KHL/2023/011/La

CLINICAL TRIAL AGREEMENT SMLOUVA O KLINICKEM HODNOCENI

The Clinical Trial Agreement (“Agreement”)is made Tato smlouva o klinickém hodnoceni (,Smlouva”) je
by and between: uzavirana mezi nasledujicimi stranami:

e Fakultni nemocnice u sv. Anny v Brné, having e Fakultni nemocnici u sv. Anny v Brné, se sidlem
a place of business at Pekarska 664/53, 602 00 PekaFska 664/53, 602 00 Brno, Ceskéa republika,
Brno, Czech Republic, Identification number: Identifikaéni Cislo: 00159816, Danové identifikacni
00159816, Tax identification number: Cislo: CZ00159816, zastoupena Ing. Vlastimilem
CZ00159816, represented by Ing. Vlastimil Vajdakem, feditelem (“Zdravotnické zafizeni”), a
Vajdak, Director (the “Institution”), and

. s adresou
Pekarska 664/53, 602 00 Brno, Ceska republika
(,Zkousejici’), a

- I (aving an e
address at Pekarska 664/53, 602 00 Brno, Czech
Republic (the “Investigator”), and

e IQVIA RDS Czech Republic, s.r.0., having a e

place of business at Pernerova 691/42, 186 00
Praha 8 - Karlin, Czech Republic, Identification
number: 247 68 651, Tax identification number:

IQVIA RDS Czech Republic, s.r.o., se sidlem
Pernerova 691/42, 186 00 Praha 8 - Karlin, Ceska
republika, 1C: 247 68651, DIC: CZ24768651,
zastoupena Ing. Evou Falbrovou, jednatelkou

Cz247 68651, represented by Ing. Eva
Falbrova, Managing Director (“IQVIA”), and

(,IQVIA”), a

e Biotest AG, having a place of business at e Biotest AG, se sidlem Landsteinerstralle 5,
Landsteinerstral’e 5, 63303 Dreieich, Germany, 63303 Dreieich, Némecko, Identifikacni Cislo:
Identification number: Handelsregister: Handelsregister: Offenbach a.M. HRB 42396,
Offenbach a.M. HRB 42396, Tax identification Darfiové identifikacni Cislo: DE 114127423,
number: DE 114127423, represented by ppa. Dr. zastoupeny ppa. Dr. Andrea Wartenberg-Demand,
Andrea Wartenberg-Demand, Corporate Clinical Corporate Clinical Research & Development and
Research & Development and PD Dr. Jorg PD Dr. Jorg Schattrumpf, CSO (,Zadavatel”)
Schuttrumpf, CSO (“Sponsor”)

Kazda samostatné jako ,Strana” a spoleéné jako
Lotrany”.

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

Czech Republic _Clinical Trial Agreement _INST & INV - based on IQVIA Global template — 1 May 2019
Biotest AG / 996
Fakultni nemocnice u sv. Anny v Brn¢ / _

Version / Verze: redacted // 260623
CONFIDENTIAL

Page 1 of 60



KHL/2023/011/La

Protocol
Number:

996

Cislo Protokolu:

996

Protocol Title:

A randomized, placebo-
controlled, double-blind, multi-
center, phase Ill trial to assess
the efficacy and safety of
trimodulin  (BT588) in adult
hospitalized  subjects  with
severe  community-acquired
pneumonia (sCAP)

Nazev Protokolu:

Randomizované, placebem
kontrolované, dvojité zaslepené,
multicentrické klinické
hodnoceni faze Il k posouzeni
ucinnosti a bezpecénosti
trimodulinu (pripravku BT588) u
dospélych hospitalizovanych
pacienti se zavaznou komunitni
pneumonii (SCAP)

Protocol Date: 22 September 2022 Datum . 22. zari 2022
Protokolu:
Biotest AG, Biotest AG,
Sponsor: Landsteinerstralle 5 Zadavatel: Landsteinerstral3e 5

63303 Dreieich, Germany

63303 Dreieich, Némecko

Country where
Site is
Conducting
Study

Czech Republic

Stat, ve kterém
ma sidlo Misto
provadéni
klinického
hodnoceni, které
provadi Studii

Ceska republika

Location where
the study will
be conducted:

Anaesthesiology
Resuscitation Clinic, which is a
division/part of the Institution

Key Enrolment
Date:

Anesteziologicko-resuscitaéni

EC/

Eticka komise SUKL
Srobérova 48

100 41 Praha 10
Ceska republika
E-mail:

and | Misto, kde bude L , ,
D ix klinika, ktera je
provadéna s o
Studie: soucasti/oddélenim
) Zdravotnického zarizeni
Klicové datum
zarazeni:
Eticka komise SUKL
Srobarova 48
100 41 Praha 10
EK Ceska republika
E-mail:

