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

CLINICAL TRIAL AGREEMENT

Fakultni nemocnice Ostrava, having aplace of e
business at 17. listopadu 1790/5, 708 52 Ostrava-
Poruba, Czech Republic, having Identification number:
00843989, Tax identification number: CZ00843989,
represented by [
Il Deputy Director for Science., Vice-director for
Science, Research and Education, Founding Deed of
the Ministry of Health of the Czech Republic dated of
November 25th, 1990, ref. No. OP-054-25.11.90 (the
“Institution”), and

, having a work address at e
Gynekologicko-porodnicka klinika, Fakultni nemocnice
Ostrava, 17.listopadu 1790/5, 708 52 Ostrava -
Poruba, Czech Republic (the “Investigator”), and

IQVIA RDS Czech Republic, s.r.o., having a place of e
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
PharmDr. Zuzana LukeSova, MBA, Executive Director
(“lQVIA”), and

BioNTech SE having a place of business at An der e
Goldgrube 12, 55131 Mainz, Germany, Tax
identification number: DE263382495, represented by
. , represented by
IQVIA (“Sponsor”)

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

Tato smlouva o Kklinickém hodnoceni
uzavirana mezi nasledujicimi stranami:

Internal

ev. €. FNO: 017/0OVZ/25/067-P

SMLOUVA O KLINICKEM HODNOCENI

(“Smlouva”) je

Fakultni nemocnice Ostrava, se sidlem 17. listopadu
1790/5, 708 52 Ostrava-Poruba, Ceska republika,
Identifikaéni Cislo: 00843989, Danové identifikacni Cislo:
Cz00843989, zastoupena IR
I  naméstkem Feditele pro védu,

vyzkum a vyuku, namestkem reditele pro védu, vyzkum a
vyuku, Zfizovaci listina MZ CR ze dne 25. listopadu 1990
¢.j. OP-054-25.11.90 (“Zdravotnické zarizeni”), a

,  pracovisté na adrese
Gynekologicko-porodnicka klinika, Fakultni nemocnice
Ostrava, 17. listopadu 1790/5, 708 52 Ostrava — Poruba,
Ceska republika (“Zkousejici’), a

IQVIA RDS Czech Repubilic, s.r.o., se sidlem Pernerova
691/42, 186 00 Praha 8 - Karlin, Ceska republika, IC: 247
68 651, DIC: CZ24768651, zastoupena PharmDr.
Zuzanou LukeSovou, MBA, jednatelkou (“IQVIA”), a

BioNTech SE se sidlem An der Goldgrube 12, 55131
Mainz, Némecko, Danové identifikatni  &islo:
DE263382495, zastoupeny | EGTcIENINIIE
. z=stoupena spoleénosti IQVIA (,Zadavatel)

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

Protocol Number: BNT323-01 Fern-EC-01

Cislo Protokolu:

BNT323-01 Fern-EC-01

A Phase lll, randomized,

endometrial cancer

multi-site, open-label multicentrické, oteviené
trial of BNT323/DB-1303 klinické hodnoceni faze
versus investigator’s 1] pfipravku
choice of chemotherapy BNT323/DB-1303
o in  previously treated - ) v porovnani s
Protocol Title: patients with HERZ2- Nazev Protokolu: chemoterapii podle
expressing recurrent volby zkouSegjiciho

Randomizované,

lékare u dfive lé¢enych
pacientek s recidivujicim
karcinomem endometria
s expresi HER2

08Nov2024

Protocol Date:

Datum Protokolu:

08. listopadu 2024
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Institution

Sponsor: BioNTech SE Zadavatel: BioNTech SE
Stat, ve kterém ma
Country where Site sz'cti)l\(/)édéni Misto 5
is Conducting Czech Republic EI' ickéh Ceska republika
Study inického ]
hodnoceni, které
provadi Studii
. Gynekologicko- Gynekologicko-
's't°u°dat"‘,’v'i‘""‘l’o'lere the | orodnické kiinika, which | Misto, kde bude | porodnicka Klinika, kterd
con dyucte d: is a division/part of the | provadéna Studie: Jje  soucasti/oddélenim

Zdravotnického zafizeni

Key Enroliment
Date:

Klicové datum

zarazeni:

The following additional definitions shall apply to this
Agreement:

Affiliate means any corporation or business entity, which
directly or indirectly (i) Controls a Party, (ii) 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 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, 1ISO 20916, as applicable.

Ve Smlouveé jsou pouzity nasledujici smluvni definice:

Pridruzenou spoleCnosti se rozumi spole¢nost nebo
podnikatelsky subjekt, ktery pfimo nebo nepfimo (i) ovliada
Stranu, (ii) je Stranou ovladan nebo (iii) je pod spole¢nou
kontrolou se Stranou. Vyrazy ,ovlada“ a ,ovladany“ se
rozumi (i) vlastnictvi vice neZ padeséti procent (50 %)
hlasovacich prav a vlastniho kapitalu takové spole¢nosti
nebo podnikatelského subjektu a/nebo (ii) pravomoc

ovliviiovat Ffizeni takové spoleCnosti nebo takového
podnikatelského subjektu.
PfisluSnymi pravnimi predpisy se rozuméji platné

mezinarodni, federalni, statni a mistni zakony, pravidla,
predpisy, nafizeni a pokyny vztahujici se k provadéni

Studie, mj. platné normy Mezinarodni konference
o harmonizaci technickych pozadavki na registraci
humannich IéC€ivych pfipravkl, napf. zasady spravné

klinické praxe (GCP), apfipadné& obecné nafizeni
o ochrané osobnich udaju ¢. 2016/679 (GDPR), nafizeni
Evropské unie o klinickych hodnocenich ¢&. 536/2014 (CTR)
nebo pfipadné predpisy Uradu pro kontrolu potravin a légiv
Spojenych statd americkych ¢i nafizeni Evropské unie
€. 2017/746 (IVDR) nebo norma I1SO 20916.
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Case Report Form or CRF: 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
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.

Internal

ev. €. FNO: 017/0OVZ/25/067-P

Formulafe pro zaznamy o subjektech hodnoceni (Case
Report Form) nebo CRF: formulaif pro zaznamy o
subjektech hodnoceni (v listinné &i elektronické podobé)
bude pouzivan Mistem provadéni klinického hodnoceni za
UcCelem 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 uréuje ucely a zpusoby zpracovani
Osobnich udaja.

PoruSenim zabezpeéeni osobnich udaju se rozumi
poruseni zabezpecCeni, které vede k nahodnému nebo
protipravnimu znic¢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 Kklinickou praxi vydana
Mezinarodni radou pro harmonizaci technickych
pozadavkd na humanni IéCivé pFipravky (ICH), ve znéni, jez
je v prGbéhu ¢€asu novelizovano a zasady vymezené
Helsinskou deklaraci, revidované v pribéhu ¢asu.

Zastupce vefejné moci: jakykoli ufednik & jakykoli
zaméstnanec vladniho ufadu &i jakéhokoli ministerstva,
rezortu, Uradu Ci agentury, nebo zastupce
statniho/spravniho Urfadu; jakakoli osoba jednajici v ufedni
funkci jménem statniho/spravniho ufadu ¢&i jakéhokoli
ministerstva, ustavu, ufadu ¢i agentury nebo zastupce
vladniho dfadu; jakykoli ufednik ¢i zaméstnanec
spole¢nosti & podnikatelského subjektu vlastnéného
statem, v dil€éim & plném rozsahu; jakykoli ufednik Ci
zaméstnanec  mezinarodni  organizace  vefejného
charakteru jako napf. Svétova banka ¢&i Organizace
spojenych narod(; jakykoli Ufednik &i jakykoli zaméstnanec
politické strany ¢i jakakoli osoba jednajici v ramci ji svéfené
pravomoci jménem politické strany; a/nebo jakykoli
kandidat na politickou funkci; jakykoli IékaF, farmaceut Ci
jiny profesional ve zdravotnictvi, pracujici pro ¢i v jakékoli
nemocnici, |ékarmé & jakémkoli jiném  zafizeni
zdravotnického typu ve vlastnictvi & provozovaném
statnim/spravnim afadem, ministerstvem ¢i ustavem.

Hodnocené IéCivo: slozka a pfipadné zdravotnicky
prostfedek definovany v Protokolu, ktery je pfedmétem
hodnoceni ve Studii.

Souborem informaci pro zkou$ejiciho se rozumi dokument
obsahujici souhrn relevantnich klinickych a neklinickych
Gdaju o hodnoceném lécivu.
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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 Iimitation, 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 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
is incorporated by reference as part of this Agreement.

Regulatory Authorities: means bodies having the power
to regulate, including authorities that review submitted
clinical data and those that conduct inspections. These

Internal
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Hodnotné véci: budou vykladany v Sir§im smyslu a mohou
tak zejména zahrnovat penézni ¢astky, platby ¢i ekvivalenty
plateb, jako napfiklad darkové certifikaty ¢i poukazy; dary Ci
bezplatné poskytované vyrobky; pohosténi, zabavu i
pohostinnost; cesty ¢&i proplaceni nakladd; poskytovani
sluzeb; koupé majetku ¢&i sluzeb za nadhodnocené &astky;
pfevzeti ¢&i prominuti splatnych zavazkd; vyhody
nehmotného charakteru, jako napfiklad zvySené socialni i
podnikatelské postaveni (napf. poskytovani darti ¢i podpory
na dobroCinné ulely, jez jsou podporovany
statnimi/spravnimi  Grady); a/nebo vyhod vGéi tretim
osobam vztahujici se k zastupcim vefejné moci (napf.
blizci ¢lenové rodiny). Aby se pfedeslo pochybnostem, dary
zdravotnickym pracovnikim a zdravotnickym organizacim
nejsou podle zadavatelovych internich zasad povoleny
a nesméji byt poskytovany.

Zdravotni zaznamy: primarni zdravotni zaznamy Subjektu
studie vedené Zdravotnickym zafizenim ve vztahu k
Subjektu studie, zejména zaznamy o poskytnuté pédi,
zaznamy o RTG vySetienich, protokoly o provedenych
biopsiich, deniky, interni poznamky, snimky z
ultrazvukovych vySetfeni a dal8i snimky diagnostické
povahy.

Osobnimi udaji se rozumé&ji osobni daje ve vyznamu podle
platnych pravnich pfedpisli, napf. jakékoli udaje, které
identifikuji fyzickou osobu nebo se vztahuji k identifikované
nebo identifikovatelné fyzické osobé (bez ohledu na
medium askuteénost, zda takové Udaje existu;ji
samostatné, nebo v kombinaci s dal§imi dostupnymi udaiji).
Kli¢em koédované udaje jsou povazovany za Osobni Udaje,
i kdyz drzitel téchto udaju nema pfistup ke kli¢i, ktery
spojuje udaje s totoznosti fyzické osoby.

Terminy Zpracovavat, Zpracovani nebo Zpracovavané se

rozumi jakykoli Ukon nebo soubor Ukonl 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, S§ifeni nebo jiny zplsob

zpfistupnéni, sladéni nebo kombinovani, blokovani,

odstranéni nebo zniceni.

Protokol: klinicky protokol, ktery obsahuje podrobné udaje
o Studii v€etné Studie klinické funkce, na ktery je odkézano
vySe a v Uvodnich ustanovenich a ktery mGze podléhat ¢as
od Casu zménam provedenym Zadavatelem (ve smyslu
nize uvedené definice), jenz je do této Smlouvy zaclenén
odkazem a je jeji nedilnou soucasti.

Kontrolnimi ufady se rozuméji urady, které maji pravomoc
kontrolovat, vcetné (fad(i, které posuzuji predlozené
klinické udaje, a ufadu, které provadéji inspekce. Tyto
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bodies are sometimes
authorities.

referred to as competent

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 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,

Internal
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Urady se nékdy oznaduji jako pfislusné urady.

Bezpecnostnim _incidentem se rozumi (i) PoruSeni
zabezpeCeni  osobnich  udaji  nebo  (ii) jakékoli
neopravnéné nabyti Osobnich (dajl, pfistup k nim nebo
jejich pouziti, které je tfeba podle platnych pravnich
pfedpist ohlasit.

Zadavatel: zadavatel Studie.

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

Studijni data a udaje: veSkeré zaznamy, zpravy a protokoly,
jez jsou odlisné od Zdravotnich zaznam( a které jsou
ziskany, shromazdény ¢&i vytvofeny v navaznosti na Ci
pfipraveny v souvislosti se Studii, zejména zpravy,
zaznamy a protokoly (napf., CRFs, elektronické zaznamy
Udajli, datové prehledy, mezitimni zpravy a protokoly a
zavéreCna zprava), které jsou pozadovany, aby byly
poskytnuty Zadavateli v souladu s Protokolem a veSkerymi
zdznamy ohledné& inventurni evidence a nakladani s
vesSkerym mnozstvim Hodnoceného léciva.

Studijni_personal: jednotlivé fyzické osoby zapojené do
provadéni Studie pod dohledem ZkouSejiciho.

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

UVODNI CAST:

VZHLEDEM K TOMU, ZE: Zadavatel je farmaceuticka
spole€nost, kterd& se mimo jiné =zabyvd pFedevsim
navrhovanim, provadénim a fizenim klinickych hodnoceni
s lidskymi u€astniky.

VZHLEDEM KTOMU, ZE Studie je povaZovana za
kombinovanou studii s pouzitim diagnostického prostfedku
in vitro (dale ,Studie klinické funkce“) podle protokolu:
»=Funk&nost 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.
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AZ, 85755. The sponsor of the Clinical Performance
Study is BioNTech SE (“Clinical Performance Study S
ponsor”).

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;

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 Good

Internal
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Zadavatelem Studie klinické funkce je spole¢nost BioNTech
SE (dale ,Zadavatel studie klinické funkce®).

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

VZHLEDEM K TOMU, ze 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;

VZHLEDEM K TOMU, Ze Zdravotnické zafizeni a
Zkousejici (dale spole¢né 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,
dohodnuto nasledujici:

bylo

1.PROVEDENI STUDIE

1.1 Soulad s Pravnimi predpisy, nafrizenimi_a Spravnou

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. In the event of any conflict
between this Agreement and its attachments, the
provisions of this Agreement shall prevail, unless
otherwise expressly stated in the Agreement. In the event
of any inconsistency between this Agreement and the
Protocol, the Protocol shall prevail in medical and
scientific matters and in matters relating to the conduct of
the Study; otherwise, the provisions of this Agreement

klinickou praxi

Misto provadéni klinického hodnoceni souhlasi s tim, ze
Misto provadeéni klinického hodnoceni a Studijni personal
provede ve Zdravotnickém zafizeni Studii v pFisném
souladu s touto Smlouvou, Protokolem, veSkerymi
pfislusnymi pravnimi pfedpisy a nafizenimi, zejména
véetné GCP, zak. €. 378/2007 Sb., o léCivech a zménach
nékterych souvisejicich zakonl (,Zakon o lécivech®) a
vyhlasky €. 463/2021 Sb., o bliz8ich podminkach provadéni
klinického hodnoceni humannich Ié¢ivych pfipravkd, v
platném znéni, zak. ¢. 372/2011 Sb., o zdravotnich
sluzbach a podminkach jejich poskytovani (,Zakon o
zdravotnich sluzbach®) nebo jakychkoli naslednych
pozménujicich & podstatné nahrazujicich pravnich
predpisu ve vztahu ke shora uvedenym pravnim normam,
(spole¢né ,Prislusné pravni predpisy“). Strany berou na
védomi, Ze ony samy ijejich pfipadné Pfidruzené
spole€nosti jsou povinny dodrzovat veSkeré pravni pfedpisy
zakazujici uplaceni a korupci, napt. (i) britsky zakon proti
korupci z roku 2010 (,Protikorup€ni zakon®); (ii) zdkon USA
z roku 1977 o zahrani¢nich korup&nich praktikach z roku
1977 (,FCPAY) a (iii) jakékoli dal8i pravni pfepisy na useku
zakazu korupénich praktik. V pfipadé rozporu mezi touto
Smlouvou a jejimi pfilohami maji pfednost ustanoveni této
Smlouvy, neni-li ve Smlouvé vyslovné uvedeno jinak. V
pfipadé jakéhokoli nesouladu mezi touto Smlouvou a
Protokolem ma Protokol pfednost v medicinskych a
veédeckych zalezitostech a v otazkach provadéni Studie;
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shall prevail.

1.2. Informed Consent Form

Site agrees to use an informed consent form that has
been drafted and 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: Site
shall ensure the prompt, complete, and accurate
collection, recording and classification of the
Medical Records and Study Data.

Site shall:

i. maintain and store Medical Records and
Study Data in a secure manner with
physical and electronic access
restrictions, as applicable and
environmental controls appropriate to the
applicable data type and in accordance
with applicable laws, regulations and
industry standards. 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

ev. €. FNO: 017/0OVZ/25/067-P

jinak maji pfednost ustanoveni této Smlouvy.

1.2 Formular informovaného souhlasu

Internal

Misto provadéni klinického hodnoceni souhlasi s tim, ze
bude pouzivat formular informovaného souhlasu, ve znéni
vypracovaném a schvaleném Zadavatelem, a ktery je v
souladu s pfislusnymi pravnimi pfedpisy a pozadavky a byl
schvélen Etickou komisi (,EK®), kterd odpovida za dohled
nad Studii. Misto provadéni klinického hodnoceni pfedem
zajisti pisemny informovany souhlas kazdého Subjektu
studie, nez se Subjekty za&nou Studie u&astnit.

1.3. Zdravotni zaznamy a Studijni data a udaje

1.3.1. Shromazdovani, uskladnéni a likvidace:
Misto provadéni klinického hodnoceni zajisti

promptni,
zaznamenavani a

Uuplné a pfesné shromazdovani,
klasifikaéni  roztfidéni

Zdravotnich zaznam0 a Studijnich dat a udaju.

Misto provadéni klinického hodnoceni bude:
vést a skladovat Zdravotni zaznamy a
Studijni data a udaje bezpeénym zpUisobem
s omezenim fyzického i elektronického
pfistupu, dle podminek konkrétniho pfipadu
a s kontrolou prostfedi pfisluSnou pro
konkrétni typ dat a udajd v souladu s
pfislusnymi pravnimi pfedpisy, nafizenimi a
technickymi standardy. Bez pisemného
souhlasu Zadavatele nesméji byt b&hem
doby uchovavani zni¢eny zadné zaznamy.
Bez pisemného oznameni Zadavateli
nesmeéji byt zadné zaznamy pfedavany na
jiné misto nebo jiné strang; a
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i. protect the Medical Records and Study
Data from unauthorized use, access,
duplication, and disclosure. If directed by
Sponsor or IQVIA, 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. The Institution will keep all Medical
Records and Study Data as well as any
documentation related to study subjects for 25
years after completing the Study

The investigator conducts the study as part of his or
her employment with the Institution. 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,
titte and interest, including intellectual property
rights, to all Confidential Information (as defined

Internal

ev. €. FNO: 017/0OVZ/25/067-P

ii. chranit Zdravotni zaznamy a Studijni data a
Udaje proti neopravnénému zneuZiti,
pfistupu, kopirovani €i odhaleni. Bude-li tak
pozadovano Zadavatelem ¢&i IQVIA, Misto
provadéni klinickeého hodnoceni predlozi
Studijni data a (daje za pouziti
elektronickeho systému pro elektronicky
zaznam dat, ktery bude poskytnuty
Zadavatelem nebo IQVIA nebo jimi uréenym
zdstupcem, a to v souladu s pokyny
Zadavatele pro elektronicky zdznam dat.
Misto provadéni klinického hodnoceni
zabrani neopravnénému pfistupu ke
Studijnim datim a udajim zajisténim
fyzické bezpec€nosti elektronického systému
a dale zajisti, ze Studijni personal bude
zachovavat vddvérném rezimu jim
pfidélena pfistupova hesla. ZkouSejici
souhlasi, Ze shromazdi veskera Studijni
data a udaje obsazené ve Zdravotnich
zdznamech pfed jejich vlioZzenim do CRF.
Misto provadéni klinického hodnoceni bude
formulafe CRF vyplfiovat a pfedkladat do
Ctyriceti osmi (48) hodin od obdrzeni Udajq;
a

iii. pfijme opatfeni za ucelem zabranéni
nahodnému ¢i pred€asnému zniceni i
poskozeni téchto dokumentt. Zdravotnické
zafizeni uchovd Zdravotni zaznamy a
Studijni data a udaje, jakoz i veSkerou
dokumentaci vztahujici se k Subjektim
Studie po dobu 25 let od ukoné&eni Studie.

