich dokladd.

N. VYBAVENI
VSechny materialy (,Vybaveni) dodané Zadavatelem
nebo spole¢nosti IQVIA, resp. dodavateli povérenymi
Zadavatelem zOstanou ve vylu¢ném vlastnictvi
Zadavatele, resp. spole€nosti IQVIA nebo pfislusného
dodavatele.

Zadavatel nebo spole€nost IQVIA nebo pfipadné jejich
dodavatelé poskytnou niZe uvedené Vybaveni:
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Therefore, it is hereby agreed that such Equipment shall:

be subject to removal at any time upon the
Sponsor’s or, IQVIA’ demand provided that such
removal does not prevent the Site from
conducting the Study and carrying out their
obligations under this Agreement;

be used only for the purposes of the Study;

be used in accordance with any manuals or
instructions while in possession of the Site;

Internal

Quantity | Type of [ Make / Model / Serial | | °cet | Typvybaveni Znacka, model, sériové
equipment Number Cislo

| Mobile phone | Mobilni telefon ]
(serial number will be S

entered on Site Receipt (sériové Cislo  bude

Form and will be filed U\v/ed'eno ] na

by Investigator) prfedavacim protokolu a

ten bude ulozen wu
zkousejiciho)

Strany se proto dohodly, Ze:

Zadavatel nebo spole¢nost IQVIA budou moci
Vybaveni kdykoli odvézt pod podminkou, Ze tim
nebudou branit Mistu provadéni Kklinického
hodnoceni v provadéni Studie a plnéni zavazku
podle této Smlouvy.

Vybaveni bude vyuzivano vyhradné pro ucely
Studie.

Vybaveni bude pouzivano v souladu
s pfipadnymi navody k pouziti a pokyny, bude-li
je Misto provadéni klinického hodnoceni mit.

iv.  Vybaveni bude udrzovano ve stejném stavu,

iv. shall remain in the same condition, ordinary wear Vv jakém bude dodano, s pfihlédnutim

and tear excepted. As long as the Equipment are k béZnému opotfebeni. V dobé, kdy se bude

in the possession of the Site, it is liable for Vybaveni nachazet v drzeni Mista provadéni

maintenance or any risk of loss in connection klinického hodnoceni, ponese Misto provadéni

with the Equipment during the conduct of the klinického hodnoceni odpovédnost za jeho

Study; udrzbu a za riziko pfipadné ztraty Vybaveni

bé&hem provadéni Studie.

v.  Vybaveni bude jasné oznaceno jako vyhradni

vlastnictvi Zadavatele, spole€nosti IQVIA, resp.

V. be clearly identified as the sole property of the prislusného dodavatele timto textem:

Sponsor/IQVIA/vendor, as applicable, by clearly ,MAJETEK (jméno zakonného vlastnika), aby

stating “BELONGS TO “Name of legal owner” in byly tfeti osoby véetné pripadnych véfitelt

order to notify any third parties, including informovany, Ze vlastnické pravo k nému si
creditors, that the legal owner retains title thereto; ponechal jeho zakonny vlastnik.

and Vi. Po dokonéeni nebo pred€asném ukonceni

Studie zajisti spole¢nost IQVIA nebo Zadavatel

v soucinnosti s Mistem provadéni klinického

Vi. upon completion or termination of the Study, at hodnoceni  vraceni  veSkerého  Vybaveni

the Site, IQVIA or Sponsor, together with Site

poskytnutého pro Studii do jednoho (1) mésice

assistance, shall arrange the return of all od Zadosti o jeho vraceni, pfipadné pokud o to
equipment provided for the Study within one (1) Zadavatel nebo IQVIA pisemné pozadaji,
month of request to return, or if requested by the likvidaci Vybaveni, co nejdfive to bude

Sponsor or IQVIA in writing, arrange for the

proveditelné.
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disposal of the Equipment as soon as reasonably
practicable.

O.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.

P. 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 691/42, 186 00

Praha 8 - Karlin,

Czech Republic

Invoices including back-up to be sent to:

Internal

O.PLATEBNi SPORY

Jakékoli nesrovnalosti v platbach béhem Studie bude
moci Misto provadéni klinického hodnoceni rozporovat
do tficeti (30) dnl po doru€eni zavérec¢né platby.