The following additional definitions shall apply to
this Agreement:

Ve Smlouvé jsou pouzity nasledujici smluvni
definice:

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

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

Case Report Form or CRF: case report form
(paper or electronic) to be used by Site to record
all of the Protocol-required information to be

Formulafe pro zaznamy o subjektech hodnoceni
(Case Report Form) nebo CRF: formulaf pro
zdznamy o subjektech hodnoceni (v listinné &i
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reported to Sponsor on each Study Subject.

elektronické podobé) bude pouzivan Mistem
provadéni klinického hodnoceni za ucéelem
zaznamu veskerych informaci pozadovanych
Protokolem, které podléhaji oznamovani
Zadavateli ve vztahu ke kazdému Subjektu studie
(ve smyslu nize uvedené definice).

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.

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

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

Subjekt studie: jednotlivec, ktery se uc&astni
Studie, bud jakozto pfFijemce Hodnoceného
pfipravku (ve smyslu nize uvedené definice) nebo
jako kontrolni subjekt.

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

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

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

Hodnoceny pripravek: slozka/zdravotnicky
prostfedek definovany v Protokolu, ktery je
predmétem hodnoceni ve Studii.

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.

Spravna klinicka praxe nebo GCP:
Harmonizovana tripartitni smérnice pro Spravnou
klinickou praxi vydana Mezinarodni radou pro
harmonizaci technickych pozadavk({ na humanni
Iécivé pripravky (ICH), ve znéni, jez je v pribéhu
Casu novelizovano a zdsady vymezené
Helsinskou deklaraci, revidované v pribéhu Casu.

Sponsor: the sponsor of the Study.

Zadavatel: zadavatel Studie.

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

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

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

Studijni data a udaje: vedkeré zaznamy, zpravy a
protokoly, jez jsou odlisné od Zdravotnich
zaznamu, a které jsou ziskany, shromazdény Ci
vytvofeny v navaznosti na ¢&i pfipraveny v
souvislosti se Studii, zejména zpravy, zaznamy a
protokoly (napf. CRF, datové prehledy, mezitimni
zpravy a protokoly, a zavéreCna zprava), které
jsou pozadovany, aby byly poskytnuty Zadavateli
v souladu s Protokolem a veSkerymi zaznamy
ohledné inventurni evidence a nakladani s
veSkerym mnozZstvim Hodnoceného pfipravku.

Government Official: any officer or employee of
a government or of any ministry, department,

Zastupce verejné moci: jakykoli ufednik Ci jakykoli
zaméstnanec vladniho ufadu ¢&i  jakéhokoli
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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.

ministerstva, rezortu, ufadu ¢i agentury, nebo

zastupce statniho/spravniho Ufadu; jakakoli
osoba jednajici v Ufedni funkci jménem
statniho/spravniho Uradu Ci jakéhokoli

ministerstva, ustavu, Ufadu ¢&i agentury nebo
zastupce vladniho ufadu; jakykoli dfednik ci
zaméstnanec spolec¢nosti i podnikatelského
subjektu vlastnéného statem, v diléim &i plném
rozsahu; jakykoli ufednik ¢&i zaméstnanec
mezinarodni organizace vefejného charakteru
jako napf. Svétova banka ¢&i Organizace
spojenych narodu; jakykoli Ufednik ¢&i jakykoli
zameéstnanec politické strany &i jakakoli osoba
jednajici v ramci ji svéfené pravomoci jménem
politické strany; a/nebo jakykoli kandidat na
politickou funkci; jakykoli 1ékaF, farmaceut &i jiny
profesional ve zdravotnictvi, pracujici pro ¢&i v
jakékoli nemocnici, lékarné ¢&i jakémkoli jiném
zarizeni zdravotnického typu ve vlastnictvi C&i
provozovaném statnim/spravnim Uradem,
ministerstvem ¢i ustavem.

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.qg., close family members).

Hodnotné véci: budou vykladany v SirSim smyslu
a mohou tak zejména zahrnovat penézni Castky,
platby ¢i ekvivalenty plateb, jako napfiklad
darkové certifikaty Ci poukazy; dary ¢i bezplatné
poskytované vyrobky; pohosténi, zabavu, Ci
pohostinnost; cesty ¢i proplaceni nakladu;
poskytovani sluzeb; koupé majetku Ci sluzeb za
nadhodnocené c&astky; pfrevzeti & prominuti
splatnych ~ zavazk(; vyhody  nehmotného
charakteru, jako napfiklad zvysené sociélni &i
podnikatelské postaveni (napf. poskytovani dard
¢i podpory na dobrocinné ucely, jeZ jsou
podporovany statnimi/spravnimi Ufady); a/nebo
vyhod vugi tfetim osobam vztahujicim se k
zastupclm vefejné moci (napf. blizci Clenové
rodiny).