ZkouSejici  provadi  Studii v ramci svého
zaméstnaneckého poméru k  Zdravotnickému
zafizeni. Pokud ZkouSejici ukonCi své pusobeni
v ordinaci ve Zdravotnickém zafizeni pred uplynutim
doby uchovavani, uréi Zdravotnické zafizeni pisemné
pro spolecnost IQVIA / Zadavatele jinou osobu, ktera
bude odpovédna za vedeni zaznamu o Studii. V
pfipadé ukonleni  pracovnépravniho  poméru
ZkouSejiciho  bude odpovédnost za vedeni
Zdravotnich zaznamu a Studijnich dat a udajl uréena
v souladu s pfisluSnymi pravnimi predpisy, avSak
Zdravotnické zafizeni se v zadném pfipadé 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 ZkouSejici pfevedou na Zadavatele veSkera
sva prava, naroky a tituly, vCetn& prav duSevniho
vlastnictvi k Duavérnym informacim (ve smyslu nize
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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.

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

Internal

ev. €. FNO: 017/0OVZ/25/067-P

uvedeném) a k jakymkoli jinym Studijnim datim a

adajam.
1.3.3. Pristup, Pouziti, Monitoring a Kontrola. Misto
provadeéni klinického hodnoceni poskytne originaly &i kopie
(dle podminek konkrétniho pfipadu) vSech Studijnich dat a
udaji IQVIA a Zadavateli nebo (elektronicky) pfistup k nim
pro moznost jejich vyuziti Zadavatelem. Misto provadéni
klinického hodnoceni umozni Zadavateli a IQVIA a jejich
zastupclm a zmocnénclim odpovidajici pfistup do prostor a
zafizeni Mista provadéni klinického hodnoceni a k
Zdravotnim zaznamOm, Studijnim datdm a Gadajdm,
formularam informovaného  souhlasu  a k evidenci
Hodnoceného léCiva, aby umoznilo Zadavateli a IQVIA a
jejich zastupclm a zmocnénclm provedeni monitoringu
nebo auditl Studie.

V ramci monitorovani mohou Zadavatel a spoleCnost
IQVIA a jejich zastupci a povéfené osoby vstupovat do
elektronického systému Zdravotnického zafizeni, v némz
jsou uchovavany Zdravotni zaznamy a Studijni data
a udaje, vsouladu s podepsanym informovanym
souhlasem  Subjektu studie (naméatkova kontrola
nahlizenim pfes rameno), ato vyhradné& za pfitomnosti
Zkousejiciho, 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
Uradiim plnou soucinnost a umozni jim v¢asny pfistup do
prostor a zafizeni Mista provadéni klinického hodnoceni a
ke Zdravotnim zaznamim a Studijnim datim a udajum a
poskytne opravnéni ke kopirovani Zdravotnich zaznamu a
Studijnich dat a udaju.

Misto provadéni klinického hodnoceni souhlasi, Zze bude
spolupracovat se zastupci IQVIA a Zadavatele, ktefi
navstivi Misto provadéni klinického hodnoceni, a Misto
provadéni klinického hodnoceni souhlasi, Ze zajisti, ze
zameéstnanci a zastupci Mista provadéni klinického
hodnoceni nebudou klast jakékoli pfekazky €i jakkoli jinak
vytvaret nepfiznivé pracovni podminky pro takové
zastupce.

Misto provadéni klinického hodnoceni neprodlené
vyrozumi IQVIA, a v téze souvislosti IQVIA poskytne
veSkeré kopie, o jakékoli Zadosti, korespondenci d&i
komunikaci pfijaté Ci zaslané jakémukoli
statnimu/spravnimu ufadu &i regulatorni autorité vztahujici
se ke Studii, zejména vc&etné Zadosti & oznameni o
kontrole prostor a zafizeni Mista vykonu klinického
hodnoceni, a Misto provadéni klinického hodnoceni
umozni IQVIA a Zadavateli, aby se takovych kontrol
zucastnili. Misto provadéni klinického hodnoceni vyvine
nezbytné Usili za u¢elem oddéleni, nikoli vSak odhaleni Ci
zpfistupnéni, veskerych Duvérnych informaci, jejichz
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1.3.4. License. Sponsor hereby grants to Institution a
perpetual, non-exclusive, nontransferable, paid-up
license, without right to sublicense, to use Study Data
(i) subject to the obligations set forth in section 3
“Confidentiality”, for internal, non-commercial
research, and (ii) for preparation of publications in
accordance with Section 5 “Publication Rights”.

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

1.4 Duties of Investigator

Investigator is responsible for the conduct of the
Study at Institution and for supervising any individual
or party to whom the Investigator delegates Study-
related duties and functions. In particular, but without
limitation, it is the Investigator's duty to review and
understand the information in the Investigator's
Brochure or device labeling instructions. IQVIA or
Sponsor will ensure that all required reviews and
approvals by applicable regulatory authorities and
ECs are obtained. The Investigator is responsible 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.

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.

Internal

ev. €. FNO: 017/0OVZ/25/067-P

odhaleni i zpFistupnéni neni v této souvislosti vyZadovano
b&hem takovych kontrol.

1.3.4. Licenéni opravnéni. Zadavatel timto Zdravotnickému
zarizeni poskytuje trvalé, nevyhradni, nepfevoditelné, jiz
hrazené licen¢ni opravnéni, bez prava udéleni sublicence,
k uziti Studijnich dat a Udaji (i) v souladu se zavazky
stanovenymi v Clanku 3 ,Davérny rezim“, pro vnitfni udely,
vyzkum nekomercéniho charakteru a (ii) pro pfipravu
publikaci v souladu s Clankem 5 ,Prava na zvefejnéni*.

1.3.5 Pretrvavajici platnost. Tento odstavec 1.3 “Zdravotni
zdznamy a Studijni data a udaje” zUstane zavazny i v
pfipadé zaniku platnosti €i vyprseni platnosti této Smlouvy.

1.4. Povinnosti ZkousSejiciho

ZkouSejici je odpovédny za provedeni Studie ve
Zdravotnickém zafizeni a za dohled nad vSemi fyzickymi Ci
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 Ufadd a EK.
ZkouSejici se zavazuije, Ze pfed zahajenim Studie ovéfi, ze
byly ziskany veSkeré souhlasy a povoleni pfisluSnych
kontrolnich uradll a EK. ZkouSejici je povinen kontrolovat
vSechny CRF béhem Studie, aby byla zajist€na jejich
presnost 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 pInéni pfislusnych
povinnosti a funkci souvisejicich se Studii zpUsobilé, a
zavést postupy zarudujici integritu povinnosti a funkci
provadénych v souvislosti se Studii a veSkerych
generovanych udaju.

ZkouSejici souhlasi, ze poskytne pisemné prohlaseni
vztahujici se k potencialnim zajmdm Zkou$ejiciho
ekonomickeé &i jiné povahy, €i odhali jiné zajmy, je-li jich, a to
v souvislosti s provadénim této Studie ¢€i ve vztahu k
Hodnocenému IéCivu.

ZkouSejici souhlasi, Ze poskytne pisemné prohlaseni, jez
bude odhalovat zdvazky Zkou$ejiciho, jsou-li n&jaké, a to
vUci Zdravotnickému zafizeni ve vztahu a v souvislosti s
provadénim Studie a Hodnocenym léCivem.
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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. The Parties shall
execute an amendment to this Agreement regarding
any change in the person of the Investigator.

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) notimplement 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.

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.

Internal

ev. €. FNO: 017/0OVZ/25/067-P

Misto provadéni klinického hodnoceni souhlasi, Ze zasle
pfedem promptni oznameni Zadavateli a IQVIA v pfipadé,
Ze Zkousejici bude ukonfovat pracovni pomér ve
Zdravotnickém zafizeni &i nebude-li ZkouSejici z jakéhokoli
jiného divodu schopen provadét Studii. Ustanoveni nového
Zkousejiciho bude podléhat predchozimu schvaleni
Zadavatele a IQVIA. O pfipadné zméné Zkousejiciho sepisi
Smluvni strany dodatek k této Smlouveé.

V souvislosti se Studii klinické funkce:
Zkousejici:

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

b) bude Fidit kazdodenni provadéni Studie a dbat 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 Zzadné zmény v CPSP bez souhlasu
Zadavatele a pfipadné EK;
e) bude dbat na presnost, integritu, uplnost, Citelnost

a v€asnost udaju hlasenych Zadavateli;

f) povede evidenci
neporusenost.

vzork abude dbat na jejich

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, Ze
bude neprodlené spolupracovat se Zadavatelem
v souvislosti s jeho usilim vynaloZenym v ramci kontrolniho
procesu ve vztahu k jakékoli nezadouci pfihodé. Misto
provadéni klinického hodnoceni bude jednat v souladu s
oznamovacimi povinnostmi vyZadovanymi EK.

Zadavatel bez zbyte€ného odkladu vyrozumi Misto
provadéni klinického hodnoceni, EK a IQVIA ohledné
jakéhokoli zjisténi, jez je zpusobilé ovlivnit bezpeénost
UCastnikd ¢&i jejich vuUli a ochotu pokraCovat v UcCasti ve
Studii, mit vliv na provadéni Studie & zménit vydané
souhlasné stanovisko EK vztahujici se k pokraCovani ve
Studii.
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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.

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 Investigational Product will be stored in
accordance with applicable laws in the Pharmacy of
the Institution, which undertakes to comply with the
conditions of good pharmacy practice, the related
instructions of SUKL and guarantees handling of the
drug only by authorized persons.

The shipment of the Investigational Product will be
delivered exclusively to the address:

Lékarna FN Ostrava (Hospital Pharmacy)
17. listopadu 1790/5

708 52 Ostrava — Poruba

Czech Republic

All deliveries to the pharmacy are accepted
Monday to Friday between 7 a.m. and 3 p.m.

Internal

ev. €. FNO: 017/0OVZ/25/067-P

1.6. Pouziti a vraceni Hodnoceného léciva a Vybaveni

Zadavatel, &i jeho fadné opravnény zastupce, doda
Zdravotnickému zafizeni &i ZkouSejicimu dostatecné
mnozstvi Hodnoceného |é¢iva dle podminek popsanych
v Protokolu.

Misto provadéni klinického hodnoceni bude pouzivat
Hodnocené |éCivo a jakékoli srovnavaci pfipravky
poskytnuté v souvislosti se Studii vyhradné v souladu
s Protokolem a pro Ucely fadného dokoncéeni Studie a
bude uchovavat Hodnocené IéCivo dle pokynl
Zadavatele a v souladu s pfisluSnymi pravnimi pfedpisy,
nafizenimi a pravidly, v€etné& povinnosti skladovat
Hodnocené I|éCivo v uzam€eném a zabezpeleném
prostoru, a to po celou pfedmétnou dobu. Misto
provadéni klinického hodnoceni povede evidenci
o pfijmu, skladovani, podavani a distribuce
Hodnoceného IéCiva Subjektim studie pomoci formulari
pro evidenci nebo vydej poskytnutych nebo schvalenych
Zadavatelem nebo spole¢nosti IQVIA.

V navaznosti na dokonceni €i ukon€eni Studie, Misto
provadéni klinického hodnoceni vrati Hodnocené |é€ivo,
srovnavaci pfipravky a materidly, jakoz i veSkeré Davérné
informace (ve smyslu nize uvedené definice) plné a
vyluéné na ndklady Zadavatele.

Zdravotnické zafizeni a ZkouSejici se zavazuji, Ze budou
jednat v souladu s veSkerymi pravnimi predpisy,
nafizenimi a pravidly upravujicimi nakladani s
Hodnocenym lécivem ¢i likvidaci Hodnoceného Ié€iva a
jakymikoli instrukcemi a pokyny poskytnutymi IQVIA, jez
nejsou v rozporu s takovymi pravnimi prepisy, nafizenimi
a pravidly.

Hodnoceny pfipravek bude v souladu s platnymi pravnimi
predpisy, uskladnén v Lékarné Zdravotnického zafizeni,
ktera se zavazuje dodrzovat podminky spravné
lékarenské praxe, souvisejici pokyny SUKL a zaruduje
manipulaci s IéCivem pouze opravnénymi osobami.

Zasilka Hodnoceného pfipravku bude dodana vyhradné
na adresu:

Lékarna FN Ostrava (Hospital Pharmacy)
17. listopadu 1790/5

708 52 Ostrava — Poruba

Ceska republika

Prijem veskerych zasilek do Iékarny probiha v po — pa
mezi 7 — 15 hod.
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and marked with the protocol number stating ,Clinical
trial BNT323-01 Fern-EC-01“.

Insitution’s Pharmacy will be responsible for the
receipt of the shipment of the Investigational Product
and the dispensing of the Investigational Product to
the Investigator or his/her designee. The
Investigational Product that is not used in the clinical
trial will be returned by the Insitution and the
Investigator to the Sponsor. This arrangement shall
also apply to any medicinal products supplied by the
Sponsor in the course of the Multi-Center Clinical
Trial which has passed its expiry date.

In the event that a shipment of the Investigational
Product is not labeled with the name of the
responsible pharmacist, pharmacy address and
protocol number as required above, the Institution
shall be entitled to charge a higher acceptance fee as
set forth in Exhibit A. A shipment of Investigational
Product may only be accepted on weekdays between
7:00 a.m. - 3:00 p.m.

In the event that the Institution has agreed with the
Sponsor to provide the supply of medicines under this
Agreement, it shall not be liable for non-delivery in the
event that the medicines in question become
temporarily or permanently unavailable on the Czech
market (e.g. due to a distribution failure). In such a
situation, the Sponsor undertakes to arrange for the
supply of the relevant medicinal products by other
means.

The Sponsor/IQVIA shall ensure access to third party
systems (eCRF; IRT; eCOA, etc.) following the list of
team members delegated by the Investigator for the
conduct of the Study, as confirmed by the Institution.
Prior to the initiation visit, the functionality of the third
party system accesses will be verified by a
representative of the Sponsor/IQVIA

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 efforts to reply to and resolve such data

Internal

ev. €. FNO: 017/0OVZ/25/067-P

a oznacena Cislem protokolu s formulaci ,Clinical trial
BNT323-01 Fern-EC-01°.

Lékarna Zdravotnického zafizeni bude zodpovidat za
pfijem zasilky Hodnoceného pfipravku a vydej
Hodnoceného pfipravku Zkousejicimu nebo jim povérené
osobé. Hodnoceny pfipravek, ktery nebude pouzit v ramci
klinického hodnoceni, vrati Zdravotnické zafizeni a
ZkouSejici Zadavateli. Toto ujednani se vztahuje i na
veSkera léCiva dodana Zadavatelem v ramci klinického
hodnoceni, u nichz ubéhla doba pouzitelnosti.

V pfipadé, Ze zasilka Hodnoceného pfipravku nebude
oznatena jménem odpovédného I|ékarnika, adresou
lekarny a Ccislem protokolu dle pozadavku vySe, je
Zdravotnické zafizeni opravnéno uctovat vysSi poplatek
za prijeti zasilky dle pfilohy A. Zasilka Hodnoceného
pfipravku muze byt pfijata pouze v pracovni dny mezi 7:00
—15:00 hod.

V pfipadé, Ze se Zdravotnické zafizeni dohodlo se
Zadavatelem na zajisténi dodavek lécivych pfipravku dle
této smlouvy, nenese odpovédnost za jejich nedodani v
pfipadé, Ze se dané léCivé pfipravky stanou doCasné Ci
trvale nedostupnymi na ¢eském trhu (napf. z divodu
vypadku v distribuci). V takové situaci se Zadavatel
zavazuje zajistit dodavku pfislusnych léCivych pfipravki
jinym zplsobem.

Zadavatel/IQVIA zajisti pfistup do systému tretich stran
(eCRF; IRT; eCOA apod.) v navaznosti na Zdravotnickym
zafizenim potvrzeny seznam c¢lent tymu delegovanych
ZkousSejicim pro provadéni dané Studie. Pfed konanim
iniciacni navstévy bude ovéfena funkénost pfistupl do
systém{ tfetich stran zastupcem Zadavatele/IQVIA.

Misto provadéni klinického hodnoceni vrati jakékoli
vybaveni & materidly poskytnuté Zadavatelem,
spole€nosti IQVIA nebo Ffadné 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 s tim, Ze
ho spole€nost IQVIA / Zadavatel mohou ve vyjimecnych
pfipadech kontaktovat i po dokonc¢eni Studie za ucelem
objasnéni a/nebo sesouhlaseni Udaju véetné dotazl
tykajicich se udajli vyzadovanych Protokolem, které byly
shromazdény a pfedany Zadavateli v pribéhu Studie.
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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
Enroliment Date then IQVIA or/and Sponsor may
terminate this Agreement in accordance with Section
15 “Term & Termination” Sponsor/IQVIA has the right
to limit enroliment 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

i) 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. Sponsor
undertakes to secure the above approvals.

2. PAYMENT

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

Internal

ev. €. FNO: 017/0OVZ/25/067-P

Misto provadéni klinického hodnoceni na takové dotazy
o objasnéni Udaju odpovi a vyfeSi je s vynaloZenim
pfiméfeného usili vCetné pFipadného posouzeni
a sesouhlaseni se zdravotnimi zaznamy Subjekt( studie.

1.7. KliCové datum zarazeni

Misto provadéni klinického hodnoceni je srozuméno a

souhlasi, Ze v pfipadé, Zze Misto provadéni klinického
hodnoceni nezafadi alespori _ ke
Klicovému datu zafazeni, pak IQVIA a/nebo Zadavatel
budou opravnéni ukonéit tuto Smlouvu v souladu s
Clankem 15 ,Platnost & Ukond&eni platnosti®.
Zadavatel/IQVIA jsou opravnéni omezit zafazeni Subjektl

studie, a to v kterykoli Easovy okamzik.

1.8 Biologické vzorky

Mistu provadéni klinického hodnoceni je zakazano
odebirat nebo pouzivat Biologické vzorky od Subjektd
studie (napf. tkan, krev, sérum a moc), s vyjimkou pfipadd,
kdy jsou takovy odbér nebo pouziti:

i) provadény v souladu s Protokolem,

ii) nezbytné k 1écbé Subjektu studie,

iii) jinak vyslovné povoleny ve Smlouve;

iv)provadény s pfedchozim pisemnym souhlasem
Zadavatele.

Veskeré pouziti Biologickych vzorkd podléha vSem
ustanovenim  této  Smlouvy  vCetn&  ustanoveni
o zvefejnéni, dusevnim vlastnictvi, vlastnictvi udaju
a davérnosti.

1.9. Studie bude provedena na zakladé povoleni vydaného
Statnim Ustavem pro kontrolu [éCiv a souhlasného
stanoviska Etické komise. VySe uvedené povoleni a
schvéleni se zavazuje zajistit Zadavatel.

2. PLATBY

V souvislosti s fadnym plnénim Studie Mistem provadéni
klinického hodnoceni, a to v souladu s podminkami a
ustanovenimi této Smlouvy, budou poskytovany platby dle
podminek a ustanoveni definovanych v PFiloze A, pfiCemz
posledni platba bude uskute¢néna poté, co Misto provadéni
klinického hodnoceni splni a dokonéi vesSkeré zavazky, jez
mu vyplyvaji z této Smlouvy, a IQVIA obdrzi veSkeré fadné
vyplnéné CRF a, bude-li tak IQVIA vyZadovat, veskeré dalsi
Dlvérné informace (ve smyslu nize uvedené definice).
Strany berou na vé&domi, Ze s protokolem CPSP nejsou
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implementation of the Protocol at Study Site are included
in the Agreement as detailed in Attachment A (Budget
and Payment Schedule).

The Budget may be modified only upon the prior written
consent of the Parties by an amendment to the
Agreement

The estimated value of financial payment under this
Agreement shall be approximately CZK 1 853 462.

Refunds of any overpayments resulting from the provision
of incorrect billing documents by the Sponsor or any of its
representatives shall be made by the Sponsor no later
than 2 months from the date of payment under this
Agreement.

The remuneration payments specified in Attachment A
represent the sole and exclusive means of proper
financial settlement between the contracting parties.
Sponsor hereby declares that it has not entered into and
will not enter into any separate agreement with the
Principal Investigator or any member of the study team
for remuneration for conducting the Study. The
remuneration will be divided between the Institution, the
Principal Investigator, and his study team after deduction
of costs in accordance with the internal regulations of the
Institution.