P. EAKTURY
Platby budou provadény spoleénosti IQVIA na zakladé
rozpoCtu navstév, Cetnosti plateb a platebnich

podminek, jak je popsano vySe. Platby budou provedeny
az po obdrzeni pfisluSnych faktur véetné podkladové
dokumentace ve stanovené méné, jak je popsano nize.
Faktury budou splatné do 30 dni od data doruceni
faktury spole€nosti IQVIA vcetné pfislusné podkladové
dokumentace.

Faktury za pfipadné dalSi platby neuvedené v této
smlouveé (ij. dodate¢né uhrady) musi byt rovnéz zasilany
spole¢nost IQVIA a musi je schvalit také Zadavatel.
Faktury budou vystavovany takto:

Faktury budou vystavovany na:
IQVIA RDS Czech Republic, s.r.o.
Pernerova 691/42, 186 00

Praha 8 — Karlin,

Ceska republika

Faktury véetné podkladili k nim budou posilany e-

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.

Link to the Portal: https://ctp.solutions.igvia.com

Emailed or uploaded invoices and backup are

mailem na:

Faktury Ize také posilat prostfednictvim portalu. PFijemci
plateb byl zaslan e-mail s zadosti o vytvofeni uctu
v naSem platebnim portalu. V portalu bude mit Pfijemce
plateb pfistup k aktivitam Subjektu podle Protokolu,
bude moci zadavat faktury a zobrazovat si udaje
o vSech platbach provedenych spolecnosti IQVIA.

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

Preferujeme zasilani faktur a podkladd k nim e-

preferred. In the event of invoices in hard copy need

mailem nebo prostirednictvim portalu. V pripadé, ze

to be sent, please send to the following address:

Att

The following information should be included on the
invoice:

je treba zasilat faktury v tiSténé podobé, posilejte je
na nasledujici adresu:

Att

Na faktufe musi byt uvadény tyto naleZitosti:
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o Complete INVESTIGATOR name,
phone number

Invoice Date

Invoice Number

Payee Name (must match Payee indicated in CTA)
Payment Amount

Complete description of services rendered

Study Number:

Sponsor Name

Invoices should be printed on
letterhead

address and

O O O O O O O O

site/institution

All invoice and payment related inquiries shall be

addressed directli to IQVIA Clinical Trial Payments at

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 information IQVIA will notify Payee. Payee will need
to resubmit a redacted invoice and accompanying
documentation that does not include any personally
identifying information of any Subject.

NO OTHER ADDITIONAL FUNDING REQUESTS WILL
BE CONSIDERED

All amounts include all applicable taxes and excludes
VAT.

All payments for this Study in accordance with the
attached Budget will be

paid by IQVIA electronically.

Internal

o Jméno ZKOUSEJICIHO, jeho adresa a telefonni
Cislo

o Datum faktury

Cislo faktury

O

o Jméno/nazev Pfijemce platby (musi se shodovat
s Pfijemcem platby uvedenym v CTA)

o Castka platby

o Podrobny popis poskytnutych sluzeb

o Cislo Studie:

o Nazev Zadavatele

o Faktury musi byt vytistény na hlavickovém papife

mista provadéni klinického hodnoceni /
zdravotnického zafizeni.

VeSkeré dotazy tykajici se faktur a plateb posilejte pfimo

spole¢nosti  IQVIA  Clinical Trial Payments na
adresu

Faktury ajakakoli privodni dokumentace nesméji
obsahovat Zzadné osobni identifikovatelné Udaje

zadného Subjektu studie, jako napfiklad jeho jméno
a pfijmeni, inicialy, datum narozeni, adresu, telefonni
Cislo, Cislo pasu, e-mailovou adresu nebo informace
o kreditni karté. Pokud faktury nebo jakakoli privodni
dokumentace takové Uudaje obsahuji, IQVIA o tom
vyrozumi Pfijemce plateb. Pfijemce plateb bude muset
predlozit upravenou fakturu a podkladovou
dokumentaci, neobsahujici zadné osobni
identifikovatelné Udaje jakéhokoli Subjektu studie.

ZADNE DALSi ZADOSTI O FINANCOVANiI NEBUDOU
SCHVALOVANY.

V8echny Castky zahrnuji veSkeré pfislusné dané, nikoli
vSak DPH.

Veskeré platby za tuto Studii podle pfilozeného rozpoctu
bude
spole¢nost IQVIA hradit elektronicky bankovnim
prfevodem.
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