RECITALS:

UVODNI CAST:

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;

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;

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

VZHLEDEM K TOMU, ze Zdravotnické zafizeni a
ZkouSejici (dale spole¢né jen ,Misto provadéni
klinického hodnoceni”) hodlaji provést Studii a IQVIA
po Mistu provadéni klinického hodnoceni pozaduje
provedeni takové Studie.
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NOW THEREFORE, the following is agreed:

NYNi S OHLEDEM NA SHORA UVEDENE, bylo
dohodnuto nasledujici:

1. CONDUCT OF THE STUDY

1.PROVEDENI STUDIE

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

1.1 Soulad s Pravnimi predpisy, nafizenimi_a
Spravnou klinickou praxi

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, valid on the territory of the Czech
Republic, including in particular, but without
limitation, GCPs, Act No. 378/2007 Coll., on
Pharmaceuticals and on amendments to some
related acts (“Act on Pharmaceuticals”) and
Decree No. 463/2021 Coll., on more detailed
conditions for the conduct of 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, as amended (,Act on Medical
Services “) or any subsequent amendments or
laws substantially replacing any of the
foregoing.(together “Applicable Laws”). Site
and Study Staff acknowledge that IQVIA and
Sponsor, and their respective affiliates, need to
adhere to the provisions of (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.

Misto provadéni klinického hodnoceni souhlasi s
tim, Zze Misto provadéni klinického hodnoceni a
Studijni personal provede ve Zdravotnickém
zafizeni Studii v pfisném souladu s touto
Smlouvou, Protokolem, veskerymi pfisluSnymi
pravnimi pfedpisy a nafizenimi, platnymi na uzemi
Ceské republiky, zejména véetn& GCP, zak.
€. 378/2007 Sb., o [éCivech a zmé&nach nékterych
souvisejicich zakonl (,Zakon o lécivech”) a
vyhlasky 463/2021 Sb., o blizSich podminkach
provadéni klinického hodnoceni humannich
|&éCivych pfipravkd, v platném znéni, zak. ¢&.
372/2011 Sb., o zdravotnich sluzbach a
podminkach jejich poskytovani, v plathém znéni
(,Zakon o zdravotnich sluzbach®) nebo
jakychkoli naslednych pozménujicich €i podstatné
nahrazujicich pravnich predpist ve vztahu ke
shora uvedenym pravnim normam, (spole¢né
,PFislusné pravni predpisy”). Misto provadéni
klinického hodnoceni a Studijni personal timto
berou na védomi, Zze IQVIA a Zadavatel, a jejich
odpovédné pobocCky se zavazuji dodrzovat (i)
britsky zakon proti korupci z roku 2010
(,Protikorupéni zakon”); (ii) zdkon USA z roku
1977 o zahrani¢nich korup&nich praktikach z roku
1977 (,FCPA”) a (iii) jakékoli dalSi pravni prepisy
na Useku zakazu korupc&nich praktik.

1.2. Informed Consent Form

1.2 Formulaf pisemného informovaného
souhlasu

Site agrees to use an informed consent form that
has been provided by Sponsor and is in
accordance with applicable regulations and the
requirements of the EC. Site shall obtain the
prior written informed consent of each Study
Subject. The Sponsor shall provide the form to
the Site prior to the commencement of the
Study.

Misto provadéni klinického hodnoceni souhlasi s
tim, ze bude pouzivat formulaf informovaného
souhlasu, ve znéni dodaném Zadavatelem, a
ktery je v souladu s pfisluSnymi pravnimi pfedpisy
Ceské republiky a pozadavky Etické komise.
Misto provadéni klinického hodnoceni pfedem
zajisti pisemny informovany souhlas kazdého
Subjektu studie. Formulaf bude Zadavatelem
pfedan Mistu provadéni klinického hodnoceni
pfed zapocetim Studie.