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:

Internal

ev. €. FNO: 017/0OVZ/25/067-P

spojeny zadné kompenzace aZe veSkeré kompenzace
souvisejici s provadénim Protokolu v Misté provadéni
klinického hodnoceni jsou zahrnuty ve Smlouvé a podrobné
popsany v Priloze A (Rozpocet a platebni piehled).

Rozpocet mize byt ménén pouze na zakladé predchoziho
pisemného souhlasu Stran formou dodatku k této Smlouveé.

Pfedpokladana hodnota financniho pInéni dle této Smlouvy
¢ini pfiblizné 1 853 462 K.

Vraceni pfipadnych preplatkd, které vzniknou dodanim
chybnych podkladl k fakturaci ze strany Zadavatele Cdi
jakéhokoliv jeho zastupce, je Zadavatel povinen uplatnit
nejpozdéji do 2 meésicl ode dne uskutec¢néni platby dle této
Smlouvy.

Platby odmény uvedené v pfiloze A pFedstavuji jediny a
vyluény zpusob fadného finanéniho vypofadani mezi
smluvnimi stranami. Zadavatel timto prohlasuje, ze
neuzaviel a neuzavie s Hlavnim zkouSejicim ani s Zadnym
z ¢lend studijniho tymu separatni smlouvu na odménu za
provedeni klinického hodnoceni. Odména bude mezi
Zdravotnické zafizeni, Hlavniho zkouSejiciho a jeho studijni
tym rozdélena po odecteni nakladd podle vnitfnich predpist
Zdravotnického zafizeni.

3. DUVERNY REZIM
3.1 Definice

,D0vérné informace” budou vykladany jako informace
davérné a majetkové povahy naleZejici Zadavateli a/nebo
jeho PFidruzenym spole€¢nostem a partnerdm, ktefi s nim
spolupracuji, pfic¢emz budou =zahrnovat (i) veSkeré
informace, jez byly Zdravotnickému zafizeni, Zkousejicimu
Ci kterémukoli ¢lenu personalu Zdravotnického zafizeni
poskytnuty, odhaleny, zpfistupnény Ci sdéleny Zadavatelem
¢i jeho jménem, zejména vcéetné informaci o Hodnoceném
IéCivu, technickych informaci vztahujicich se k
Hodnocenému |éCivu, 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 vG¢i a od kontrolnich ufadd, informace
vztahujici se k aktudlnimu stavu Hodnoceného léCiva na
regulatorni Urovni a Studijnich dat a udaja a dale k Objevim
(ve smyslu definice uvedené v Clanku 4).

Pojem D(vérné informace nezahrnuje informace, ve vztahu
ke kterym:
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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;

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

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

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

3.2 Obligations
Site and Institution’s personnel, including Study Staff

shall not

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

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

To protect Confidential Information, Institution
agrees to:

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

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

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

Internal
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i. na zakladé pfislusné dokumentace Ize prokazat, Ze
byly vefejné znamé pred okamzikem ¢&i po okamziku
jejich odhaleni, zpfistupnéni &i sdéleni ze strany
Zadavatele, aniz by tim doslo k jakémukoli
protipravnimu jednani €i opominuti pfiCitatelnému
Zkousejicimu, Zdravotnickému zarizeni Ci
jakémukoli jejich zaméstnanci;

ii. na zakladé pfislusné dokumentace Ize prokazat, ze
byly v dispozici ZkouS$ejiciho, Zdravotnického
zafizeni ¢&i jakéhokoli zaméstnance pfed jejich
zvefejnénim, sdélenim &i zpfistupnénim ze strany
Zadavatele, a byly ziskany ze zdroju odlisnych od
Zadavatele, pficemzZ tyto nebyly vazany povinnosti
ddvérnosti vici Zadavateli;

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

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

3.2 Povinnosti

Misto provadéni klinického hodnoceni a zaméstnanci
Zdravotnického zafizeni, a to v€etné Studijniho personalu,
nebudou

i. vyuzivat Davérné informace pro jakykoli jiny ucel,
neZli je provadéni Studie, nebo

i. odhalovat, zpfistupfovat ¢&i sdélovat Duavérné
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 uUfadem nebo na zakladé
pisemného svoleni odhalujici strany.

Za ucelem ochrany Duvérnych informaci Zdravotnické
zafizeni souhlasi, Ze:

i.  omezi distribuci Davérnych informaci pouze vici tém
¢lenim Studijniho personalu, ktefi takové skuteénosti
potfebuji znat v souvislosti s provadénim Studie
a ktefi jsou vac&i Zdravotnickému zafizeni a/nebo
ZkouSejicimu pisemné (napf. na zakladé pracovni
smlouvy) vazani povinnosti mi¢enlivosti, ktera nesmi
byt méné pfisna nez povinnosti Zdravotnického
zarizeni a Zkousejiciho podle této Smiouvy;

i. bude informovat vSechny ¢leny Studijniho personalu,
kterym budou Ddavérné 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.
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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 prior to the signing of the Agreement.
Should the Institution fail to publish this Agreement
within 15 working days from the last signature date,
it may be published by the Sponsor or IQVIA.

The Investigator consents to the publication of his
name in connection with this contract on the Public
Administration Portal in accordance with the act No
340/2015 Coll, on Agreements Register.

3.4 Return or Destruction
Upon termination of this Agreement or upon any
earlier written request by Sponsor at any time, Site
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Zadné ze shora uvedenych ustanoveni neomezuje
opravnéni Mista provadéni klinického hodnoceni odhalit,
zpfistupnit, zvefejnit & sdélit Studijni data a udaje v
povoleném rozsahu v souladu s Upravou uvedenou Vv
Clanku 5 “Prava na zvefejnéni”.

3.3 _Zakonem uloZené odhaleni

V pfipadé, Zze Zdravotnické zafizeni Ci ZkouSejici obdrzi
oznameni Ci vyzvu od tfeti strany, ktera bude poZadovat
odhaleni, sdéleni ¢&i zpfistupnéni jakékoli Duavérné
informace, pfijemce takové vyzvy Zadavateli takovou
skuteCnost neprodlené oznami, aby mél Zadavatel
moznost uplatnit pfedb&zné/ochranné opatfeni Ci jakykoli
jiny vhodny ochranny €i napravny prostfedek. V pfipadé,
Ze takové predbé&zné/ochranné opatfeni ¢&i jiny vhodny
ochranny ¢&i napravny prostfedek neni vydan €i dosazen,
pfijemce vyzvy poskytne pouze takovou ¢ast Dlvérnych
informaci, a to v rozsahu, v jakém je jejich odhaleni,
sdéleni ¢i zpfistupnéni pozadovano, pficemz bude
vyzadovat uplatiiovani divérného rezimu ve vztahu
k témto Davérnym informacim.

Bez ohledu na vySe uvedené Zdravotnické zafizeni,
Zadavatel a IQVIA timto berou na vé&domi, Ze tato
Smlouva bude zvefejnéna v souladu se zak. C.
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 Priloha A - Rozpocet a platebni pfehled,
minimalni cilovy pocet zafazeni, oCekavany zafazeny
pocet subjektll a o¢ekavana délka trvani Studie. Dale
nebudou takovémuto zvefejnéni podiéhat osobni
udaje fyzickych osob, ledaZze jsou jiz zvefejnény v
jiném vefejné pfistupném registru. Verzi Smlouvy
uréené ke zvefejnéni doda Zdravotnickému zafizeni
spole¢nost IQVIA prfed podpisem Smlouvy. Neni-li
smlouva Zdravotnickym zafizenim zvefejnéna ve
Ih(ité 15 pracovnich dni od data posledniho podpisu,
jsou k jejimu zvefejnéni opravnéni IQVIA i
Zadavatel.

Hlavni zkouSejici souhlasi se zvefejnénim svého
jména v souvislosti stouto smlouvou na portéle
vefejné spravy v souladu se zakonem o €. 340/2015
Sb, registru smluv.

3.4 Vraceni Ci likvidace
V navaznosti na ukoncéeni platnosti této Smiouvy &i v
kterykoli dfivéjSi okamzik na zakladé pisemného
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4,

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.

INTELLECTUAL PROPERTY

4.1 Pre-existing Intellectual Property

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

Internal
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poZadavku Zadavatele, Misto provadéni klinického
hodnoceni Zadavateli vrati, pfipadné dle pozadavku
Zadavatele zlikviduje, veskeré Duvérné informace, odliSné
od Studijnich dat a udaj.

3.5 Pretrvavaijici platnost

Tento Clanek 3 ,Divérny rezim* z(istane v platnosti i v
pfipadé ukonceni platnosti &i pfi vyprseni platnosti této
Smlouvy, a to po dobu deseti (10) let. Pro upfesnéni
plati, Ze pokud Studijni personal nebo jini pracovnici
Zdravotnického zafizeni nebo Zkou$ejiciho podilejici
se na Studii, kterym byly sdéleny Davérné informace,

ze  Zdravotnického  zafizeni  odejdou, zajisti
Zdravotnické zafizeni a ZkouSejici, aby Duvérné
informace  byly chranény platnym  zavazkem

zachovavat mi€enlivost i po skonéeni smlouvy.

4. DUSEVNI VLASTNICTVI

4.1 Existujici duSevni viastnictvi

Vlastnictvi vSech objevd, vynalezl, autorskych dél a
jinych vysledkd dusevni &innosti, jez existuji k Datu
ucinnosti, a dale veskeré patenty, autorska prava,
obchodni tajemstvi a dalSi prava k objektim dusevniho
vlastnictvi, s timto souvisejici (spole¢né dale jen,
“Existujici dusevni vlastnictvi’), neni jakkoli dotéeno
touto Smlouvou, a jakakoli Strana i Zadavatel nemaji
naroky vlci ¢i prava k jakémukoli predmétu Existujiciho
duSevniho vlastnictvi jiného, neni-li tak vyslovné
pisemné ujednano v jakékoli pisemné dohodé mezi
Stranami uzavrené.

4.2. Objevy

Pojem ,Objevy“ znamena pro uclely této Smlouvy
veSkeré objevy, vynalezy a pfedméty vyvoje, vcetné
obchodnich tajemstvi, uzitnych vzor(, know-how,
autorskych prav, prav k pramyslovym vzoram,
ochrannych znadmek 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 &i Zadavatelem nebo
jakymkoli zaméstnancem i ¢lenem personalu takového
subjektu pfi provadéni Studie. Zadavatel bude
vlastnikem veSkerych Objevl, jez budou vyvinuty,
uvedeny poprvé do praxe Ci jakkoli jinak vynalezeny Ci
rozvinuty Zdravotnickym zafizenim, ZkouSejicim i
jakymkoli jejich zaméstnancem ¢i Clenem personalu
v souvislosti s provadénim Studie.

4.3. Prevod prav k Objevim

Zdravotnické zafizeni se zavazuje, Ze odhali, zpfistupni
Ci sdéli a dale zajisti, Zze jeho zaméstnanci odhali,
zpfistupni €i sdéli veSkeré Objevy, a to neprodlené a
plné Zadavateli v pisemné formé, a Zdravotnické
zarizeni, jmnénem svym a jménem a v zastoupeni svych
zameéstnancu, postoupi Zadavateli veSkera sva prava,
naroky a zajmy k Objevim, vcetné vSech patentd,
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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, 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.

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 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

Internal

ev. €. FNO: 017/0OVZ/25/067-P

autorskych prav a jinych prav dusevniho vlastnictvi k
tomuto se vztahujicich, jakoZ i veSkera prava procesni
povahy a naroky na nahrady skod a uZzitky, jez jiz vznikly
v dusledku minulého ¢&i souasného poruseni shora
uvedenych prav. Zdravotnické zafizeni se zavazuje, Ze
bude nalezité spolupracovat a poskytne Zadavateli
soucinnost pfi vyhotoveni a uzavfeni, a zajisti, Ze jeho
zameéstnanci vyhotovi a uzaviou veSkeré dokumenty
davodné Zadavatelem pozadované za ucelem ochrany
a zajisténi vlastnickych prav Zadavatele k Objevim.
V pfipadé, 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 Gcel,
s pravem poskytovat dil€i licence.

4.4, Licenéni opravnéni

Zadavatel timto udéluje Zdravotnickému zafizeni trvalé,
nevyhradni, nepfevoditelné, jiz hrazené licencni
opravnéni, bez prava udéleni sublicence k pouZiti
Objevll, a to v souladu s povinnostmi uloZzenymi v
Clanku ,Davérny rezim“, pro vnitini  G&ely
nekomercéniho.

4.5. Patentové Fizeni

Misto provadéni klinického hodnoceni se zavazuje, Ze
bude spolupracovat a poskytne  soucinnost
neprodlenym vyhotovenim vSech dokumentl nebo
provedenim v§ech ukon(, které mohou byt pozadovany
k tomu, aby prava k Objevim preSla na Zadavatele
a aby Zadavatel mohl jinak plné chranit své dusevni
vlastnictvi, a to v navaznosti na vyzvu Zadavatele a na
jeho naklady a s jeho uc&asti, v souvislosti s pfipravou,
podanim, vedenim patentového fizeni a udrzovanim
veskerych patentovych pfihlasek a patentl pro veskeré
Objevy.

4.6. Pretrvavaijici platnost

Tento Clanek 4 “Dugevni vlastnictvi” zlistane v platnosti
i v pfipadé ukoncCeni platnosti €i pfi vyprSeni platnosti
této Smlouvy.

5. PRAVA NA ZVEREJNENI

5.1. Publikovani a zpfistupnéni

Zdravotnické zafizeni a ZkouS$ejici budou opravnéni
publikovat a prezentovat vysledky ¢&innosti
Zdravotnického zafizeni a Zkousejiciho, jez je
provadéna na zakladé této Smlouvy, a to véetné
Studijnich dat a udajl, vyluéné v souladu s poZzadavky
stanovenymi v tomto Clanku. Zdravotnické zafizeni a
Zkousejici souhlasi, ze Zadavateli pfedlozi jakoukoli
navrhovanou publikaci a prezentaci pro ucely jejich
kontroly ve Ih(té alespori Sedesati (60) dnu pred
predloZzenim jakékoli takové publikace pfislusnému
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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 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.

Internal
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vydavateli &i pfed jejich navrhovanou prezentaci. Ve
Ihaté Sedesati (60) dnl od jejich prijeti 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 Duvérnou
informaci (odliSnou od Studijnich dat a udajli) nebo jez
mUlze predstavovat prekazku moznosti dosazeni
patentové ochrany pfislusného Objevu. Zadavatel
bude opravnén pozadovat viéi Zdravotnickému
zafizeni a/nebo ZkouSejicimu, vzdy dle podminek
konkrétniho  pfipadu, odstranéni definovanych
informaci oznacenych jako D(vérné informace (jez
jsou odlisné od Studijnich dat a adaju) a/nebo
pozadovat odlozeni navrhované publikace i
prezentace po dobu dodate¢nych Sedesati (60) dnd,
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 zpFistupriovat
jakékoli vysledky nebo informace vztahujici se k
¢innostem Zdravotnického zafizeni a ZkouSejiciho, jez
jsou provadény na zakladé této Smlouvy, a to az do
doby, nez dojde ke zvefejnéni multicentrické
publikace; to vSak za podminky, Ze nedojde-li k
multicentrickému zvefejnéni nejpozdéji do osmnacti
(18) mésicl od okamziku dokon&eni Studie a uzavreni
databaze ve v8ech vyzkumnych centrech &i k
jakémukoli  dfivéjSimu  ukonCeni  platnosti &i
pred€asnému ukonceni Studie, Zdravotnické zafizeni
a Zkousejici budou opravnéni publikovat a prezentovat
vysledky c&innosti  Zdravotnického zafizeni a
ZkousSejiciho, jez je provadéna na zakladé této
Smlouvy, a to véetné Studijnich dat a udajli, vyhradné
v souladu s podminkami stanovenymi v odstavci 5.3
“Duavérnost nepublikovanych udaju”.

5.3. Davérnost nepublikovanych udajil

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”), zlstanou zahrnuty do ramce definice
Davérnych 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 tieti strané &i nezverejni
jakakoli Studijni data ¢i udaje jakékoli tfeti strané, a to
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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, Registry and Reporting

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

Internal
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v rozsahu Vvé&tSim, nezli v jakém mohou byt odhaleny,
zvefejnény, zpfistupnény ¢&i sdéleny v jakékoli
publikaci, prezentaci Ci jiném odhaleni na zakladé
odstavce 5.1 nebo 5.2.

5.4. Kontakty s médii

Zdravotnické zafizeni a Zkousejici nebudou, a zajisti,
Ze zaméstnanci Zdravotnického zafizeni nebudou
poskytovat jakékoli rozhovory &i jiné formy kontaktl s
médii, zejména s vydavatelstvimi novin, provozovateli
radiového vysilani, provozovateli televizniho vysilani a
spoleénostmi plsobicimi na internetu, a to v
souvislosti se Studii, Hodnocenym lIéCivem, 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, reqgistrace a oznamovani
Zadna Strana této Smlouvy neni opravn&na pouzit
jména ¢&i nazvu jiné Strany, ndzvu Zadavatele, a to
v souvislosti s jakoukoli reklamni éinnosti,
k publikaénim ¢  marketingovym  G¢elim  bez
predchoziho pisemného svoleni, s vyjimkou pfipadu,
kdy (i) Zadavatel a IQVIA budou opravnéni pouzit
nazvu Mista provadéni klinického hodnoceni
v souvislosti s publikacemi tykajicimi se Studie a
vramci komunikace, v€etné webovych stranek
vénovanych klinickym hodnocenim a pro ucely
newsletterl vydavanych v souvislosti se Studii.
Zadavatel bude Studii registrovat v souladu
s pfisluSnymi pravnimi pfedpisy a nafizenimi a bude
oznamovat vysledky Studie vefejné tehdy a v rozsahu
uloZeném pfisluSnymi pravnimi pfedpisy a nafizenimi
a (ii) Zdravotnické zafizeni a ZkouSejici mohou bez
pfedchoziho souhlasu zvefejnit svou ucast ve Studii
(auvést jméno Zadavatele Studie) ve vefejné
dostupnych seznamech Kklinickych hodnoceni na
verejnych webech Zdravotnického zarizeni,
v publikacich zvefejnénych podle ustanoveni této
Smlouvy nebo pfipadné v souladu s PFislusSnymi
pravnimi pfedpisy.

5.6. Pretrvavaijici platnost

Tento Clanek 5 “Prava na zvefejnéni” zistane v
platnosti i v pfipadé ukonceni platnosti €i pfi vyprSeni
platnosti této Smlouvy.

6. OSOBNi UDAJE

6.1 Pravni predpisy o ochrané soukromi
a o ochrané osobnich udaijd.

Misto provadéni klinického hodnoceni, Zkousejici a
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protection legislation in the processing of
personal data, as it is defined under such
applicable data privacy or data protection
legislation.

The Parties shall comply with Regulation (EU)
2016/679 of the European Parliament and of the
Council of 27 April 2016 on the protection of
natural persons with regard to the processing of
personal data and on the free movement of such
data and repealing Directive 95/46/EC (General
Data Protection Regulation, "GDPR").

The Parties acknowledge that the Sponsor is the
data controller and the Institution has the status
of processor of the personal data obtained in the
context of the conduct of this Multi-Center
Clinical Trial and processed for the purposes of
the Multi-Center Clinical Trial.

The Parties enter into a data processing
agreement regarding the processing of Study
related personal data, Attachment B of this
Agreement.

The Institution is the controller of personal data
obtained for the purposes of providing health
services (medical care) to the Study Subjects and
processed on the basis of Act No 372/2011 Coll.,
on Health Services

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 a processor.

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

Internal
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IQVIA se zavazuji dodrZovat veSkeré pfisludné
pravni pfedpisy o soukromi Udaju a ochrané udajl
pfi zpracovavani osobnich udaju tak, jak jsou
definovany v téchto pfislusnych pravnich
predpisech o soukromi Udaju a ochrané udaju.

Smluvni  strany budou dodrzovat nafizeni
Evropského parlamentu a Rady (EU) 2016/679 ze
dne 27. dubna 2016, o ochrané fyzickych osob v
souvislosti se zpracovanim osobnich uddaju a o
volném pohybu téchto Udaji a o zruseni smérnice
95/46/ES (obecné nafizeni o ochrané osobnich
udaja, ,GDPR").

Smluvni strany berou na v&domi, Zze Zadavatel je
spravce osobnich udaju a Zdravotnické zafizeni ma
postaveni zpracovatele osobnich udaju, které jsou
ziskany v ramci provadéni tohoto Kklinického
hodnoceni a zpracovavany pro ucely klinického
hodnoceni.