1.3. Medical Records and Study Data

1.3. Zdravotni zaznamy a Studijni data a udaje

1.3.1. Collection, Storage and Destruction:
Site shall ensure the prompt, complete, and

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

accurate collection, recording and promptni, Udplné a pfesné shromazdovani,
classification of the Medical Records and Study zaznamenavani a klasifikaéni  roztfidéni
Data. Zdravotnich zaznamu a Studijnich dat a udaju.
Site shall: Misto provadéni klinického hodnoceni bude:

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

Biotest AG / 996

Fakultni nemocnice u sv. Anny v Brn¢ / _

Version / Verze: redacted // 260623

CONFIDENTIAL
Page 5 of 60



http://www.sukl.cz/act-on-pharmaceuticals
http://www.sukl.cz/act-on-pharmaceuticals
http://www.sukl.cz/act-on-pharmaceuticals

KHL/2023/011/La

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

vést a skladovat Zdravotni zaznamy a
Studijni data a udaje bezpecnym
zplsobem s omezenim fyzického i
elektronického pfistupu, dle podminek
konkrétniho pfipadu a s kontrolou
prostiedi pfislusnou pro konkrétni typ dat
a Udajl v souladu s pfislusnymi pravnimi
pfedpisy, nafizenimi a technickymi
standardy; a

ii. protect the Medical Records and Study
Data from unauthorized use, access,
duplication, and disclosure. If directed
by Sponsor or IQVIA, Site will submit
Study Data using the electronic system
provided by Sponsor, IQVIA, or their
designated representative and in
accordance with Sponsor’s instructions
for electronic data entry. Site shall
prevent unauthorized access to the
Study Data by maintaining physical
security of the electronic system and
ensuring that Study Staff maintain the
confidentiality of their passwords.
Investigator agrees to collect all Study
Data in Medical Records prior to
entering it into the CRF. Site shall
ensure the prompt submission of CRFs;
and no later than five (5) working days
after the visit, but the timeline can be
shortened to meet business need eg.
database lock.

chranit Zdravotni zaznamy a Studijni data
a udaje proti neopravnénému zneuziti,
pfistupu, kopirovani &i odhaleni. Bude-li
tak pozadovano Zadavatelem &i IQVIA,
Misto provadéni klinického hodnoceni
predlozi Studijni data a udaje za pouziti
elektronického systému pro elektronicky
zaznam dat, ktery bude poskytnuty
Zadavatelem nebo IQVIA nebo jimi
uréenym zastupcem, a to v souladu s
pokyny Zadavatele pro elektronicky
zaznam dat. Misto provadéni klinického
hodnoceni  zabrani  neopravnénému
pFistupu ke Studijnim datdm a udajum
zajisténim fyzické bezpecnosti
elektronického systému a déle zajisti, ze
Studijni personal bude zachovavat
vdlivérném rezimu jim  pfidélena
pfistupova hesla. Zkousejici souhlasi, ze
shromazdi veskera Studijni data a udaje
obsaZené ve Zdravotnich zaznamech
pfed jejich vlozenim do CRF. Misto
provadéni klinického hodnoceni zajisti
neprodlené pfedkladani CRF zadavateli; a
to nejpozdéji do 5 pracovnich dni od
probéhlé navstévy, avSak lhata muze byt
zkracena s ohledem na obchodni potfeby,
napf. uzamceni databaze.

iii. take measures to prevent accidental or
premature destruction or damage of
these documents. Neither Institution nor
Investigator shall destroy or permit the
destruction of any Study Data without
prior written notification to the Sponsor.
The Institution will keep all Medical
Records and Study Data as well as any
documentation related to study subjects
for (twenty-five) 25 years after
completing the Study unless longer
retention is required by any applicable
law or regulation.

pfijme opatfeni za ulelem zabranéni
nahodného ¢&i pFedCasného zniCeni Cdi
poskozeni  téchto dokumentld. Ani
Zdravotnické zafizeni, ani ZkouSejici
nezni¢i & nepovoli likvidaci jakychkoli
Studijnich dat a udaju bez predchoziho
pisemného oznameni zaslaného
Zadavateli. Zdravotnické zafizeni uchova
Zdravotni zaznamy ¢&i Studijni data a
Udaje, jakoz i veSkerou dokumentaci
vztahujici se ke Subjektiim studie po dobu
dvaceti péti (25) let od ukonéeni Studie,
pokud platné pravni pfedpisy nebo
narizeni nevyZaduji delSi dobu
uchovavani.

In case of termination of Investigator

V pfipadé ukoneni pracovnépravniho poméru
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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.

Zkousejiciho, odpovédnost za vedeni Zdravotnich
zaznamu a Studijnich dat a udaja bude uré¢ena v
souladu s pfislusnymi pravnimi pfedpisy, avSak
Zdravotnické zafizeni se v Zadném pfipadé
nezprosti svych povinnosti, jez ji plynou z této
Smlouvy ve vztahu k vedeni Zdravotnich zaznamu
a Studijnich dat a udaju.

1.3.2.  Ownership. Institution exclusively own
and will exclusively own after Study end Medical
Records. The Institution and the Investigator will
assign to Sponsor all of their rights, title, and
interest, including intellectual property rights, to
all Confidential Information (as defined below)
and any other Study Data.

1.3.2. Vlastnictvi. Zdravotnické zafizeni ma a i po
ukoncéeni Studie bude mit ve vyluéném vlastnictvi
Zdravotni zaznamy. Zdravotnické zafizeni a
ZkouSejici pfevedou na Zadavatele veskera sva
prava, naroky a tituly, v€etné prav dusevniho
vlastnictvi k Duvérnym informacim (ve smyslu
nize uvedeném) a k jakymkoli jinym Studijnim
datiim a adajim.

1.3.3. Access, Use, Monitoring, Audit, and
Inspection. Site shall provide original or copies
(as the case may be) of all Study Data to IQVIA
and Sponsor for Sponsor’s use. Site shall afford
Sponsor and IQVIA and their representatives
and designees’ reasonable access, including
remote access where possible, to Site’s facilities
and to Medical Records and Study Data so as to
permit Sponsor and IQVIA and their
representatives and designees to monitor and
audit the Study.

1.3.3. Pfistup, Pouziti, Monitoring, Audit a
Kontrola. Misto provadéni klinického hodnoceni
poskytne originaly ¢i kopie (dle podminek
konkrétniho pfipadu) vSech Studijnich dat a udaji
spole€nosti IQVIA a Zadavateli pro moznost jejich
vyuziti Zadavatelem. Misto provadéni klinického
hodnoceni umozni Zadavateli a IQVIA a jejich
zastupclm a zmocnéncim odpovidajici pFistup,
véetné pristupu na dalku, kde to bude mozné, do
prostor a zafizeni Mista provadéni klinického
hodnoceni a k Zdravotnim zaznam(m a Studijnim
datim a udajliim, aby umoznilo Zadavateli a IQVIA
a jejich zastupclm a zmocnéncim provedeni
monitoringu Studie.

Site shall afford, in accordance with applicable
law, regulatory authorities’ reasonable access,
including remote access where possible, to
Site’s facilities and to Medical Records and
Study Data, and the right to copy Medical
Records and Study Data.

Misto provadéni klinického hodnoceni umozni
v souladu s platnymi pravnimi pfedpisy
regulacnim Gfadim pfiméfeny pfistup, vcetné
pfistupu na dalku, kde to bude mozné, do prostor
a zarizeni Mista provadéni klinického hodnoceni
a ke Zdravotnim zaznamum a Studijnim datim a
Udajim, a poskytne opravnéni ke kopirovani
Zdravotnich zaznamu a Studijnich dat a udaju.

The Site agrees to cooperate with the
representatives of IQVIA, Sponsor and
regulatory authorities, who by announcing their
visit in advance in accordance with this article
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.

Misto provadéni klinického hodnoceni souhlasi,
Ze bude spolupracovat se zastupci IQVIA,
Zadavatele aregulacnich dfad(i, ktefi po
predchozim ohlaseni své navstévy dle tohoto
¢lanku navstivi Misto provadéni klinického
hodnoceni, a Misto provadéni Kklinického
hodnoceni souhlasi, Ze zajisti, Ze zaméstnanci a
zastupci Mista provadéni klinického hodnoceni
nebudou klast jakékoli prekazky &i jakkoli jinak
vytvaret nepfiznivé pracovni podminky pro takové
zastupce.

The Site shall immediately notify IQVIA of, and
provide IQVIA copies of, any inquiries,
correspondence or communications to or from

Misto provadeéni klinického hodnoceni neprodlené
vyrozumi IQVIA, a v téze souvislosti IQVIA
poskytne veSkeré kopie, o jakékoli zadosti,
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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.

korespondenci &i komunikaci pfijaté &i zaslané
jakémukoli statnimu/spravnimu ufadu &i regulaéni
autorité vztahujici se ke Studii, zejména vCetné
Zadosti ¢i oznameni o kontrole prostor a zafizeni
Mista vykonu klinického hodnoceni, a Misto
provadéni klinického hodnoceni umozni IQVIA a
Zadavateli, aby se takovych kontrol zucastnili.
Misto provadéni Kklinického hodnoceni vyvine
nezbytné usili za ucelem oddéleni, nikoli vSak
odhaleni ¢&i zpfistupnéni, veskerych Duvérnych
informaci, jejichz odhaleni &i zpfistupnéni neni v
této souvislosti vyZzadovano bé&hem takovych
kontrol.