Strany uzaviraji smlouvu o zpracovani Udaju tykajici
se zpracovani osobnich Gdaju souvisejicich se studii,
pfiloha B této smlouvy.

Zdravotnické zafizeni je spravce osobnich udajd
ziskanych pro ucely poskytnuti zdravotnich sluzeb
(lekafské  péce) Subjektim  hodnoceni a
zpracovavanych na zakladé zakona ¢. 372/2011 Sb.,
0 zdravotnich sluzbach.

6.2 Osobni Udaje Subjektl studie

Zadavatel zpracovava Osobni udaje Subjektl studie
obsaZzené ve Studijnich datech a udajich, které
Zdravotnické zafizeni hlasi Zadavateli podle
Protokolu a Smlouvy, jako zpracovatel tdaja.

Zdravotnické zafizeni je nadale nezavislym
Spravcem Osobnich Udaju shromazdovanych od
Subjektd studie v souvislosti s jejich [éEbou 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 Zkous$ejici Zadavateli poskytnout Osobni
udaje ZkouSejiciho, spoluzkou$ejicich a Studijniho
personalu nebo jinych pracovnikl podilejicich se na
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Sponsor. Such data may be used for the following
purpose: (i) the conduct of the Study; (ii)
verification by regulatory authorities, Sponsor, its
agents, contractors and affiliates; (iii) compliance
with legal and regulatory requirements; (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.

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
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provadéni Studie. Tyto udaje mohou byt pouzivany
pro uc&ely: (i) provadéni Studie, (i) ovéfovani
kontrolnimi ufady, Zadavatelem, jejich zastupci,
smluvnimi partnery a pfidruzenymi spole¢nostmi,
(iii) dodrzovani zakonnych pozadavk(l a pozadavku
kontrolnich  ufadu, (iv) zvefejnéni na  webu
www.clinicaltrials.gov a na webech a v databazich,
které slouzi srovnatelnému ucelu a (v) ulozeni do
databazi k usnadnéni vybéru zkouSejicich pro
budouci klinické studie.

Osobni udaje mohou byt také sdélovany nebo
pfedavany pfidruzenym spolenostem, dcefinym
spoleénostem, zastupcim a smluvnim partneriim
Zadavatele a kontrolnim Ufadim po celém svété.
Zdravotnické zafizeni je povinno informovat
ZkouS$ejiciho a Studijni personal o shromazdovani,
zpracovavani a pfedavani jejich osobnich udaju
Zadavatelem podle této Smlouvy. Zadavatel
poskytne toto oznameni Zdravotnickému zafizeni
prostfednictvim spole¢nosti IQVIA.

6.4 Dodrzovani predpist

Zdravotnické zafizeni, ZkouSejici a Zadavatel jsou
kazdy samostatné odpovédni za vedeni vedkeré
evidence a za registraci pro Zpracovani Osobnich
Udaiju, jak to vyzaduji predpisy. Bude-li tfeba posoudit
dopad na ochranu osobnich udaji nebo pfedem
konzultovat s kontrolnimi Ufady, poskytnou si Strany
vzajemnou soucinnost a spolupraci.

Zdravotnické zafizeni bude rovnéZz neprodlené
informovat Zadavatele o vesSkerych oznamenich
obdrzenych v souvislosti se Studii od ufadu pro
ochranu osobnich udajt. Zadavatel zajistuje pravni
zaklad pro zpracovani Osobnich udaju v ramci Studie
v souladu s nafizenim GDPR. Zadavatel bude
Osobni Udaje Subjekta studie pouzivat pouze pro
UCely Studie av mezich stanovenych Protokolem,
povolenimi vydanymi Etickou komisi nebo jinymi
kontrolnimi ufady, pfipadnou smlouvou o uloZisti
biologickych vzorkd, informovanym souhlasem
Subjektt studie a PFisluSnymi pravnimi predpisy.
Osobni udaje nebudou pouzivany ani sdélovany
jinym zpusobem, pokud to nebudou vyzadovat
pfislusné pravni predpisy.

6.5 Pseudonymizace

Osobni udaje Subjektd studie budou pfi pfedavani
Zadavateli pseudonymizovany. Pseudonymizace
nahrazuje veSkeré informace, které pfimo identifikuji
Subjekt studie, identifikanim kodem subjektu
hodnoceni. KIli€¢ nebo kod, ktery umoziuje
Zdravotnickému  zafizeni nebo  ZkouSejicimu
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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
(i) bhave 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 basis of the available
information and regulations if the Security
Incident will be considered a Data Security
Breach. In the latter the Sponsor arranges the
notification to data subjects and/or regulatory
authorities if required by law and the Institution
shall be responsible for providing such
notification.

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
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opétovnou identifikaci Subjektd studie, nebude
Zadavateli poskytnut. Predavani Osobnich udajl
Zadavateli bude vzdy probihat za pouziti vhodnych
technickych a organiza¢nich opatfeni, aby byla
zajisténa uroven bezpecénosti odpovidajici riziku
predavani.

6.6 DOvérnost.

Zadavatel zajisti, aby Osobni U(daje podliéhaly
davérnosti v plném rozsahu povoleném PrisluSnymi
pravnimi predpisy. Pfistup k Osobnim udajim je
pfisné omezen na opravnéné uzivatele. Opravnéni
uzivatelé musi byt (i) upozornéni na duavérnou
povahu Osobnich udajd, (ii) nalezité proskoleni
o svych povinnostech a (iii) musi uzavfit pisemnou
dohodu o zachovani mi¢enlivosti nebo musi podiéhat
zakonné povinnosti zachovani davérnosti platné
v jednotlivych  pfipadech ipo skondeni jejich
pracovniho poméru.

6.7 Ochrana a Zabezpedeni

Zdravotnické zafizeni, ZkouS$ejici a Zadavatel
zavedou vhodna technickd a organizaéni opatfeni ke
splnéni pozadavkd nafizeni GDPR a k ochrané
Zpracovavanych Osobnich udaja.

6.8 Bezpecnostni incident

V pfipadé BezpecCnostniho incidentu tykajiciho se
Osobnich udaji budou Zdravotnické zafizeni a/nebo
ZkouSejici neprodlené informovat Zadavatele
aposkythnou mu podle moznosti dostatecné
informace k posouzeni Bezpecnostniho incidentu
a k pfipadnému oznameni kontrolnimu 0fadu ve
Ihaté stanovené predpisy. Zadavatel na zakladé
dostupnych informaci a pfedpist rozhodne, zda bude
Bezpec&nostni incident povazovan za PoruSeni
zabezpeceni osobnich (daju. V takovém pripadé
Zadavatel vypracuje oznameni subjektim udajl
nebo pfipadné kontrolnim Gfaddm, pokud to vyZaduiji
pravni predpisy, a Zdravotnické zafizeni bude
odpovédné za piedani takového oznameni.

6.9 Prava Subjektd udaju u€astnicich se Studie

Zdravotnické zafizeni je nejlépe schopno fesit
zadosti Subjektl studie o pfistup k Osobnim udajam,
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
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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 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
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v souvislosti se Studii, uplatnéni namitky proti jejich
zpracovani, opravy udaju nebo jejich vymazani.
Pokud takovou zadost od Subjektu studie obdrzi
Zadavatel, Zadavatel nebo spole¢nost IQVIA (za
Zadavatele) ji pfeda Zdravotnickému zafizeni.

Zdravotnické zafizeni a ZkouS$ejici budou Zadosti
vyfizovat a odpovidat na né v souladu s pfiméfenymi
pokyny Zadavatele a spoleCnosti IQVIA (za
Zadavatele).

7. POSKOZENi ZDRAVi SUBJEKTU STUDIE A ODSKODNENI

Misto provadéni klinického hodnoceni je povinno
neprodlené pisemné vyrozumét IQVIA a Zadavatele
0 jakémkoli naroku vztahujicimu se k onemocnéni Ci
ujmé na zdravi, k nimz skute¢né Ci udajné doslo v
souvislosti s nezadouci reakci na Hodnocené lécivo
a zavazuje se plné spolupracovat se Zadavatelem
pfi FeSeni nezadouci udalosti.

Zadavatel uhradi Zdravotnickému zafizeni pfimé,
pfimé&fené a nezbytné zdravotni vydaje, které vznikly
Zdravotnickému zafizeni v souvislosti s 1éCbou
jakychkoli nezadoucich udalosti, nemoci nebo ujmy
na zdravi Subjektu studie zplsobené I[écbou
Subjektu studie v souladu s Protokolem, s vyjimkou
pripadd, kdy takova nezadouci udalost, nemoc nebo
Ujma na zdravi je zplsobeno:

a) pochybenim Zdravotnického zafizeni,
Zkousejiciho nebo jakéhokoliv jejich
zaméstnance jednat v souladu s touto Smlouvou,
Protokolem, jakoukoliv pisemnou instrukci
Zadavatele tykajici se Studie nebo PfisluSnymi
pravnimi pfedpisy, nafizenimi nebo smérnicemi,
v€etné GCP, vydanymi jakymkoliv kontrolnim
ufadem, nebo

b) nedbalosti nebo  Umysinym  nespravnym
jednanim Zdravotnického zafizeni, Zkousejicim
nebo jakymkoliv jejich zastupcem nebo

¢) porusenim povinnosti Studijnim Subjektem jednat
v souladu s dlvodnymi pokyny Zkousejiciho
tykajicich se pozadavk( Studie.

Odpovédnost Zadavatele odSkodnit Instituci dle
tohoto ustanoveni nebude Ilimitovana c¢astkou
splatnou dle jakéhokoliv pojisténi uzavieného
Zadavatelem, ale bude se vztahovat na celou ¢astku
skutecné Skody Zdravotnického zafizeni ve vysSi
naroku subjektu nebo naroku jeho zakonného
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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.

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 (including reasonable attorney fees) or
demand arising from any injuries or damages
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zastupce UspéSné uplatnéného dle ceského
pravniho fadu.

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

a) poSkozeni zdravi (vCetné smrti) subjektu
hodnoceni bylo zplsobeno umysiné, nedbalosti,
protipravnim  jednanim nebo nesplnénim
povinnosti stanovené Zdravotnickému zafizeni €i
Zkousejicimu pravnim pfedpisem nebo v této
Smlouve, veetné vSech jejich pfiloh;

b) Zdravotnického zafizeni do dvaceti (20)
pracovnich dnl ode dne, kdy se dozvédélo, ze byl
vuéi nému uplatnén narok na nahradu s$kody,
neoznamilo tuto skute¢nost pisemné Zadavateli.
Oznameni musi byt odeslano doporucenou
postou Zadavateli.

c) 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 pfedchozi pisemny souhlas
Zadavatele.

Zdravotnické zafizeni bude Zadavatele informovat
o vSech narocich, které vaci nému budou uplatnény
a za které bude poZadovat nahradu. S vyjimkou nize
uvedenych pfipadd ma Zadavatel pravo podle
vlastniho 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 pFedavani veSkerych
dostupnych informaci  tykajicich se naroku
a poskytnuti zaméstnancl k projednani naroku, a to
bez jakychkoli nakladli pro Zadavatele.

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

Zadavatel nenese odpovédnost a Misto provadéni
klinického hodnoceni se zavazuje, ze Zadavatele
odskodni a zbavi ho odpovédnosti za pfipadné
ztraty, naroky, naklady (véetné pfiméfenych vydaju
na pravni zastoupeni) nebo poZadavky vyplyvajici
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resulting from the Site’s negligence, failure to
adhere to the Protocol, failure to obtain informed
consent, unauthorized warranties, breach of this
Agreement or wilful misconduct.

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

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
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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 "Po$kozeni zdravi
Subjektu Studie a Odskodnéni" zUstane v platnosti
po ukoné&eni nebo uplynuti doby trvani této Smlouvy.

8. ODMITNUTI ODPOVEDNOSTI IQVIA

IQVIA timto vyslovné& odmita jakoukoli odpové&dnost
v souvislosti s Hodnocenym  [éCivem,  vcCetné
jakékoliv  odpovédnosti za jakékoliv néroky
vyplyvajici z okolnosti zpusobené nebo domnéle
zplsobené jakymkoliv Studijnim postupem spojenym
s takovym léCivem vyjma rozsahu, v jakém je takova
odpovédnost zapfi€inéna nedbalosti, umysinym
protipravnim jednanim nebo porusenim této Smlouvy

ze strany IQVIA.

Tento Clanek 8 "Odmitnuti odpovédnosti IQVIA"
zustane v platnosti i po ukon¢eni nebo uplynuti doby
trvani této Smlouvy.

9. NASLEDNA SKODA

Ani IQVIA ani Zadavatel nebudou vuéi Mistu
provadéni klinického hodnoceni odpovédni ve vztahu
k jakémukoli u8lému zisku, ztraté¢ obchodnich
prilezitosti, ¢i jakymkoli souvisejicim Skodam, ani
Misto provadéni klinického hodnoceni nebude
odpovédné vici IQVIA nebo Zadavateli ve vztahu k
jakémukoli uSlému zisku, ztraté obchodnich
prilezitosti, €i jakymkoli souvisejicim Skodam.
Ugelem zadného z ustanoveni této Smlouvy neni
vylougit nebo omezit odpovédnost kterékoli ze stran
za umrti nebo Ujmu na zdravi osob zplsobené
nedbalosti dané strany.

Tento Clanek 9 "Nasledna $koda" zdstane v platnosti
po ukon&eni nebo uplynuti doby trvani této Smlouvy.

10. VYLOUCENI

Misto provadéni klinického hodnoceni prohlasuje a
potvrzuje, Ze ani Zdravotnické zafizeni, ani kterykoli
ze zaméstnancl, zastupcl Zdravotnického zafizeni
Ci jakakoli jina osoba, ktera se podili na vykonu
Studie ve Zdravotnickém zafizeni, nebyla zbavena
pfislusného opravnéni, nebyla ji uloZzena sankce
zakazu vykonu €innosti klinickych hodnoceni a dale,
Ze kterykoli z téchto subjektl neni vySetfovan
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IQVIA immediately if any such investigation,
disqualification, debarment, or ban occurs.

This Section 10 “Debarment” shall survive
termination or expiration of this Agreement.

11. FINANCIAL DISCLOSURE AND CONFLICT OF INTEREST

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

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

Internal
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jakymkoli kontrolnim Ufadem, kdy vysledkem
takového Setfeni ¢i fizeni mize byt uloZzeni sankce
zakazu vykonu €innosti €i odebrani opravnéni, atov
kterémkoli staté, a Misto provadéni Kklinického
hodnoceni se dale zavazuje neprodlené vyrozumét
IQVIA v pfipadé, Ze dojde k takovému vysSetfovani,
diskvalifikaci, uloZeni sankce zakazu vykonu €innosti
nebo k odejmuti opravnéni k vykonu Klinického
hodnoceni.

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

11. FINANCNI INFORMACE A STRET ZAJMU

Misto provadéni klinického hodnoceni souhlasi, Zze
na zakladé Zadosti Zadavatele nebo IQVIA
Zkousejici pro kazdého uvedeného a
identifikovaného zkousejiciho nebo
spoluzkousejiciho, ktefi se pfimo podili na léCeni
nebo hodnoceni Subjektl studie neprodlené preda
IQVIA vyplnény a podepsany formulaf finanéniho
prohlaseni a konfliktu zajmu, ktery byl vyplnén a
podepsan takovym zkousejicim nebo
spoluzkou$ejicim, ve kterém tito zkouSejici Ci
spoluzkousejici pfiznavaji jakékoli pfislusné zajmy,
které maji oni sami nebo jejich manzelé/manzelky ¢i
nezaopatifené déti.

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

ZkousSejici zaijisti urychlenou aktualizaci formulara
dle potfeby, s cilem zajistit jejich pfesnost a uplnost
v pribéhu realizace Studie a jeden (1) rok po
dokongeni Studie.

Misto provadéni klinického hodnoceni souhlasi s tim,
Ze vyplnéné formulafe mohou kontrolovat statni a
regulacni Urady, 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
statl americkych, a to i kdyby v téchto zemich
neplatii nebo neexistoval natolik vyspély rezim
ochrany dat jako ve vlastni zemi Mista provadéni
klinického hodnoceni.

Tento Clanek 11 "Finanéni informace a stiet zajma"
zustane v platnosti po ukonéeni nebo uplynuti doby
trvani této Smlouvy.

12. ZAMEZENi UPLATKARSTVi A PODVODU

Zdravotnické zafizeni a ZkouSejici souhlasi, Ze jejich
usudek, pokud jde o poradenstvi a péci o kazdy subjekt

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

BioNTech SE_BNT323-01_Czech Republic INST & INV

Site Fakultni nemocnnice Ostrava_ | Il Fina! Clean 04May2026

CONFIDENTIAL
Page 28 of 59



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 Subiject, 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,
or which are not part of the ordinary care they
would normally provide for the Study Subject, and
that neither Institution nor Investigator will pay
another physician to refer subjects to the Study.

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 Items of Value received
pursuant to this Agreement or in relation to the
Study will not influence any decision that
Institution, Investigator or any of Institution’s
respective owners, directors, employees, agents,
consultants, or any payee under this Agreement
may make, as a Government Official or
otherwise, in order to assist Sponsor or IQVIA to
secure an improper advantage or obtain or retain
business.

Institution and Investigator further represent and
warrant that neither they nor any of their
respective owners, directors, employees, agents,
or consultants, nor any payee under this
Agreement, 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
ltems of Value to any person or entity for
purposes of (i) influencing any act or decision: (ii)
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hodnoceni, nebude ovlivhén uhradou, kterou obdrzi na
zékladé této Smlouvy, a dale osvédC&uji, Ze tato
kompenzace nepfesahuje realnou trzni hodnotu
sluzeb, které poskytuji a Ze Zadné platby nejsou
poskytovany za ucCelem pfimét je k nakupu nebo
predepisovani jakychkoliv 1ékli, zafizeni nebo
produktd.

Pokud Zadavatel nebo IQVIA poskytnou jakékoli
produkty nebo pfedméty pro pouZiti ve Studii zdarma,
Zdravotnického zafizeni a ZkouSejici souhlasi, Ze
nebudou zadat uhradu po zadném Subjektu studie,
pojistovné nebo statnim/spravnim Gradu nebo jakékoli
jiné treti stran& za tyto zdarma poskytnuté produkty
nebo pfedmaéty.

Zdravotnické zafizeni a ZkouS$ejici souhlasi, ze
nebudou zadat Uhradu po zadném Subjektu Studie,
pojistovné nebo statnim ufadé za jakékoliv navstévy,
sluzby nebo vydaje vzniklé v pribéhu Studie, za které
obdrzeli uhradu od IQVIA nebo Zadavatele, nebo které
nejsou soucasti bézné péce, kterou by za normalnich
okolnosti poskytli Subjektu studie a Ze ani Instituce ani
Zkousejici nebudou poskytovat platbu jinému lékafi za
doporuceni subjektd do Studie.

13. ZAKAZ PODPLACENI

Zdravotnické zafizeni a ZkouS$ejici timto souhlasi, ze
platby, které budou uhrazeny na zakladé této Smlouvy,
predstavuji fadnou kompenzaci za sluzby poskytnuté
Mistem provadéni klinického hodnoceni. Zdravotnické
zarizeni a ZkousSejici timto prohlasuji a zavazuji se, ze
platby ¢i Hodnotné véci, které obdrzi na zakladé této
Smlouvy &i v souvislosti se Studii jakkoli neovlivni
jakékoli rozhodnuti Zdravotnického zarizeni,
ZkouSejiciho ¢&i jakéhokoli pfislusného vlastnika
Zdravotnického zafizeni, ¢lenli spravnich organd,
zaméstnancll, zastupcd, konzultantl ¢i jakéhokoli
pfijemce plateb na zakladé této Smlouvy k tomu, aby
ucinil, jakozto Zastupce vefejné moci €i jakkoli jinak, za
UCelem poskytnuti pomoci Zadavateli & IQVIA v
podobé zajisténi neopravnéné vyhody ¢&i za ucelem
ziskani i zachovani si obchodni pFilezitosti.