The Sponsor / IQVIA shall inform the Institution
itself or through its authorized representatives
through the Department of Clinical Studies of
the planned date of the initiation and termination
visit, audit and the date of commencement and
termination of patient recruitment via email sent
to * The Sponsor or IQVIA
are also obliged to carry out the above-
mentioned visits during normal working hours of
the Institution after mutual agreement with the
Investigator or an authorized employee of the
Institution. The Sponsor / IQVIA agrees that, in
addition to the Investigator, another authorized
employee of the Institution will participate in
these visits, if necessary.

Zadavatel/IQVIA sami nebo prostfednictvim svych
povéfenych  zastupcd  budou informovat
Zdravotnické zafizeni prostfednictvim Centra
klinickych studii o planovaném terminu iniciacni a
ukonCovaci navstévy, auditu a dale o datu
zahajeni a ukoneni naboru  pacientd
rostfednictvim emailu zaslaného na adresu
_. Zadavatel nebo IQVIA jsou
dale povinni provadét vySe uvedené navstévy v
bézné pracovni dobé Zdravotnického zafizeni po
vzajemné domluvé se ZkouSejicim, pfipadné
povéfenym pracovnikem Zdravotnického
zafizeni. Zadavatel/IQVIA souhlasi, Ze se téchto
navstév bude v pfipadé potfeby ucastnit kromé
ZkouSejiciho i dalSi povéfeny pracovnik
Zdravotnického zafizeni.

The Site agrees to take any reasonable actions
requested by Sponsor or regulatory authorities
to cure deficiencies noted during an audit or
inspection. Any follow-up activities including
CAPAs (Corrective and preventive action)
resulting from an audit performed and provided
by Sponsor shall be concluded by the Site within
a reasonable and mutually agreed timeframe,
whereas deficiency letters sent by any
regulatory authority must be answered within
the requested timelines. The Site shall provide
any audit or inspection report or parts of any of
these reports related to the Study to Sponsor.

Misto provadéni se zavazuje ucinit veSkera
pfiméfena opatfeni na zakladé pozadavku
Zadavatele nebo regula¢nich Gfadu k odstranéni
nedostatk(l zjiSténych béhem auditu nebo
kontroly. Veskeré nasledné ukony,
napf. napravna a preventivni opatfeni (CAPA)
vyplyvajici z auditu provedeného zadavatelem
nebo zjeho povéfeni, musi Misto provadéni
klinického hodnoceni  provést v pfiméfené
a vzajemné dohodnuté |haté. Na pisemné vytky
nedostatkll zaslané kontrolnimi ufady musi
odpovédét v pozadovanych Ihitach. Zpravy
o auditu nebo kontrole nebo pfipadné dcasti
takovych zprav tykajici se Studie poskytne Misto
provadéni klinického hodnoceni Zadavateli.

1.3.4. License. Sponsor hereby grants to
Institution a perpetual, non-exclusive, non-
transferable, free of charge 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 for educational purposes, and (ii)
for preparation of publications in accordance

1.3.4. Licenéni opravnéni. Zadavatel timto
Zdravotnickému  zafizeni  poskytuje trvalé,
nevyhradni, neprevoditelné, bezplatné licencni
opravnéni, bez prava udéleni sublicence, k uziti
Studijnich dat a udaju (i) v souladu se zavazky
stanovenymi v Clanku 3 ,Davérny rezim”, pro
vnitini Ucely, vyzkum nekomeréniho charakteru a
pro edukativni ucely, a (ii) pro pfipravu publikaci v
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with Section 5 “Publication Rights”.

souladu s Clankem 5 ,Prava na zvefejnéni”.

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

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

1.4. Duties of Investigator

1.4. Povinnosti ZkousSejiciho

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 labelling instructions. IQVIA or Sponsor
will ensure that all required reviews and
approvals by applicable regulatory authorities
and ECs are obtained. The Investigator is
responsible prior to commencement of the study
to ensure that all approvals by applicable
regulatory authorities and ECs have been
obtained and to 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.

ZkouSejici je odpovédny za provedeni Studie ve
Zdravotnickém zafizeni a za dohled nad vSemi
fyzickymi &i pravnickymi osobami, kterym svéfi
povinnosti a funkce v souvislosti se Studii.
Konkrétné pak jde zejména ale nejen o povinnost
ZkousSejiciho zkontrolovat a porozumét
informacim obsazenym v Souboru informaci pro
zkouSejiciho &i pokynech k pfistroji. IQVIA nebo
Zadavatel zajisti, Ze budou opatfena vesSkera
pozadovana kontrolni schvaleni od pfislusnych
regula¢nich ufadu a EK. ZkouSejici se zavazuje,
Ze pred zahajenim Studie ovéfi, ze byly ziskany
veSkeré souhlasy a povoleni pfisluSnych
regulacnich ufadl a EK a Ze byly zkontrolovany
vSechny CRF tak, aby byla zajiSténa jejich
presnost a uplnost.

Pokud ZkouSejici a Zdravotnické zafizeni
vyuzivaji k pInéni 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 udaja.

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.

ZkousSejici souhlasi, ze poskytne pisemné
prohlaseni vztahujici se k potencialnim zajmdm
ZkouSejiciho ekonomicke &i jiné povahy, €i odhali
jiné zajmy, je-li jich, a to v souvislosti s
provadénim této Studie & ve vztahu Kk
Hodnocenému pfipravku.

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.

ZkouSejici souhlasi, Ze poskytne pisemné
prohlaSeni, jez bude odhalovat zavazky
ZkousSejiciho, jsou-li néjaké, a to viCi
Zdravotnickému zafizeni ve vztahu a v souvislosti
s provadénim Studie a Hodnocenym pfipravkem.
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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.

Misto provadéni klinického hodnoceni souhlasi,
Ze zasle pfedem promptni oznameni Zadavateli a
IQVIA v pfipadé, Zze ZkouSejici ukonci pracovni
pomér ve Zdravotnickém zafizeni ¢&i nebude-li
Zkousejici z jakéhokoli jiného duvodu schopen
provadét Studii. Ustanoveni nového ZkousSejiciho
bude podléhat pfedchozimu schvaleni Zadavatele
a IQVIA.

1.5. Adverse Events

1.5. Nezadouci pfihody

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

Zkousejici oznami nezadouci pfihody a zavazné
nezadouci pfihody v souladu s pozadavky
Protokolu a pfislusnymi pravnimi pFedpisy a
nafizenimi  platnymi pro Ceskou republiku.
ZkousSejici se zavazuje, Ze bude spolupracovat se
Zadavatelem Vv souvislosti s jeho asilim
vynalozeném v ramci kontrolniho procesu ve
vztahu k jakékoli nezadouci pfihodé. Misto
provadéni klinického hodnoceni bude jednat v
souladu S oznamovacimi povinnostmi
vyzadovanymi EK.

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

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

1.6. Use and Return of Investigational Product
and Equipment

1.6. Pouziti a vraceni Hodnoceného pripravku a
Vybaveni

Sponsor or a duly authorized agent of Sponsor,
shall supply Institution at its own expense with
sufficient amount of Investigational Product and
placebo as described in the Protocol.

Investigational Product and placebo will be
delivered to the Institution Pharmacy.

Zadavatel, ¢&i jeho Fadné opravnény zastupce,
doda Zdravotnickému zafizeni na vlastni naklady
dostate¢né mnozstvi Hodnoceného pfipravku a
placeba dle podminek popsanych v Protokolu.

Hodnocené |éCivo a placebo bude dodano do
nemocnicni Iékarny Zdravotnického zafizeni.

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

Misto provadéni klinického hodnoceni bude
pouzivat Hodnoceny pfipravek a jakykoli
komparaéni produkt poskytnuty v souvislosti se
Studii vyhradné pro ucely fadného dokonceni
Studie a bude uchovavat Hodnoceny pfipravek
dle pokynll Zadavatele a v souladu s pfisluSnymi
pravnimi pfedpisy, nafizenimi a pravidly, véetné
povinnosti skladovat Hodnoceny pfipravek v
uzam&eném a zabezpedeném prostoru, a to po
celou pfedmétnou dobu.

Upon completion or termination of the Study, the

V navaznosti na dokoncéeni ¢i ukonéeni Studie,
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Site shall destroy the Investigational Product,
comparator products, and materials at
Sponsor’s sole expense. Confidential
Information (as defined below) shall be returned
to the Sponsor or destroyed by the Site, at
Sponsor’s option and expense.

Misto provadéni klinického hodnoceni zlikviduje
Hodnoceny pfipravek, komparaéni produkty a
materialy pIné a vylu¢né na naklady Zadavatele.
Duvérné informace (ve smyslu nize uvedené
definice) budou Mistem provadéni Kklinického
hodnoceni vraceny Zadavateli nebo zlikvidovany
dle volby Zadavatele a na jeho naklady.

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.