Zdravotnické zafizeni a ZkouSejici dale prohlasuji a
zavazuji se, Ze ani oni, ani jakykoli jejich vlastnik, ¢len
statutarniho organu, zastupce &i konzultant, ani jakykoli
pfijemce plateb dle této Smlouvy, a to za uc€elem
pomoci Zadavateli €i IQVIA k zajisténi neopravnéné
vyhody &i ziskéni &i zachovani obchodni pfileZitosti,
pfimo ¢&i nepfimo, neuhradil, nenabidnul ¢i neslibil
uhradit, nebo nedaroval jakoukoli Hodnotnou véc
jakékoli osobé €i subjektu a ani tak neucini v budoucnu
v souvislosti s nasledujicimi ucely: (i) ovlivnéni

Czech Republic _Clinical Trial Agreement INST & INV - based on IQVIA Global template — 1 May 2019
BioNTech SE_BNT323-01_Czech Republic INST & INV
Site Fakultni nemocnnice Ostrava_ | Il Fina! Clean 04May2026
CONFIDENTIAL
Page 29 of 59



inducing such person or entity to do or omit to do
any act in violation of their lawful duty; (iii)
securing any improper advantage; or (iv) inducing
such person or entity to use influence with the
government or instrumentality thereof to affect or
influence any act or decision of the government
or instrumentality. 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
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

Internal
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jakéhokoli jednani ¢€i rozhodnuti: (ii) pobidky &i pohnuti
takové osoby ¢i subjektu, aby né&co konal nebo se
zdrzel uréitého jednani v rozporu s se zakonem
ulozenou povinnosti; (i)  zajiSténim  jakékoli
neopravnéné vyhody; nebo (iv) pobidky &i pohnuti
takové osoby ¢&i subjektu k zneuziti vlivu vUgi
statnimu/spravnimu organu ¢&i jeho zastupci v této
souvislosti, a to za u¢elem ovlivnéni jakéhokoli jednani
¢i 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 ZkouSejici jsou povinni
informovat spole¢nost IQVIA okamzité poté, co se
dozvédi o jakémkoli poruSeni podle tohoto c¢lanku
Smlouvy.

Za ucCelem monitorovani dodrZzovani PFisluSnych
pravnich predpist, nafizeni a ustanoveni tohoto
Clanku se Zdravotnické zaFizeni a Zkousejici zavazuii,
Ze poskytnou pfiméfenou soucinnost pfi Setfeni
¢innosti souvisejicich se Studii, které bude pfipadné
provadéno Zadavatelem nebo jeho jménem. Po
oznameni zamysleného Setfeni Zdravotnické zafizeni
a Zkousejici v pfiméfené |huté poskytnou Zadavateli
nebo spole€nosti IQVIA: (a) pfistup k pfisluSnym
osobam a/nebo (b) pFistup k pfislusnym dokumentim,
zaznamum a udajiom (napf. fakturam a zadostem
o proplaceni vydaju, podkladim jako stvrzenkam nebo
k jinym dokladiim a k originalim zaznamu o poplatcich
a platbach).

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

Nad ramec ostatnich prav a prostfedku napravy dle této
Smlouvy, &i na zakladé pfislusnych pravnich pfedpisd,
IQVIA nebo Zadavatel budou opravnéni ukoncit
platnost této Smlouvy v pfipadé, ze Misto provadéni
klinického hodnoceni porusi jakékoli prohlaseni &i
zaruky obsazené v tomto Clanku, pfipadng, pokud
IQVIA nebo Zadavatel zjisti, Ze jsou poskytovany ¢i
byly poskytnuty neopravnéné platby vuci ¢i ze strany
Zdravotnického zafizeni ¢&i ZkouSejiciho nebo
jakéhokoli jednotlivce ¢&i subjektu jednajiciho jejich
jménem.

Zdravotnické zafizeni bere na védomi, Ze platby a jiné
Hodnotné véci poskytované podle této Smlouvy mohou
byt hlaseny statnim ufaddm nebo jinym tfetim stranam,
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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 Iltems 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.
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jak to vyZaduji Pfisludné pravni pFedpisy, nafizeni,
odvétvové kodexy a zasady transparentnosti (dale
.,Pozadavky na hlaseni Hodnotnych véci“), aze
spole¢nost IQVIA nebo Zadavatel mohou zverfejfiovat
udaje o takovych platbach na svych webovych
strankach nebo jinym zpUsobem vyzadovanym
Pozadavky na hladeni  Hodnotného  pinéni.
Zdravotnické zafizeni bude spolecCnosti IQVIA
a Zadavateli poskytovat soucinnost pfi plnéni
Pozadavkd na hlaSeni Hodnotnych véci vcetné
veSkerych informaci nezbytnych Kk plnéni takovych
pozadavku ze strany spole¢nosti IQVIA a Zadavatele.

14. INDEPENDENT CONTRACTORS 14. NEZAVISLi DODAVATELE

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

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

15. TERM & TERMINATION

15.1 Term

This Agreement will be signed by all Parties and
shell 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”.

The expected duration of the Study is from the
signing of this Agreement until approximately
July2030. Any deviation of the actual duration
from the expected duration in excess of 12
months shall require an amendment to this
Agreement in the form of a written amendment.

15.2 Termination

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

The Site may terminate upon written notice i) if

ZkouSejici a Zdravotnické zafizeni a Studijni
personal budou jednat jako nezavisli poskytovatelé
smluvniho pinéni [IQVIA a nebudou jakkoli
povazovani za zaméstnance ¢i zastupce IQVIA nebo
Zadavatele.

Ani IQVIA ani Zadavatel nebudou mit jakoukoli
odpovédnost vztahujici se k benefitim, penzim,
nahradam, narokim k dlchodovému pfipojisténi,
pracovnépravnim odménam, srazkovym ¢&i jinym
pracovnépravnim danim tykajicim se Zkousejiciho
nebo Zdravotnického zafizeni nebo jejich
zaméstnancu.

15. PLATNOST & UKONCENI PLATNOSTI

15.1 Platnost

Tato Smlouva bude podepsana v§emi stranami a stane
se ucinnou vic&i Stranam k datu, kdy bude zvefejnéna
v Registru smluv podle zakona ¢&.340/2015 Sb.,
oregistru smluv (,Datum uGcinnosti“) a zlstane v
ucinnosti do okamziku dokoné&eni &i ukon€eni v souladu
s timto Clankem 15 ,Platnost a ukonéeni platnosti‘.

Pfedpokladana doba trvani klinického hodnoceni je od
podpisu této Smlouvy do pfibliznécervence 2030.
Pfipadna odchylka skuteCné doby trvani od
predpokladané doby trvani pfesahujici tuto dobu o vice
nez 12 mésicl vyzaduje zménu této Smlouvy ve formé
pisemného dodatku.

15.2._ Ukonéeni platnosti

IQVIA a/nebo Zadavatel jsou opravnéni ukondit
platnost této Smlouvy z jakéhokoli dlvodu s
okamzitou uc¢innosti neprodlené na zakladé doruceni
pisemného oznameni.

Misto provadéni klinického hodnoceni je opravnéno
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the EC or other Regulatory Authority withdraws
approval of the Study; ii) if necessary to protect
the safety, health or welfare of Study Subjects; 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 will be made upon the final
acceptance by Sponsor of all CRF pages and all
data clarifications issued and satisfaction of all
other applicable conditions set forth herein. If a
material breach of this Agreement appears to
have occurred and termination may be required,
then, except to the extent that Study Subject
safety may be jeopardized, IQVIA and/or
Sponsor may suspend performance of all or part
of this Agreement, including, but not limited to,
subject enrollment.

Internal
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ukongit platnost této Smlouvy pisemnym oznamenim,
i) pokud EK nebo jiny kontrolni ufad zrusi schvaleni
Studie; ii) pokud to bude nezbytné pro ochranu
bezpeci, zdravi nebo prospéchu Subjektl studie;
ii) v pfipadech  vylu€ujicich  odpovédnost. V
navaznosti na dorueni oznameni o ukonéeni
platnosti Misto provadéni klinického hodnoceni
neprodlené ukonéi jakykoli nabor subjektl, bude
jednat v souladu s definovanymi postupy pro
ukonceni, zajisti, Ze ve vztahu k subjektim Studie
budou dokon&eny jakékoli procesy kontrolni povahy,
a vyvine nezbytné Usili za u€elem minimalizace
jakychkoli dalSich nakladd, pficemz IQVIA provede
zavére€nou Uhradu za navstévy a milniky, jez byly
fadné provedeny na zakladé a v souladu s touto
Smlouvou, a to ve vySi ¢astek definovanych v Pfiloze
A; av8ak za podminky, Ze Platby budou v kazdém
pfipadé snizeny o Castku ve vysSi deseti (10 %)
procent. Takto snizena Castka bude predstavovat
hodnotu veSkerych €innosti spojenych s uzavienim
databaze a bude poskytnuta poté, co Zadavatel
schvali veskeré stranky formularll CRF, a dale poté,
co budou poskytnuta vesSkera vyjasnéni dat a dale
dojde ke spInéni veSkerych ostatnich podminek, jez
jsou stanoveny v této Smlouveé. V pfipadé, ze dojde
ke vzniku domnéni, ze doslo k podstatnému poruseni
této Smlouvy a muze tak dojit k ukonceni platnosti
této Smlouvy, pak s vyjimkou a v rozsahu, v jakém
mulze byt ohroZzena bezpecnost Subjektt studie,
IQVIA a/nebo Zadavatel mohou pferuSit naplnéni
celé & c&asti této Smlouvy, zejména vcietné
zafazovani Subjektl studie.

16. NOTICE

16. OZNAMENI

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:

Veskera oznameni vyzadovana nebo povolena podle
této Smlouvy budou udinéna v pisemné podobé a
budou doruéena:

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 znemoznuje zasah do obsahu
s potvrzenou zpravou o pfenosu nebo

d) komeréni noéni kuryrni sluzbou, ktera zarucuje
doruCeni dalSi 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,
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Germany / Némecko

E-mail: [

To IQVIA / 1QVIA:

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

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

And to/A také

Attention: General Counsel
Email:

To Institution / Zdravotnickému
zarizeni

Name / Nazev: Fakultni nemocnice Ostrava

Address / Adresa: 17. listopadu 1790/5, 708 52 Ostrava-
Poruba, Ceska republika

Tel./ Te!: N

To Investigator / ZkouSejicimu

Email:
Name / Jméno a pfijmeni

Address / Adresa: Gynekologicko-porodnicka Kklinika,
Fakultni nemocnice Ostrava, 17. listopadu 1790/5, 708 52
Ostrava — Poruba, Czech Republic, Ceska republika

Email: [

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.

17. VYSSimoc

Splnéni jakékoli povinnosti kteroukoli ze Stran, jez
ma byt takovou Stranou spinéna na zakladé
podminek této Smlouvy, bude prominuto v
disledku zaplav, pozart ¢&i jinych projeva VysSi
moci, nehod, valek, nepokoju, embarg, prodleni
dopravcili, nemoznosti opatfit pfislusné materialy,
nebude-li dodana elektrickd energie ¢&i jiné
pfirodni zdroje, v disledku rozhodnuti, zakazud Ci
omezeni statniho/spravniho ufadu &i jiného prvku
vy88i moci, ktery =zabrani spInéni takové
povinnosti, bez ohledu na to, zda je shodny ¢i
odliSny od shora uvedeného, a ktery stoji mimo
moznost ovlivnéni pfislusné Strany, ktera je
takovou povinnosti vazana, to vSdak za podminky,
Ze takto dotéena Strana vyvine odpovidaiji Usili za
UuCelem odstranéni ¢i napravy C&i prekonani
jakéhokoli takového dlivodu ¢i pfic¢iny a bude
pokraCovat v plnéni svych povinnosti v nejbliz§im
mozném &asovem okamzZiku.
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18. MISCELLANEOUS

18.1 Entire Agreement

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

18.2

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

No Waiver/Enforceability

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

18.3

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

Assignment of the Agreement

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, disagreements or claims arising under or
in connection with this Agreement that cannot be settled
by mutual agreement of the Parties shall be resolved
through the competent court of the Czech 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

ev. €. FNO: 017/0OVZ/25/067-P

18. RUZNE

18.1. Celistvost Smlouvy

Tato Smlouva, v€etné pfiloh, predstavuje
vyhradni, celistvé a 0plné ujednani Stran a
nahrazuje veskereé ostatni pisemné a ustni dohody
vztahujici se k této Studii.

18.2. Vzdani se uplatnéni/Vynutitelnost

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

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

18.3. Pfrevod Smlouvy

Tato Smlouva bude zavazna vuci Stranam i jejich
pravnim nastupcum a postupnikim.

Misto provadéni klinického hodnoceni nepfevede
jakakoli prava Ci zavazky z této Smlouvy bez
predchoziho pisemného souhlasu IQVIA nebo
Zadavatele.

Na zakladé Zadosti Zadavatele je spole€nost
IQVIA opravnéna prevést tuto Smlouvu na
Zadavatele nebo jakoukoli tfeti stranu a spole€nost
IQVIA nebude odpovédna za jakékoli zavazky &i
odpovédnosti dle této Smlouvy, jeZ vyplynou po
datu prevodu a Misto provadéni Kklinického
hodnoceni timto souhlasi s takovym postoupenim.
Mistu provadéni klinického hodnoceni bude takové
postoupeni &i pfevod oznameno bez zbyteCného
odkladu nabyvatelem.

18.4 Rozhodné pravo

Tato Smlouva bude vykladana a vymahana v
souladu s pravnim fadem Ceské republiky.

Jakékoli spory, neshody nebo néaroky vzniklé na
z&kladé této Smlouvy nebo ve spojitosti s ni, které
neni mozné urovnat vzajemnou dohodou
Smluvnich stran, budou feSeny prostfednictvim
pFislugného soudu Ceské republiky.

18.5 Rozhodna jazykova verze.

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

18.6

Podminky této Smlouvy, jeZz obsahuji prava a

Pretrvavaijici platnost:
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rights that extend beyond the completion of the Study
shall survive termination or completion of this
Agreement, even if not expressly stated herein.

18.7Insurance:

The Sponsor declares that, prior to the commencement
of the Study, it has taken out liability insurance for itself
and the Investigator within the meaning of Section 58(2)
of Act No. 378/2007 Coll., on Pharmaceuticals and on
Amendments to Certain Related Acts (the
Pharmaceuticals Act), as amended, which also
provides compensation in the event of the death of the
Subject or in the event of damage to the health of the
Subject as a result of the conduct of the Study. The
Sponsor undertakes to maintain the above insurance in
force for the entire duration of the Study. The Sponsor
declares that the scope of insurance and the agreed
insurance coverage limit correspond to the risks
associated with the Study.

In accordance with Section 45(2)(m) of Act No.
372/2011 Coll,, on Health Services, as amended, the
Institution has concluded an insurance contract
covering its liability for damage caused in connection
with the provision of healthcare services.

THIS SECTION IS INTENTIONALLY LEFT
BLANK
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povinnosti, jez svoji povahou prekracuji okamzik
dokonéeni Studie, zGstanou zavazné i v pfipadé
ukonceni ¢i vyprSeni platnosti této Smlouvy, a to i
v pfipadé, ze tak neni v této Smlouvé vyslovné
uvedeno.

18.7 Pojisténi:

Zadavatel prohlasuje, ze pfed zahajenim Studie
uzaviel pro sebe a Zkoudejiciho pojisténi
odpovédnosti za Ujmu ve smyslu § 58 odst. 2
zakona ¢&. 378/2007 Sb., o léCivech a o zménéach
nékterych souvisejicich zakon( (zakon o IéCivech),
ve znéni pozdéjsich predpis, jehoz
prostfednictvim je zajiSténo i odSkodnéni v pfipadé
smrti Subjektu hodnoceni nebo v pfipadé Ujmy
vzniklé na zdravi Subjektu hodnoceni v dusledku
provadéni Studie. Zadavatel se zavazuje vyse
uvedené pojisténi udrzovat v platnosti po celou
dobu trvani Studie. Zadavatel prohlasuje, Zze
rozsah pojisténi a ujednany limit pojistného plnéni
odpovida rizikim spojenym s provadénou Studii.

Zdravotnické zafizeni ma v souladu s § 45 odst. 2
pism. m) zakona &. 372/2011 Sb., o zdravotnich
sluzbach, ve znéni pozdéjSich predpisu,
uzavienou pojistnou smlouvu o pojisténi své
odpovédnosti za $kodu zplsobenou v souvislosti s
poskytovanim zdravotnich sluzeb.

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

By/ Jméno: PharmDr. Zuzana LukeSova, MBA

Title/ Funkce: Executive Director / Jednatelka

Signature/ Podpis:

Date/ Datum:

ACKNOWLEDGED AND AGRE[ED VBY,Fa,kuItni nemocnice Ostrava: / NA DUKAZ SOUHLASU
PRIPOJUJE SVUJ PODPIS OPRAVNENY ZASTUPCE Fakultni nemocnice Ostrava:

By/ Jméno: I

Deputy Director for Science, Research and Teaching / naméstek
Title/ Funkce: feditele pro védu, vyzkum a vyuku
(must authorized to sign on Institution's behalf)/(musi se jednat o podpis opravnéného
zéstupce Zdravotnického zafizeni be):

Signature/ Podpis:

Date/ Datum:

ACKNOWLEDGED AND AGREED BY THE INVESTIGATOR/ Na dukaz souhlasu pfipojuje svlj podpis
ZkouSejici:

Name/ Jméno: _

Signature/ Podpis:

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

Name/ Jméno: PharmDr. Zuzana LukeSova, MBA

Signature/ Podpis:

Date/ Datum:

Attachments: Prilohy:

Attachment A - Budget and payment schedule Pfiloha A — Rozpocet a platebni prehled
Attachment B - Data Processing Agreement PFiloha B — Smlouva o zpracovani pdaju
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ATTACHMENT A PRiLOHA A
BUDGET & PAYMENT SCHEDULE ROzPOCET A ROZPIS PLATEB
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ATTACHMENT B

PRILOHAB

DATA PROCESSING AGREEMENT

SMLOUVA O ZPRACOVANIi UDAJU

DATA PROCESSING
AGREEMENT

between

BioNTech SE
An der Goldgrube 12
55131 Mainz, Germany

(hereafter referred to as “BioNTech” or

“Controller”)
and

Fakultni nemocnice Ostrava
17. listopadu 1790/5
708 52 Ostrava-Poruba, Czech Republic

(hereafter referred to as “Processor”)

(each individually or collectively referred to as "the
Parties")

Preamble

This Data Processing Agreement (“DPA”) is attached to
and forms part of the CLINICAL TRIAL AGREEMENT
between Controller and Processor together with any
and all schedules, and addenda to it, including all
(future) Change Orders (hereinafter together referred to
as “Agreement”), which defines the contractual rights
and obligations of the Parties.

The Processor is engaged to provide certain services to
the Controller, as defined in the Agreement. This DPA
reflects the Parties’ agreement with regard to the
Processing of Personal Data.

The processing of Personal Data of the Controller has
to be conducted for a specific purpose. The subject

SMLOUVA

O ZPRACOVANI UDAJU

uzaviena mezi nasledujicimi stranami
BioNTech SE

An der Goldgrube 12

55131 Mainz, Némecko

(dale jen jako ,,BioNTech“ nebo ,,Spravce®)
a

Fakultni nemocnice Ostrava

17. listopadu 1790/5 .
708 52 Ostrava-Poruba, Ceska republika

(dale jen jako ,,Zpracovatel“)

(jednotlivé nebo spole¢né dale uvadéné
»Smluvni strany“)

jako

Preambule

Tato smlouva o zpracovani udaja (dale jen ,Smlouva
o zpracovani Udajl“) predstavuje pfilohu a nedilnou
soutast SMLOUVY O KLINICKEM HODNOCENI
uzaviené mezi Spravcem a Zpracovatelem spolu se
vSemi jejimi pfilohami adodatky, vC€etné v8ech
(budoucich) zménovych ptikazl (dale spole¢né uvadéno
jen jako ,Smlouva®), ktera vymezuje smluvni prava
a povinnosti Smluvnich stran.

Zpracovatel je povéfen poskytovanim urcitych sluzeb
Spravci, jak je definovano ve Smlouvé. Tato Smlouva
0 zpracovani Udaju odrazi dohodu Smluvnich stran
ohledné zpracovani osobnich udaju.

Zpracovani osobnich Udaji Spravce musi byt provadéno
za konkrétnim ucCelem. Pfedmét, povaha a ucel
zpracovani vyplyvaji ze Smlouvy v jejim aktualnim znéni.
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matter, nature, and purpose of the processing result
from the Agreement as amended from time to time.

Subject to the processing are the categories of personal
data and data subjects listed in Annex 1 to this DPA as
amended from time to time. This DPA applies to all
activities which are connected with the contractual
relationship including but not limited to all situations in
which employees of Processor or third parties
commissioned by the Processor could come into
contact with personal data of the Controller.

Definitions

“Affiliate” means any entity that during the term of this
DPA directly or indirectly controls, is controlled by, or is
under common control with one of the Parties signing
this DPA. "Control," for purposes of this definition,
means direct or indirect ownership or control of more
than 50% of the voting interests of one of the Parties.
“Authorized Affiliate” means any of Controller's
Affiliate(s) which is permitted to use the service
pursuant to the Agreement between Controller and
Processor but has not signed its own Order Form, SOW,
or any other contract with Processor and is not a
"Controller" as defined under this DPA. A list of the
current Authorized Affiliates can be found at
https://www.biontech.com/int/en/home/about/sites-and-
subsidiaries.html, which is updated from time to time.

“Data Protection Law(s)” means any and all applicable
laws, regulations and statutory regulatory guidance
relating to data protection, privacy, and information
security, including but not limited to European Data
Protection Law.

“Controller Data” means all electronic data submitted by
or on behalf of Controller, or an Authorized Affiliate, to
the service.

Zpracovani podléhaji  kategorie osobnich  Udajl
a subjekty Udajli uvedené v pfiloze 1 této Smlouvy
o zpracovani udaji vjejim aktualnim znéni. Tato
Smlouva o zpracovani Udajl se vztahuje na vSechny
¢innosti, které souviseji se smluvnim vztahem, mimo jiné
na vSechny situace, kdy by zaméstnanci Zpracovatele
nebo tfeti strany povéifené Zpracovatelem mohli pfijit do
styku s osobnimi udaji Spravce.

Definice

LPridruzenou spole€nosti“ se rozumi jakykoli subjekt,
ktery béhem platnosti této Smlouvy o zpracovani udajl
pfimo nebo nepfimo ovlada jednu ze Smluvnich stran
podepisujicich tuto Smlouvu o zpracovani udajd, je
ovladan jednou z téchto stran anebo je pod spole¢nou
kontrolou jedné z téchto stran. ,Kontrolou® se pro ucely
této definice rozumi pfimé nebo nepfimé vlastnictvi nebo
ovladani vice nez 50 % hlasovacich prav jedné ze
Smluvnich stran. ,Opravnénou pfidruzenou
spole€nosti“ se rozumi jakakoli pfidruzena spole€nost
(pfidruzené spole€nosti) Spravce, ktera je opravnéna
vyuzivat sluzbu na zakladé Smlouvy mezi Spravcem
a Zpracovatelem, ale nepodepsala vlastni objednavkovy
formulaf, prohladeni o pracovni €innosti ani Zadnou jinou
smlouvu se Zpracovatelem a neni ,Spravcem®, jak je
definovano v této Smlouvé o zpracovani udaji. Seznam
aktualnich  opravnénych pfidruzenych spole€nosti
naleznete na internetové adrese
https://www.biontech.com/int/en/home/about/sites-and-
subsidiaries.html; tento seznam je d&as od d&asu
aktualizovan.

»Pravni pfedpisy na ochranu osobnich udaju“ znamenaji
vSechny platné z&kony, nafizeni, pfedpisy a zakonné
regulacni pokyny tykajici se ochrany udaju, soukromi
a zabezpeceni informaci, mimo jiné véetné evropského
prava o ochrané udaja.

,Udaji Spravce* se rozumi veskera elektronicka data,
ktera jsou Spravcem nebo jeho jménem nebo
opravnénou pfidruzenou spole¢nosti pfedana sluzbé.
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“‘Data Subject” means the identified or identifiable
person to whom Personal Data relates.

“Personal Data” means any information relating to (i) an
identified or identifiable natural person and, (ii) an
identified or identifiable legal entity (where such
information is protected similarly as personal data or
personally identifiable information under applicable
Data Protection Laws and Regulations), where for each
(i) or (ii), such data is Controller Data.

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

“Processor” means the entity which Processes Personal
Data on behalf of the Controller.

“Controller” means the Controller entity, which is a party
to this DPA, as specified in the section “Data Processing
Agreement” above (including as the case maybe any
Authorized Affiliate).

“Standard Contractual Clauses” means the Standard
Contractual Clauses for the transfer of personal data to
third countries pursuant to Regulation (EU) 2016/679
(European Commission Decision (EU) 2021/914)
referencing the appropriate Module Four.

“Sub-processor” means any additional Processor
engaged by Processor in processing Controller Data
under this DPA (including any Affiliate of Processor
engaged in such capacity).

“Supervisory Authority” means an independent public
authority which is established by an EU Member State
pursuant to the applicable Data Protection Laws.

»Subjektem udaji“ se rozumi osoba, na kterou se vztahuji
osobni udaje.

»Osobnimi udaji“ se rozumi veskeré informace tykajici se
(i) identifikované nebo identifikovatelné fyzické osoby
a (i) identifikované nebo identifikovatelné pravnické
osoby (pokud jsou tyto informace chranény obdobné jako
osobni udaje nebo informace umoznujici identifikaci
osoby podle platnych pravnich predpist a nafizeni
o ochrané osobnich udajd), pfic¢emz pro kazdé z téchto
informaci (i) nebo (ii) pfedstavuji tyto udaje udaji Spravce.

LZpracovanim“ se rozumi jakakoli operace nebo soubor
operaci, které se provadéji uosobnich udaju, at jiz
automatickymi  prostfedky, nebo ne, jako je
shromazdovani, zaznamenavani, organizace,
strukturovani, uchovavani, pfizpisobovani nebo zména,
vyhledavani, konzultace, pouzivani, zvefejiiovani
prfenosem, Sifeni nebo jiné zpfistupnéni, sladéni nebo
spojeni, omezeni, vymazani nebo zni€eni.

.Zpracovatelem® se rozumi subjekt, ktery zpracovava
osobni Udaje jménem Spravce.

~opravcem® se rozumi subjekt Spravce, ktery je smluvni
stranou této Smlouvy o zpracovani udaj(, jak je uvedeno
vySe v oddile ,Smlouva o zpracovani udaju“ (pfipadné
v€etné opravnéné pridruzené spolec¢nosti).

yotandardnimi  smluvnimi dolozkami se rozumi
standardni smluvni dolozky pro pfedavani osobnich
udaju do ftfetich zemi podle nafizeni (EU) 2016/679
(rozhodnuti Evropské komise (EU) 2021/914) s odkazem
na pfislusny Modul &tyfi.

~oubzpracovatelem® se rozumi jakykoli dal8i zpracovatel,
kterého Zpracovatel zapoji do zpracovani udaju Spravce
podle této Smlouvy o zpracovani udaju (v€etné jakékoli
pridruzené spoleCnosti Zpracovatele zapojené do této
funkce).

,D0zorovym organem® se rozumi nezavisly vefejny organ
zfizeny Clenskym statem EU podle platnych pravnich
predpis na ochranu osobnich Gdaju.

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

BioNTech SE_BNT323-01_Czech Republic INST & INV

Site Fakultni nemocnnice Ostrava || Il Final Clean 04May2026

CONFIDENTIAL
Page 42 of 59



ev. €. FNO: 017/0OVZ/25/067-P

Internal

Scope and Responsibilities

The Controller warrants and represents that the
Processor is entitled to process Controller's Personal
Data pursuant to the Agreement for the purpose of
providing the services and such Processing will comply
with Data Protection Laws.

Processor represents and warrants that it will respect
and abide by all Applicable Data Protection, Laws,
governing the privacy, security, and disclosure of health
information and other personal data and personal
information.

Processor further represents and warrants that in no
event will provide, or be required by CRO/Controller to
provide, any patient-specific information without
pseudonymization to CRO/Controller, except as
authorized by the Applicable Data Protection Laws or an
authorization valid under the Applicable Data Protection
Laws and signed by the patients.

The Processor shall, unless required otherwise by Data
Protection Laws, only act upon, and use the Controller’s
Data in accordance with, Controller’s instructions and
subject to this DPA (including its Annexes). This does
not apply if the Processor is obliged to process Personal
Data of the Controller by Applicable Data Protection
Laws. In such cases, the Processor shall notify the
Controller of the relevant legal requirements, prior to
Processing, unless the applicable law prohibits such
communication due to an important public interest.

The Processor is not entitled to process Controller’s
Data in a way contrary to the instructions. If the services
are altered during the term of the Agreement and the
altered services involve new or amended processing of
Controller’'s Personal Data, the Parties will ensure that
these changes are documented and coordinated before
such processing commences.

Instruction by the Controller can be provided orally or in
another form. Verbal instructions of the Controller must
be confirmed by the Controller immediately in written or
in electronic form. The Processor shall inform the
Controller immediately if they believe that any
Instruction violates applicable Data Protection Laws.
The Processor is entitled to suspend the execution of

Oblast plisobnosti a povinnosti

Spravce zaruCuje a prohlaSuje, Ze Zpracovatel je
opravnén zpracovavat osobni udaje Spravce na zakladé
Smlouvy za u0&elem poskytovani sluzeb azZe toto
zpracovani bude v souladu s pravnimi predpisy na
ochranu osobnich udaja.

Zpracovatel prohlasuje a zaruCuje, Ze bude respektovat
a dodrzovat v3echny platné pravni pfedpisy o ochrané
osobnich Udajl, které wupravuji ochranu soukromi,
zabezpecCeni a zvefejiiovani informaci o zdravotnim
stavu a dalSich osobnich (daji a osobnich informaci.

Zpracovatel dale prohlasuje a zaru€uje, Zze za Zadnych
okolnosti neposkytne ani nebude povinen poskytovat
CRO/Spravci jakékoli udaje tykajici se konkrétnich
pacientll bez pseudonymizace, ledaze by to bylo
povoleno platnymi pravnimi pfedpisy na ochranu
osobnich udaji nebo na zakladé opravnéni platného
podle téchto pravnich pfedpis na ochranu osobnich
Udaji a podepsaného pacienty.

Pokud pravni pfedpisy na ochranu osobnich dajl
nevyzaduji jinak, Zpracovatel bude jednat a pouZzivat
Udaje Spravce pouze v souladu s pokyny Spravce
a v souladu s touto Smlouvou o zpracovani udaju (véetné
jejich pfriloh). To neplati, pokud je Zpracovatel povinen
zpracovavat osobni Udaje Spravce podle platnych
pravnich pfedpisG na ochranu osobnich udaju.
V takovych pfipadech Zpracovatel informuje Spravce
o pfislusnych pravnich pozadavcich pfed zahajenim
zpracovani, ledaze platny pravni pfedpis takové sdéleni
zakazuje z duvodu dulezitého vefejného zajmu.

Zpracovatel neni opravnén zpracovavat Udaje Spravce
v rozporu s pokyny. Pokud dojde v prabéhu platnosti
Smlouvy ke zméné sluzeb atyto zménéné sluzby
zahrnuji nové nebo pozménéné zpracovani osobnich
udaju Spravce, Smluvni strany zajisti, aby tyto zmény
byly pred zahgjenim takového zpracovani
zdokumentovany a koordinovany.

Pokyn Spravce mlze byt poskytnut Ustné nebo jinou
formou. Ustni pokyny Spravce musi Spravce neprodlend
potvrdit pisemné& nebo elektronicky. Zpracovatel
neprodlené informuje Spravce, pokud se domniva, ze
néktery pokyn porusuje platné pravni predpisy na
ochranu osobnich udaju. Zpracovatel je opravnén
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the relevant instruction until
Controller is received.

confirmation by the

Duration and Termination

The duration of this DPA corresponds to the duration of
the Agreement. The termination of the Agreement
simultaneously causes the termination of this DPA,
without the need for a separate termination.

Confidentiality

The Processor shall preserve the confidentiality of
Controller's Personal Data. The Processor shall ensure
that all employees who are processing Controller’s
Personal Data, shall, in accordance with legal
requirements, maintain confidentiality and observe all
requirements under Data Protection Laws. In particular,
the Processor shall be responsible to ensure that
Controller's Personal Data obtained from the systems
indicated by the Controller, is not passed on to third
parties or used contrary to the given instructions or the
Agreement. The Processor and any third party acting on
behalf of the Processor, who have access to Controller’s
Personal Data, shall not process such data, except
following the given instructions or when obliged to do so
under Data Protection Law.

Vice versa, the Controller shall preserve the
confidentiality of Processor’s Personal Data obtained
within the scope of the Agreement. This obligation shall
remain in force even after termination of this contract.

Technical and Organizational Measures

The Processor shall implement appropriate technical
and organizational measures to ensure a level of
security appropriate to the risk as set out in Annex 2 of
this DPA. The Processor shall document the
implementation of the technical and organizational
measures stipulated in advance of the commission
before starting to Process Controller data, giving details
of the actual process to be followed, and shall present
this to the Controller for review. In so far as the review
or an audit by the Controller results in the need for
amendments, these shall be implemented amicably.

pozastavit provedeni pfisluSného pokynu az do obdrzeni
potvrzeni od Spravce.

Doba trvani a ukonéeni Smlouvy

Doba trvani této Smlouvy o zpracovani udaji odpovida
dobé trvani Smlouvy. Ukonéeni Smlouvy ma za nasledek
souCasné ukonceni této Smlouvy o zpracovani udaju,
aniz by bylo nutné ji samostatné vypovidat.

Duvérnost

Zpracovatel zachovava dlvérnost osobnich dajl
Spravce. Zpracovatel zajisti, aby vSichni zaméstnanci,
ktefi zpracovavaji osobni Udaje Spravce, zachovavali
v souladu s pravnimi pozadavky duvérnost a mi¢enlivost
a dodrZovali veSkeré pozadavky vyplyvajici z pravnich
predpist na ochranu osobnich udaju. Zpracovatel je
zejména povinen zajistit, aby osobni Udaje Spravce
ziskané ze systéml uvedenych Spravcem nebyly
predany tfetim stranam nebo pouzity v rozporu s danymi
pokyny €i Smlouvou. Zpracovatel a jakakoli tfeti strana
jednajici jménem Zpracovatele, ktera ma pfristup
k osobnim udajim Spravce, nesmi tyto Uudaje
zpracovavat, s vyjimkou pfipadl, kdy se Ffidi danymi
pokyny nebo kdy je k tomu povinen/povinna na zakladé
pravnich pfedpist na ochranu osobnich udaju.

Spravce naopak zachovava davérnost osobnich udajl
Zpracovatele ziskanych v ramci Smlouvy. Tato povinnost
zUstava v platnosti ipo ukonéeni tohoto smluvniho
vztahu.

Technicka a organizacni opatireni

Zpracovatel zavede vhodna technicka a organizacni
opatfeni, aby zajistil uroven zabezpeeni odpovidajici
riziku, jak je uvedeno v pfiloze2 této Smlouvy
o zpracovani Udajl. Zpracovatel zdokumentuje zavedeni
technickych a organizacnich opatfeni stanovenych
pfedem pfed zahajenim zpracovani (daji Spravce,
pfiéemz uvede podrobnosti o skute€ném postupu, ktery
bude dodrzovat, a pfedlozi je Spravci ke kontrole. Pokud
z pfezkumu nebo auditu Spravce vyplyne potfeba zmén,
provedou se tyto zmény po vzajemné dohodé.
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The technical and organizational measures
implemented for this purpose are documented in Annex
2 to this DPA as amended from time to time. The
technical and organizational measures are subject to
technical progress and development, and the Processor
may implement adequate alternative measures.
Essential amendments of the technical and
organizational measures shall be documented and
made available to the Controller without delay.

Record of Processing Activities

The Processor shall keep records of its Processing
activities for all Processing activities carried out on
behalf of the Controller. If the Controller requires
information from the Processor to compile its own
records of processing activities, the Processor shall
without undue delay provide the information upon
request.

Data Subject Access Requests

Processor and Controller agree that, as between them,
Processor is best able to manage requests from Study
Subjects to exercise their rights under Applicable Data
Protection Laws in respect of their Personal Data
Processed in the context of the Services. The Processor
shall inform within a period of two (2) working days,
CRO and the Controller about any such request
received from a Study Subject or their legal
representative. The Processor shall handle those
requests in accordance with the Controller and CRO'’s
(on behalf of the Controller’'s) reasonable instructions.

In the event that Controller or CRO (on behalf of the
Controller) receives a request from a Study Subject to
exercise their rights under Applicable Data Protection
Laws in the context of the Study, Controller or CRO (on
behalf of the Controller) shall forward the request to
Processor. Processor shall respond to such requests
from Study Subject in accordance with applicable Data
Protection Laws, the Agreement, and any other
instructions provided by Controller or CRO (on behalf of
the Controller). Institution acknowledges that in order to
maintain the integrity of Study results, the ability to
amend, restrict, or delete Personal Data may be limited,

Technicka a organiza¢ni opatfeni zavedena za timto
ucelem jsou zdokumentovana v pfiloze 2 této Smlouvy
0 zpracovani udaju v jejim aktualnim znéni. Technicka
a organizacni opatfeni podléhaji technickému pokroku
avyvoji aZpracovatel mulze zavést odpovidajici
alternativni  opatfeni. Zasadni zmény technickych
a organizacnich opatfeni museji byt zdokumentovany
a bez odkladu zpfistupnény Spravci.

Zaznam o ¢innostech zpracovani

Zpracovatel vede zaznamy o svych ¢&innostech
zpracovavani pro vdechny &innosti zpracovani provadéné
jménem Spravce. Pokud Spravce pozaduje od
Zpracovatele informace pro sestaveni vlastnich zaznamu
o ¢innostech zpracovani, Zpracovatel mu je na pozadani
poskytne bez zbyte€ného odkladu.

Zadosti subjekt(i udaju o pristup k udajum

Zpracovatel a Spravce se dohodli, Ze Zpracovatel je mezi
nimi nejlépe schopen vyfizovat Zadosti Subjektu studie
o vykon jejich prav podle platnych pravnich predpist na
ochranu osobnich Udaju v souvislosti s jejich osobnimi
Udaji zpracovavanymi v ramci Sluzeb. Zpracovatel do
dvou (2) pracovnich dnd informuje CRO a Spravce
o kazdé takové zadosti, kterou obdrzi od Subjektu studie
nebo jeho pravniho zastupce. Zpracovatel tyto Zadosti
vyfizuje v souladu s nalezitymi pokyny Spravce a CRO
(jménem Spravce).

V pfipadé, Ze Spravce nebo CRO (jménem Spravce)
obdrzi od Subjektu studie Zadost o vykon jeho prav podle
platnych pravnich pfedpisti na ochranu osobnich udaju
v souvislosti se Studii, Spravce nebo CRO (jménem
Spravce) preda tuto zadost Zpracovateli. Zpracovatel na
takové zadosti Subjektu studie reaguje v souladu
s platnymi  pravnimi pfedpisy na ochranu udajq,
Smlouvou a dalSimi pokyny poskytnutymi Spravcem
nebo CRO (jménem Spravce). Zdravotnické zafizeni
bere na védomi, Zze v zajmu zachovani integrity vysledku
Studie muze byt moznost ménit, omezovat nebo mazat
osobni Udaje omezena v souladu s platnymi pravnimi
pfedpisy a nafizenimi o ochrané osobnich udaju.
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in accordance with Applicable Data Protection Laws and
the regulations.

Data Protection Impact Assessment

Upon Controller’s request, Processor shall provide
Controller with reasonable cooperation and assistance
to carry out a data protection impact assessment related
to the Processing of Controller Data by Processor, to the
extent Controller does not otherwise have access to the
relevant information, and to the extent such information
is available to Processor. Processor shall provide
reasonable assistance to Controller if Controller needs
to provide information to a competent Supervisory
Authority in the performance of its tasks relating to this
DPA, to the extent required under the Data Protection
Laws.

Notification Obligations in the Event of Breaches by
the Processor

The Processor shall inform the Controller without undue
delay as soon as it becomes aware of a severe
disruption of the processing activities, has a suspicion
of a data breach or of any other irregularities within the
Processing of Controller's Data. The Processor shall
notify the Controller on the time, nature and extent of the
incidents described above and shall inform of the
possible adverse consequences.

The Processor is obliged to support the Controller to
comply with its obligations to assess, mitigate, report the
breach to the authority and/or data subjects. This
support shall include, but is not limited, to the following:

a) Support Controller regarding its
information  obligation towards data
subjects by, among others, providing all
relevant information relating to the breach
without undue delay;

b) Support the Controller regarding potential
information duties towards supervisory

authorities;

c) Support Controller in its data protection
impact assessment and in prior
consultations  with the  Supervisor
Authorities;

d) Amend its technical and organizational

Posouzeni dopadii na ochranu osobnich udajt

Zpracovatel poskytne Spravci na jeho zadost pfiméfenou
soucinnost a pomoc pfi provadéni posuzovani dopadu na
ochranu osobnich udaji v souvislosti se zpracovanim
udaju Spravce Zpracovatelem, pokud Spravce nema
k pfislusnym informacim pfistup jinak apokud ma
Zpracovatel takové informace k dispozici. Zpracovatel
poskytne Spravci pfiméfenou pomoc, pokud Spravce
potfebuje poskytnout informace prislusnému
dozorovému organu pfi plnéni svych ukol souvisejicich
s touto Smlouvou o zpracovani dajl, ato vrozsahu
poZzadovaném pravnimi pfedpisy na ochranu osobnich
udaju.

Oznamovaci povinnosti v pripadé poruseni ze strany
Zpracovatele

Zpracovatel bez zbyteéného odkladu informuje Spravce,
jakmile se dozvi o zavazném naruSeni c&innosti
zpracovani, pokud ma podezfeni na poruseni ochrany
osobnich Udajii nebo zjisti jiné nesrovnalosti pfi
zpracovani Udaji Spravce. Zpracovatel informuje
Spravce o Case, povaze arozsahu vySe popsanych
incidentd ainformuje ho o moznych nepfiznivych
dusledcich.

Zpracovatel je povinen podporovat Spravce pfi plnéni
jeho povinnosti posoudit, zmirnit a ohlasit dané poruseni
organu a/nebo subjektlim Udajli. Tato podpora zahrnuje
mimo jiné nasledujici innosti:

a) podpora Spravce v souvislosti s jeho
informacni povinnosti v(i¢i subjektim
udaju mimo jiné tim, Ze bez zbyte¢ného
odkladu poskytne v3echny relevantni
informace tykajici se daného poruseni;

b) podpora Spravce, pokud jde o pfipadné
informacni povinnosti vuc¢i dozorovym
organum;

c) podpora Spravce pfi posuzovani dopadu
na ochranu osobnich udaji a pfi
prfedbé&Znych konzultacich s dozorovymi
organy;
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measures set out in Annex 2 if required to
mitigate the risk.

Audit Rights

Processor shall make available to the Controller upon
request all information necessary and assistance
contemplated under this DPA, to demonstrate
compliance with the obligations under this DPA.

Following Controller’s written request, and subject to the
confidentiality obligations set forth in the Agreement and
this DPA, Processor shall make available to Controller
information regarding Processor’'s compliance with the
obligations set forth in this DPA in the form of the third-
party certifications and audits to the extent that
Processor makes them generally available to its
Controller.

BioNTech shall from time to time upon giving Processor
reasonable notice in writing be entitled to send its
representatives to visit the premises of Processor where
the Controller Data is being Processed in connection
with this DPA for the purposes of assessing or auditing
the progress and quality of the respecting Processing
and to review the Documents (including but not limited
to documents and source documents) produced or used
in accordance with this DPA and the governing
Statement of Work. Processor shall allow BioNTech’s
representatives, free of charge, access to all areas of
the premises where the Processing of Controller Data is
being carried out and to all materials, documents,
procedures, facilities, and staff relating to the
Processing, including the Documents produced in
accordance with this DPA and the governing Statement
of Work. BioNTech reserves the right to appoint an
agent or agents to conduct any audit on its behalf.
BioNTech shall endeavor to give not less than three (3)
days’ notice except where the cause for audit warrants
a shorter period. BioNTech shall not be required to pay
Processor’s fees and costs for audits caused related to
Processor’s performance of the services.

Rectification, Restriction, Erasure and Return

d) zména technickych  a organizaénich
opatfeni uvedenych v pfiloze 2, pokud je
to nutné ke zmirnéni rizika.

Prava na provadéni auditu

Zpracovatel poskytne Spravci na vyzadani veskeré
nezbytné informace a soucinnost pfedpokladanou touto
Smlouvou o zpracovani Udaji, aby prokazal splnéni
povinnosti podle této Smlouvy o zpracovani udaja.

Na zakladé pisemné zadosti Spravce a pfi dodrzeni
povinnosti zachovani dUvérnosti stanovenych ve
Smlouvé avtéto Smlouvé o zpracovani udajl
Zpracovatel zpfistupni Spravci informace tykajici se
dodrZzovani povinnosti Zpracovatele stanovenych v této
Smlouvé o zpracovani udaja ve formé certifikaci a audit(
od tfetich stran v rozsahu, v jakém je Zpracovatel obecné
zpfistupriuje svému Spravci.

Spole¢nost BioNTech je €as od Casu opravnéna na
zakladé nalezitého pisemného oznameni Zpracovateli
vyslat své zastupce do prostor Zpracovatele, kde jsou
Udaje Spravce zpracovavany v souvislosti s touto
Smlouvou o zpracovani Udajd, za ucCelem posouzeni
nebo provedeni auditu prubéhu a kvality pFislusného
zpracovani a za ucelem prezkoumani dokumentd (mimo
jiné vcetné dokumentd a zdrojovych dokumentt)
vytvofenych nebo pouzitych v souladu s touto Smlouvou
0 zpracovani udajd a rozhodnym prohlasenim o pracovni
¢innosti. Zpracovatel umozni zastupclim spolecnosti
BioNTech bezplatny pfistup do vSech prostor, kde
probiha zpracovani udaju Spravce, ake vSem
materialim,  dokumentdm, postuplm, zafizenim
a zaméstnanclm souvisejicim se zpracovanim, véetné
dokument( vypracovanych v souladu s touto Smiouvou
o zpracovani udajl a rozhodnym prohlasenim o pracovni
Cinnosti. SpoleCnost BioNTech si vyhrazuje pravo
jmenovat zastupce, ktefi jejim jménem provedou jakykoli
audit. Spolec¢nost BioNTech se vynasnazi poskytnout
oznameni nejméné tfi (3) dny pfedem, s vyjimkou
pfipadd, kdy ddvod auditu vyzaduje kratSi Ihdtu.
Spole¢nost BioNTech neni povinna hradit poplatky
andklady Zpracovatele =za audity, které vznikly
v souvislosti s poskytovanim sluzeb Zpracovatelem.

Oprava, omezeni, vymazani a vraceni
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The Processor may not correct, erase, or restrict the
Personal Data processed on behalf of the Controller
unless instructed to do so by the Controller in writing.
Insofar as a Data Subject contacts the Processor in this
regard, the Processor shall immediately forward this
request to the Controller.

The Processor undertakes, upon request by the
Controller, but no later than upon termination of the
contractual relationship, to return all Personal Data or
documents related to the order to the Controller or, at
the Controller's discretion, to destroy them in
accordance with applicable Data Protection Laws,
unless there is a legal obligation to store the Personal
Data longer than the duration of the Agreement. The
same shall apply to test and reject material.

Sub-Processors

Controller has instructed or authorized the use of Sub-
processors and affiliates of the Processor to assist
Processor with respect to the provision of the services,
listed in Annex 3 to this DPA. For the avoidance of
doubt, the Parties agree that where Processor intends
to engage another Affiliate of Processor with the
Processing of Controller’'s Data, the provisions of this
DPA on the engagement of Sub-processors apply.
Processor has entered into a written agreement with
each Sub-processor containing data protection
obligations not less protective than those in this DPA
with respect to the protection of Controller’s Data to the
extent applicable to the nature of the services provided
by such Sub-processor. Controller acknowledges and
agrees that (a) Processor’s affiliates may be retained as
Sub-processors; and (b) Processor and Processor’s
affiliates respectively may engage third-party Sub-
processors in connection with the provision of the
services.

Processor shall provide notification of a new Sub-
processor(s) before authorizing any new Sub-
processor(s) to process Personal Data in connection
with the provision of the applicable service. In order to
exercise its right to object to Processor’s use of a new
Sub-processor, Controller shall notify Processor
promptly in writing within twenty (20) Business Days

Zpracovatel nesmi opravovat, mazat nebo omezovat
osobni uUdaje zpracovavané jménem Spravce, pokud
k tomu Spravce neda pisemny pokyn. Pokud se Subjekt
Udaji  vtéto souvislosti obrati na Zpracovatele,
Zpracovatel tuto zadost neprodlené pfeda Spravci.

Zpracovatel se zavazuje na zadost Spravce, nejpozdé;ji
vS8ak po ukonéeni smluvniho vztahu, vratit Spravci
vSechny osobni Udaje nebo dokumenty souvisejici
s objednavkou, pfipadné je podle uvazeni Spravce
zlikvidovat v souladu s platnymi pravnimi pfedpisy na
ochranu osobnich Udajli, pokud neexistuje zakonna
povinnost uchovavat osobni udaje déle, nez je doba
trvani Smlouvy. Totéz plati pro zkuSebni a vyfazeny
material.

Subzpracovatelé

Spravce poveéfil nebo povolil vyuzivani subzpracovatelu
a pfidruzenych spole€nosti Zpracovatele, aby mu
pomahali pfi poskytovani sluzeb. Jejich seznam je
uveden v pfiloze 3 této Smlouvy o zpracovani udajl. Pro
vylou€eni pochybnosti se Smluvni strany dohodly, Ze
pokud ma Zpracovatel v umyslu zapojit do zpracovani

Udaju  Spravce dalsi  pfidruzenou  spole¢nost
Zpracovatele, pouZiji se ustanoveni této Smlouvy
o zpracovani  Udaji o zapojeni  subzpracovateld.
Zpracovatel uzaviel s kazdym subzpracovatelem

pisemnou smlouvu obsahujici povinnosti tykajici se
ochrany udaja, pfiemz uroven této ochrany neni nizsi
nez povinnosti uvedené v této Smlouvé o zpracovani
udaji, pokud jde o ochranu udaji Spravce v rozsahu
odpovidajicim povaze sluZzeb poskytovanych takovym
subzpracovatelem. Spravce bere na védomi a souhlasi
s tim, Ze (a) pfidruzené spole€nosti Zpracovatele mohou
byt najaty jako subzpracovatelé; a (b) Zpracovatel
a pfidruzené spole¢nosti Zpracovatele mohou
v souvislosti s poskytovanim sluzeb najimat externi
subzpracovatele.

Zpracovatel oznami nového (nové) subzpracovatele pred
tim, nez jakéhokoli nového (nové) subzpracovatele
povéfi zpracovanim osobnich Udaju v souvislosti
s poskytovanim pfislusné sluzby. Aby Spravce mohl
uplatnit své pravo vznést namitku proti tomu, aby
Zpracovatel vyuzil nového subzpracovatele, musi o tom
neprodlené pisemné informovat Zpracovatele do dvaceti
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after receipt of Processor’'s notice. In the event
Controller objects to a new Sub-processor, and that
objection is not unreasonable, Processor will make
available to Controller a change in the services or
recommend a commercially reasonable change to
Controller’'s configuration or use of the services to avoid
Processing of Personal Data by the objected-to new
Sub-processor without unreasonably burdening the
Controller. If Processor is unable to make available such
change within a reasonable time period, which shall not
exceed thirty (30) days, Controller may choose to
terminate the applicable Agreement(s).

In case the engagement of a Sub-processor (including
as the case maybe an affiliate) entails a transfer of
Controller Data to a third country, the requirements of
the next Section “Place of Processing; Data Transfer to
Third Countries” regarding the fulfilment of the
requirements of Art. 44 ff. GDPR apply. In the event of
a transfer to a third country without an adequate level of
protection, Processor shall conclude the EU Standard
Contractual Clauses with the Sub-processor, assess the
effectiveness of the safeguards in accordance with
Article 46 (2) GDPR, document this check and make
available the documentation to the Controller upon
request. This includes in particular the assessment of
the impact of the applicable local laws and practices in
the third country on compliance with the Standard
Contractual Clauses. If according to this assessment
the Standard Contractual Clauses do not provide an
adequate level of data protection the Processor shall
agree on appropriate additional safeguards.

Upon request, the Processor shall provide copies of the
Sub-processor Agreements pursuant to the Standard
Contractual Clauses without all commercial information,
or clauses unrelated to the Standard Contractual
Clauses or their equivalent.

Place of Processing; Data Transfer to Third

Countries

The processing only takes place in a Member State of
the European Union (“EU”) or in another state party to
the Agreement on the European Economic Area
("EEA").

(20) pracovnich dnu od obdrzeni oznameni Zpracovatele.
V pfipadé, Ze Spravce vznese namitku proti novému
subzpracovateli atato namitka neni nepfiméfrena,
Zpracovatel zpfistupni Spravci zménu sluzeb nebo
doporuci komeréné pfiméfenou zménu konfigurace nebo
pouzivani sluzeb Spravcem, aby se zabranilo zpracovani
osobnich Udaji novym subzpracovatelem, proti kterému
byla vznesena namitka, aniz by to nepfiméfené
zatézovalo Spravce. Pokud Zpracovatel neni schopen
takovou zménu provést v pfimérené lhaté, ktera nesmi
byt delSi nez tficet (30) dnl, mGze Spravce rozhodnout
o ukongeni pfislusné Smlouvy (pfislusnych Smluv).

V pfipadé, ze zapojeni subzpracovatele (véetné pfipadné
pfidruzené spolecnosti) vyzaduje pfedani udaji Spravce
do tfeti zemé, plati pozadavky nasledujiciho oddilu ,Misto
zpracovani; pfedavani udaju do tretich zemi® tykajici se
splnéni pozadavka ¢&l. 44 anasl. nafizeni GDPR.
V pfipadé pfedani do tfeti zemé bez odpovidajici urovné
ochrany uzavfe Zpracovatel se subzpracovatelem
standardni smluvni dolozky EU, posoudi uginnost zaruk
v souladu s ¢l. 46 odst. 2 nafizeni GDPR, tuto kontrolu
zdokumentuje a dokumentaci na pozadani zpfistupni
Spravci. To zahrnuje zejména posouzeni dopadu
platnych mistnich pravnich predpist a postupl ve treti
zemi na dodrzovani standardnich smluvnich dolozZek.
Pokud podle tohoto posouzeni standardni smluvni
dolozky neposkytuji odpovidajici uroven ochrany udaja,
dohodne se Zpracovatel na vhodnych dodateénych
zarukach.

Zpracovatel na pozadani poskytne kopie smluv se
subzpracovateli podle standardnich smluvnich dolozek
bez vSech obchodnich informaci nebo dolozek
nesouvisejicich se standardnimi smluvnimi doloZkami
nebo jejich ekvivalentd.

Misto zpracovani; predavani udaja do tretich zemi

Zpracovani probiha pouze v Clenském staté Evropské
unie (,EU") nebo v jiném staté, ktery je smluvni stranou
Dohody o Evropském hospodafském prostoru (,EHP®).
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Any transfer of personal data to a third country or an
international organization by the Processor shall be
done only on the basis of documented instructions from
the Controller or in order to fulfil a specific requirement
in compliance with Applicable Data Protection Laws.

In case Processor either processes Controller Data
outside of the EEA (i.e. in a “third country”) , including
by way of granting access to Controller Data to persons
outside of the EEA, or is established in a third country,
Processor agrees to be bound by the EU Standard
Contractual Clauses and other applicable Standard
Contractual Clauses including additional safeguards
unless the processing takes place in a third country for
which the EU Commission has determined an adequate
level of data protection within the meaning of Art. 45
GDPR. In case of any contradictions between this DPA
and the Standard Contractual Clauses, the latter shall
prevail. In the event that the Parties cannot agree on the
implementation of such additional measures, Controller
may terminate the relevant part of the Agreement
regarding those services or the entire Agreement at
Controller’s discretion without being liable for payment
of any early termination fee.

Liability, contractual penalty

Any material or non-material damage resulting from an
infringement of the applicable Data Protection Laws
shall be settled in accordance with applicable Data
Protection Laws. In case of any doubt, the principles of
article 82 of the GDPR shall apply.

Miscellaneous

Amendments to this DPA, including its Annexes, require
written form. This also applies for the waiver of this
formal requirement. Should any provisions of this DPA
become invalid or unenforceable in whole or in part after
conclusion of the Agreement, this shall not affect the
validity of the remainder of the Agreement. The
concerning provision shall in such case be replaced
through a valid equivalent provision. The above-
described regulations also find application in case of
incomplete regulations of this DPA.

This DPA shall be governed by Czech law.

Zpracovatel pfedava osobni udaje do tfeti zemé nebo
mezinarodni organizaci pouze na zékladé
zdokumentovanych pokyn(i Spravce nebo za ucelem
splnéni konkrétniho pozadavku v souladu s platnymi
pravnimi pfedpisy na ochranu udaju.

V pfipadé, ze Zpracovatel bud zpracovava udaje Spravce
mimo EHP (ij. ve ,tfeti zemi*), v€etné poskytnuti pfistupu
k udajim Spravce osobam mimo EHP, nebo je usazen ve
tfeti zemi, Zpracovatel souhlasi s tim, ze bude vazan
standardnimi smluvnimi dolozkami EU a dal$imi platnymi
standardnimi smluvnimi doloZzkami v&etné dodateé&nych
zaruk, pokud zpracovani neprobiha ve tfeti zemi, pro
kterou Komise EU stanovila odpovidajici urover ochrany
Udaji ve smyslu ¢&l. 45 nafizeni GDPR. V pfipadé
jakychkoli rozporll mezi touto Smlouvou o zpracovani
udaji a standardnimi smluvnimi dolozkami maji pfednost
standardni smluvni dolozky. V pfipadé, ze se Smluvni
strany nemohou dohodnout na zavedeni takovych
dodatecnych opatfeni, mize Spravce dle svého uvazeni
ukondit pfisluSnou ¢ast Smlouvy tykajici se téchto sluzeb
nebo celou Smlouvu, aniz by byl povinen uhradit jakykoli
poplatek za pfed€asné ukond&eni.

Odpovédnost, smluvni pokuta

Jakakoli majetkovd nebo nemajetkova ujma vznikla
v disledku poruseni platnych pravnich pfedpisd na
ochranu osobnich udaji se feSi v souladu s platnymi
pravnimi pfedpisy na ochranu osobnich udaja. V pfipadé
pochybnosti se uplatni zasady ¢lanku 82 nafizeni GDPR.

Razné

Zmény této Smlouvy o zpracovani udaja, vCetné jejich
pfiloh, vyzaduji pisemnou formu. To plati i pro upusténi
od tohoto formalniho pozadavku. Pokud by se nékteré
ustanoveni této Smlouvy o zpracovani udaja stalo po
uzavieni Smlouvy zcela ¢&i z€asti neplatnym nebo
nevymahatelnym, nema to vliv na platnost zbyvajici ¢asti
Smlouvy. Dotéené ustanoveni se v takovém pripadé
nahradi platnym rovnocennym ustanovenim. VySe
popsana pravidla se uplatni také v pfipadé neuplnych
pravidel této Smlouvy o zpracovani udaju.

Tato Smlouva o zpracovani Udajl se Fidi ceskym pravem.
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The place of jurisdiction are Czech courts, unless
otherwise stipulated by mandatory law.

Annexes

The following Annexes are an integral part of this DPA
as amended from time to time:

e Annex 1: List of Parties, Description of
Transfer, Supervisory Authority

e Annex 2: Technical and Organizational
Measures

e Annex 3: List of Sub-Processors

Annex 1: List of Parties, Description of Transfer,
Supervisory Authority

A. List of Parties

Data exporter(s) (Controller):
Name: BioNTech SE
Address: as specified in the Agreement and/or the DPA

Contact person’s name, position and contact details:
BioNTech SE, Data Protection Officer,

Activities relevant to the data transferred under these
Clauses: as specified in the Agreement

Signature and date: see Agreement

Role (controller/processor): controller

Data importer(s) (Processor): [ldentity and contact
details of the data importer(s), including any contact
person with responsibility for data protection]

Name: Fakultni nemocnice Ostrava

Address: as specified in the Agreement and/or the DPA

Contact person’s name, position and contact details:
ﬁ, Data Protection Officer, email:

Mistem soudni pfislusnosti jsou soudy Ceské republiky,
pokud neni zavaznymi pravnimi pfedpisy stanoveno
jinak.

Prilohy

Nasledujici pfilohy tvofi nedilnou soucast této Smlouvy
0 zpracovani Udajl v jejim aktualnim znéni.

ePfiloha 1: Seznam Smluvnich stran, popis
predavani, dozorovy organ

ePfiloha 2: Technicka aorganizaCni opatfeni

ePriloha 3: Seznam subzpracovatell

Priloha 1: Seznam Smluvnich stran, popis predavani,
dozorovy organ

A. Seznam Smluvnich stran

Vyvozce udaju (Spravce udaju):
Nazev: BioNTech SE

Adresa: jak je uvedena ve Smlouvé a/nebo ve Smlouvé
0 zpracovani Udaj

Jméno kontaktni osoby, jeji pozice a kontaktni udaje:
BioNTech SE, povéfenec pro ochranu osobnich udaj(,
Cinnosti souvisejici s Gdaji pfedavanymi podle téchto
dolozZek: jak je uvedeno ve Smlouvé

Podpis a datum: viz Smlouva

Role (spravce/zpracovatel): spravce

Dovozce (dovozci) udaju (zpracovatel): [totoznost
a kontaktni Udaje dovozce (dovozcl) udajl, véetné
kontaktni osoby odpovédné za ochranu udaj(]

Nazev: Fakultni nemocnhice Ostrava,

Adresa: jak je uvedena ve Smlouvé a/nebo ve Smlouvé
0 zpracovani udajl

Jméno kontaktni osoby, jeji pozice a kontaktni udaje:
, povéfenec pro ochranu osobnich

udajl, e-mail;
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Activities relevant to the data transferred under these
Clauses: as specified in the Agreement

Signature and date: see Agreement
Role (controller/processor): processor

B. Description of Transfer

Cateqgories of data subjects whose personal data is

Cinnosti souvisejici s Udaji pfedavanymi podle téchto
dolozZek: jak je uvedeno ve Smlouvé

Podpis a datum: viz Smlouva
Role (spravce/zpracovatel): zpracovatel

B.Popis predavani

Kategorie subjektll Udajl, jejichz osobni (daje se

transferred:

Study Participants and Investigator, Sub-Investigator
and Study Staff conducting the Study.

Categories of personal data transferred:

Study participants/patient data: Patient-ID,
demographic data.

Investigator, Sub-Investigator and Study Staff Personal
Data: CV-data, business contact details.

Sensitive data transferred (if applicable) and applied
restrictions or safeguards that fully take into

predavaiji:

Ugastnici Studie a zkousejici, spoluzkou$ejici a studijni
personal provadégjici Studii.

Kategorie predavanych osobnich udaiju:

Udaje o Ggastnicich Studie / pacientech: ID pacienta,
demografické udaje.

Osobni udaje zkousejiciho, spoluzkousejiciho
a studijniho personalu: Udaje z Zivotopisu, obchodni
kontaktni udaje.

Citlivé _ddaje, které se predavaji (v pfisluSnych

consideration the nature of the data and the risks

pripadech), a uplatnéna omezeni nebo zaruky, jeZz plné

involved, such as for instance strict purpose limitation,

zohlednuji_povahu udajl a souvisejici rizika, napfriklad

access restrictions (including access only for staff

pfisné omezeni Ucelu, omezeni pristupu (véetné pristupu

having followed specialised training), keeping a record

pouze pro zameéstnance, ktefri absolvovali specializované

of access to the data, restrictions for onward transfers

Skoleni), vedeni zaznamu o pfistupu k Udajum, omezeni

or additional security measures.

Health data of study participants/patients, ethnicity

Safeguards and security measures, see Annex 2 of this
DPA.

The frequency of the transfer (e.g., whether the data is

pro dalSi predavani nebo dodatecna bezpelnostni
opatreni.

Zdravotni Udaje Gc€astnika Studie / pacientd, etnicky
plvod

Zaruky a bezpecénostni opatfeni, viz pfiloha?2 této
Smlouvy o zpracovani udaju

Cetnost predavani (napf. zda jsou uUdaje predavany

transferred on a one-off or continuous basis):

Continuous basis

Nature of the processing:

Receiving data, including collection, accessing,
retrieval, recording, and data entry

Holding data, including storage, organization and
structuring

jednorazoveé nebo priibézné):

Prabézné

Povaha zpracovani:

Pfijimani udaju, v€etné shromazdovani, pfistupu,
vyhledavani, zaznamenavani a zadavani udajl

Uchovavani udaji, vcetné ukladani, organizace a
strukturovani
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Using data, including analyzing, consultation, testing.

Updating data, including correcting, adaptation,
alteration, alignment and combination

Protecting data, including restricting, encrypting, and
security testing

Returning data to the Controller or Data Subjects
Erasing data, including destruction and deletion

Purpose(s) of the data transfer and further processing:

Vyuzivani udajl, véetné analyzy, konzultace, testovani.

Aktualizace dat, vCetné oprav, Uprav, zmén, sladéni
a spojeni

Ochrana udajl, véetné omezovani, Sifrovani a testovani
zabezpeceni

Vraceni 0daji  Spravci nebo Subjektim  (dajl
Vymazani dat, v€etné zni€eni a odstranéni

Ugel nebo ugely predani udajli a dal$i zpracovani:

Conducting clinical research project, providing
treatment of clinical trial participants with clinical
research product.

The period for which the personal data will be retained,

Provadéni projektu klinického vyzkumu, poskytovani
[éCby ucCastnikiim klinickych hodnoceni s pfipravkem
klinického vyzkumu.

Doba, po kterou budou osobni udaje uchovavany, nebo

or, if that is not possible, the criteria used to determine neni-li ji mozné urcit, kritéria pouzita pro stanoveni této
that period: doby:

For the Processor: 25 years after finalizing the Study.

For the Controller: 25 years after finalizing the Study.

For transfers to (sub-) processors, also specify subject

Pro Zpracovatele: 25 let po dokon&eni Studie.

Pro Spravce: 25 let po dokonc&eni Studie.

Pokud jde o predavani (sub-) zpracovatellm, rovnéz

matter, nature and duration of the processing:

N/A

C. Competent Supervisory Authority

Supervisory authority in Rhineland-Palatine, Germany.
Annex 2: Technical and Organizational Measures

Pseudonymization and encryption

The Processor shall take measures in order to ensure
that, whilst enabling the processing of the data, the data
cannot be assigned to a specific person without
additional  information, where such additional
information shall be stored separately and shall be
subject to technical and organizational measures.

[ 1 Encryption
X Pseudonymization of Personal Data

[ ] Anonymization of Personal Data

uvedte predmét, povahu a dobu trvani zpracovani:

N/A

C.Prislusny dozorovy organ

Dozorovy organ v Poryni-Falci, Némecko.

Priloha 2: Technicka a organizacni opatieni

Pseudonymizace a Sifrovani

Zpracovatel pfijme opatfeni, aby zajistil, Ze pfi umoznéni
zpracovani udaja nebude mozné uUdaje pfifadit konkrétni
osobé bez dalSich informaci, pficemz tyto dalSi informace
budou uloZzeny oddélené a budou podléhat technickym

a organiza&nim opatfenim.
] Sifrovani
Xl Pseudonymizace osobnich udajd

[ 1 Anonymizace osobnich udajd
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Ability to ensure the ongoing confidentiality,
integrity, availability and resilience of processing
systems and services

Physical Access Control

The Processor

shall take measures to prevent

unauthorized persons from gaining access to data
processing systems used for processing or accessing

personal

X

X 00X

[

data.

Regulation of entry permissions for employees,
visitors, third (external) parties, including
documentation

code cards

Identity cards or

Biometric identity cards
Securing

facilities

the decentralized data processing
and workspace computers

Safety equipment and devices for the building
(fence, CCTV cameras, window grills, closed
doors, gates, and windows, door locking device,
and other alarm systems)

Specified secure areas with special access control
(“closed shops”)

System and Data Access Control

The Processor shall take the following measures to
prevent data processing systems from being used

without

authorization.

X Setting up of access permissions for employees

and third parties (e.g.,
including the relevant
evaluation

IT service providers)
documentation and

Secured terminal devices (e.g., access limits in
time/purpose, identification features)

Defined user authentication (username and

password, multi-factor-authentication, single-sign-
on)

Assigning access rights according to the need-to-

know and least-privilege principles

Guidelines for the creation of a safe password

Schopnost zajistit trvalou davérnost, integritu,
dostupnost a odolnost systému a sluzeb zpracovani

Kontrola fyzického pristupu

Zpracovatel pfijme opatfeni, ktera zabrani neopravnénym
osobam v pfistupu k systémum zpracovani Udaja, které
se pouzivaji pro zpracovani osobnich uUdaji nebo
k pfistupu k nim.

Xl Regulace opravnéni ke vstupu pro zaméstnance,

navstévniky, tfeti  (externi) strany, vCetné
zdokumentovani
X Identifikagni karty nebo kédoveé karty
[] Biometrické identifikacni karty
[] Zabezpegeni decentralizovanych  zafizeni  pro
zpracovani dat a pocitacu na pracovisti

X] Bezpe&nostni vybaveni a zafizeni budovy (plot,
kamery CCTV, okenni mfiZe, uzaviené dvefe, vrata
a okna, zamykaci zafizeni dvefi adalSi poplasné
systémy)

[] Specifické zabezpetené prostory se zvlastni

kontrolou pfistupu (,uzaviené provozovny*)

Rizeni pfistupu k systému a tudajim

Zpracovatel pfijme nasledujici opatfeni, aby zabranil
neopravnénému pouziti systéml zpracovani udajl.

X] Nastaveni pfistupovych opravnéni pro zaméstnance
a treti strany (napf. poskytovatele IT sluzeb), véetné
pfislusné dokumentace a vyhodnoceni

X Zabezpedena koncova zafizeni (napf.
Casové/ucelové omezeni pristupu, identifikaéni prvky)

X Definované ovéfovani uzivatelll (uZivatelské jméno
a heslo, vicefaktorové ovéfovani, jednotné pfihlaseni)
PFidélovani pfistupovych prav podle zdsad ,potifeba

Pokyny pro vytvoieni bezpecného hesla

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

BioNTech SE_BNT323-01_Czech Republic INST & INV

Site Fakultni nemocnnice Ostrava_ | Il Fina! Clean 04May2026

CONFIDENTIAL
Page 54 of 59



ev. €. FNO: 017/0OVZ/25/067-P

Internal

X X X X X KX

O X O KX

X

Automatic restriction of the User-ID after repeated
entry of a false password

Automatic logout of User-IDs which have not been
used for a certain period of time

Automatic screen lock after a certain period of time

Logging of incidents (monitoring of attempted
break-ins)

Controlled destruction of all data and data storage
mediums (e.g., notebooks and laptops, hard
drives, CDs, DVDs, USB sticks, magnetic tape,
disks, memory cards, etc.)

Protection of internal networks against
unauthorized access (e.g., via a firewall) including
communication channels
virus

Use of scanners

Monitors and screens with a privacy screen

Security measures  for  data integrity
Separation of production environment and test
environment including the separation of test and

productive data

Monitoring of files, controlled and documented
destruction of data storage media

Input Control

Measures regarding the subsequent review of whether
and by whom data were entered, altered, or deleted.

X

X
[
X

Electronic register of entries (in particular: when,
where, and by whom)

Electronic register of data processing, in particular:
use, alteration, and deletion of data

Electronic register of the use of administration
tools

Electronic signature

Separation Control

X] Automatické omezeni ID uzivatele po opakovaném
zadani chybného hesla

X Automatické odhlageni ID uzivatelt, ktera nebyla po
urc€itou dobu pouZita

X Automatické uzaméeni obrazovky po uréité dobé

X Protokolovani  incidentd

o proniknuti)

(sledovani  pokusl

X Rizené znigeni vdech dat a datovych nosi¢t (napt.
notebookl a pfenosnych pocitacl, pevnych diski,
CD, DVD, USB jednotek, magnetickych pasek, diski,
pamétovych karet atd.)

X

Ochrana internich siti proti neopravnénému pfistupu

(napf. prostfednictvim firewallu), vCetné
komunikacnich kanald
Pouzivani antivirovych skenert
Monitory  a obrazovky s ochranou  soukromi

Bezpecnostni opatfeni pro zachovani integrity udajl

O X O X

Oddéleni  produkéniho prostfedi a testovaciho
prostfedi, v€etné oddéleni testovacich a produké&nich
dat

X Monitorovani soubor(i, Ffizend a dokumentovana
likvidace datovych nosicu

Rizeni zadavani

Opatfeni tykajici se nasledného pfezkoumani toho,
zda akym byly udaje zadany, zménény nebo
vymazany.

X Elektronicka evidence zaznamu (zejména: kdy, kde
a kdo je provedl)

X Elektronicka evidence zpracovani (dajd, zejména:
pouzivani, zmény a vymaz adaja

[] Elektronicka evidence pouZivani administrativnich
nastrojl

Xl Elektronicky podpis

Rizeni oddéleni
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X

X
X

Measures ensuring that data which have been
collected for different purposes can be processed
separately.

Saving of data in separate systems (physical
separation)

Authorization  concept  (logical separation)
Separation of data which were saved under an

alias (Pseudonym) from the original data

Transfer Control

Measures ensuring that personal data cannot be read,
copied, changed, or deleted without authorization during
their transfer or while stored on data storage media. The
checking and determination of the intended recipients of

a transfer of personal

X

[
H
X

data should be ensured.

Internal verification requirements (dual control
principle)

Specification of mandatory or possible storage
locations for data

Locking up of confidential data storage media

Limitation on the use of external storage media (in
particular: USB sticks, external hard drives, SD
cards, CD and DVD burners) via technical
measures (e.g., through software to monitor the
interface  or through deactivation of the
corresponding interfaces)

Deactivation of software in which it cannot be
precluded that data is transmitted to third Parties
(e.g., Skype, translation software, social media
tools, etc.)

Documentation of the purposes for which data are
transmitted and the transmission path (logical
path)

Encryption of data where they are transmitted
online or the transport of data via mobile data
storage media (e.g., on notebooks, hard drives,
CDs, DVDs, USB sticks, memory cards, tape,

Opatreni zajistujici, Ze udaje, které byly shromazdény pro
rdzné ucely, mohou byt zpracovavany oddélené.

Xl Ukladani Gdaja v oddélenych systémech (fyzické
oddéleni)

Xl Koncept autorizace (logické oddéleni)
X Oddéleni udaji, které byly uloZeny pod aliasem

(pseudonymem), od plvodnich udajl

Rizeni predavani

Opatfeni zajistujici, aby osobni Udaje nemohly byt
neopravnéneé ¢teny, kopirovany, ménény nebo vymazany
béhem jejich pfedavani nebo uloZzeni na datovych
nosi¢ich. Méla by byt zajiSténa kontrola a uréeni

zamysSlenych pfijemcl predavani osobnich udaju.

Xl Pozadavky na interni ovéfovani (princip dvoji
kontroly)

[] Specifikace povinnych nebo moznych umisténi pro
ukladani dat

[] Uzamé&eni datovych nosiéd s ddavérnymi Gdaiji

XI Omezeni pouzivani externich pamétovych médii
(zejména: USB jednotky, externi pevné disky, SD
karty, vypalovacky CD aDVD) prostfednictvim
technickych opatfeni (nap¥. prostfednictvim softwaru
pro monitorovani rozhrani nebo deaktivace
pFislusnych rozhrani)

XI Deaktivace softwaru, u néhoz nelze vylougit, Ze jsou
Udaje predavany ftfetim stranam (napf. Skype,
prekladatelsky software, nastroje socialnich siti atd.)

[] Dokumentace ucell, pro které jsou data pfenasena,
a pfenosové cesty (logické cesty)

X1 Sifrovani Gdajd, pokud jsou pfenaseny online, nebo
predavani Udajl prostfednictvim mobilnich datovych
nosi¢u (napf. na noteboocich, pevnych discich, CD,

disks, etc.) DVD, USB jednotkach, pamétovych kartach,
paskach, discich atd.)
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Protection of the transmission

unauthorized

line against
access

Deletion of the remaining data when exchanging a
data storage medium

Introduction of a secure remote maintenance
concept

O 0O X X

Implementation of filtering measures (e.g., URL
filter, filtering e-mail attachments, etc.)

Availability and resilience of processing systems
and services, restoration of availability

Availability Control

Measures ensuring that personal data are protected
against accidental destruction or loss.

Carrying out of a risk assessment and analysis of
weak points

Functional separation between the IT department
and other departments

Central procurement of hardware and software

Formalized approval and review procedures for
hardware and software, as well as IT processes

Constant updating of the software used (e.g., via
updates, patches, fixes, etc.)

X X XXX X X

Internal data processing guidelines and
processes, guidelines, work instructions, process
descriptions and rules for programming,
examination, and clearance of data

Rapid Recovery

Measures ensuring the ability to restore the availability
and access to personal data in a timely manner in the

XI Ochrana ptenosového vedeni pied neopravnénym
pfistupem

X Vymazani zbyvajicich dat pfi vyméné datového
nosice

[] Zavedeni koncepce bezpe&né udrzby na dalku

[] Zavedeni filtragnich opatfeni (napt. filtr URL, filtrovani
pfiloh e-maild atd.)

Dostupnost a odolnost zpracovatelskych systému
a sluzeb, obnoveni dostupnosti

Rizeni dostupnosti

ochranu osobnich Gdaji pred
nebo ztratou.

Opatfeni
nahodnym

zajistujici
zni¢enim

XI Provedeni posouzeni rizik a analyzy slabych mist

X] Funkéni oddéleni mezi oddélenim IT a ostatnimi
oddélenimi

X Centralni porizovani hardwaru a softwaru
X Formalizované postupy schvalovani
a pfezkoumavani hardwaru a softwaru i procest IT

XI Neustala aktualizace pouzivaného softwaru (napf.
prostfednictvim aktualizaci, zéaplat, oprav atd.)

X1 Interni smérnice a procesy zpracovani dat, pokyny,

pracovni instrukce, popisy procesu a pravidla pro
programovani, zkoumani a schvalovani dat

Rychlé obnoveni

Opatfeni k zajisténi schopnosti v€as obnovit dostupnost
a pFistup k osobnim udajim v pfipadé fyzického nebo

event of a physical or technical incident. technického incidentu
X Existence of an emergency plan (Back-up | [X] Existence havarijniho planu (zélozni havarijni plan)
emergency plan)
X Pokyny pro zalozni kopie véetn& zabezpedenych
X Guidelines of back-up copies including secure umisténi a pravidelnych revizi
locations and regular reviews
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X Appointment of a security officer | [X] Jmenovani referenta pro bezpeé&nost
X Fire safety precautions X Protipozarni bezpecénostni opatreni
X Fire / water warning system X Systém varovani pred pozarem/vodou
X Emergency electricity generator X Nouzovy generator elektfiny
X Uninterrupted power supply X Zdroj neprerusovaného napajeni
X Data mirroring X Zrcadleni udaju
Process for regularly testing, assessing, and Proces pravidelného testovani, posuzovani
evaluating a hodnoceni
Organizational and Job Control | Organizaéni a pracovni kontrola
X Internal data processing guidelines and X Interni smérnice a postupy pro zpracovani udajd;
procedures; guidelines, work instructions, smeérnice, pracovni pokyny, popisy postupl a pravidel

descriptions of procedures and rules for the
programming, evaluation, and publication of

data
Xl Existence of a data security concept
] Evaluation of systems and programs in
accordance with industry standards

X Utilization of audit trails including logging and

analyzing logfiles
X Employees bind themselves in writing to abide
by the confidentiality obligations
] Dual control principle
X Regular training of employees in data protection
matters

Xl Raising awareness of application administrators

Xl Appointment of a data protection officer

X Certification, such as DIN/ISO 9002 / 27001

Annex 3: Sub-Processors and applicable affiliates

The following Sub-Processors (including Affiliates of the

pro programovani, vyhodnocovani a zvefejfiovani dat

X] Existence koncepce zabezpedeni udaja
[] Hodnoceni systému a programu v souladu
s pramyslovymi standardy

X Vyuziti auditnich zaznamG véetné protokolovani
a analyzy soubort protokolu

X] Zaméstnanci jsou pisemné zavazani k dodrZovani
povinnosti zachovavat davérnost

[ ] Princip dvoji kontroly

X Pravidelné $koleni zaméstnanc(i v oblasti ochrany
udaja

X ZvySovani povédomi

spravcu aplikaci

X Jmenovani povéfence pro ochranu osobnich Gdajd

X] Certifikace, napfriklad DIN/ISO 9002 / 27001

Piiloha 3: Subzpracovatelé a prislusné pridruzené
spole¢nosti

Processor) are instructed by Processor to fulfil the | Zpracovatel povéfuje plnénim smluvnich povinnosti
contractual obligations: nasledujici subzpracovatele (vCetné pfidruzenych
spole¢nosti Zpracovatele):
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# Sub- Service Count Implement # Subzprac  Popis sluzby, Zemé Zavedené
Processor description, ry ed ovatel, typ zaruky
, type of data Safeguard spole€nos  zpracovani
Company processing s t dat

1 N/A 1 N/A

2 2
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