Zdravotnické zafizeni a ZkouSejici se zavazuiji, ze
budou jednat v souladu s veSkerymi pravnimi
predpisy Ceské republiky, nafizenimi a pravidly
upravujicimi nakladani S Hodnocenym
pripravkem ¢i likvidaci Hodnoceného pfipravku a
jakymikoli instrukcemi a pokyny poskytnutymi
IQVIA, jez nejsou v rozporu s takovymi pravnimi
prepisy, nafizenimi a pravidly.

If any equipment is to be loaned to the Institution
for the conduct of the Study, a written loan
agreement or written amendment to this
Agreement will be executed.

Pokud bude Zdravotnickému zafizeni vypujéeno
jakékoliv vybaveni pro ucely provadéni studie,
bude o tom uzaviena pisemna smlouva o
vypuUjéce, pfipadné pisemny dodatek k této
Smilouve.

The Site shall return on Sponsor’s expense any
equipment or materials provided by Sponsor for
use in the Study.

Misto provadéni klinického hodnoceni vrati na
naklady Zadavatele jakékoli vybaveni ¢i materialy
poskytnuté Zadavatelem pro jejich pouziti ve
Studi.

1.7. Key Enrolment Date

1.7. Klicové datum zarazeni

The Site understands and agrees that if Site has
not enrolled at Ieastﬁ by the Key
Enrolment Date then IQVIA or/and Sponsor may
terminate this Agreement in accordance with
Section 15 “Term & Termination”
Sponsor/IQVIA has the right to limit enrolment at
any time.

Misto provadéni klinického hodnoceni je
srozuméno a souhlasi, Zze v pfipadé, ze Misto
provadéni klinického hodnoceni nezaradi alespon

studie ke Klicovému datu
zafazeni, pak IQVIA a/nebo Zadavatel budou
opravnéni ukoncit tuto Smlouvu v souladu s
Clankem 15 ,Platnost & Ukon&eni platnosti.
Zadavatel /IQVIA jsou opravnéni omezit zafazeni
Subjektu studie, a to v kterykoli Casovy okamzik.

2.PAYMENT

2. PLATBY
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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 estimated value of financial payment under this
Agreement shall be approximately CZK 1 958 858
CZK.

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, pfi€emz posledni platba
bude uskuteénéna poté, co Misto provadéni
klinického hodnoceni spini a dokon&i veskeré
zavazky, jez mu vyplyvaji z této Smilouvy, a IQVIA
obdrzi veSkeré fadné vyplnéné CRF a, bude-li tak
IQVIA vyzadovat, veskeré dalSi Divérné informace
(ve smyslu nize uvedené definice).

Pfedpokladana hodnota finan&niho plnéni dle této
Smlouvy ¢ini pFiblizné 1 958 858 K¢.

3. CONFIDENTIALITY,

3. DUVERNY REZIM

Sponsor and includes (i) all information
disclosed by or on behalf of Sponsor to
Institution, Investigator or other Institution
personnel, including without limitation, the
Investigational Product, technical information
relating to the Investigational Product, all Pre-
Existing Intellectual Property (as defined in
Section 4) of Sponsor, and the Protocol; and (ii)

Study enrolment 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).

3.1 Definition 3.1 Definice
"Confidential  Information” means the ,Duvérné informace" budou vykladany jako
confidential and proprietary information of informace divérné a majetkové povahy nalezejici

Zadavateli, pficemz budou zahrnovat (i) veSkeré
informace, jez byly Zdravotnickému zafizeni,
ZkouSejicimu ¢&i kterémukoli Clenu personalu
Zdravotnického zafizeni, poskytnuty, odhaleny,
zpfistupnény ¢&i sdéleny Zadavatelem ¢&i jeho
jménem, zejména  vCetné informaci o
Hodnoceném pfipravku, technickych informaci
vztahujicich se k Hodnocenému pfipravku,
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 vuéi a od
regulacnich dfadud, informace vztahujici se k
aktualnimu stavu Hodnoceného pfipravku na
regulacni drovni a Studijnich dat a udajd, a dale k
Objevam (ve smyslu definice uvedené v Clanku
4).

Confidential Information shall not include

information that:

Pojem Dlvérné informace nezahrnuje informace,
ve vztahu ke kterym:

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;

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 &  opominuti  pfigitatelnému
Zkousejicimu, Zdravotnickému zafizeni Ci
jakémukoli jejich zaméstnanci;

ii.can be shown by documentation to have
been in the possession of Investigator,
Institution, or any of its personnel prior to

ii. na zakladé pfislusné dokumentace Ize
prokazat, ze byly v dispozici ZkouSejiciho,
Zdravotnického  zafizeni ¢&i  jakéhokoli
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disclosure by Sponsor, from sources other zaméstnance pfed jejich zvefejnénim,
than Sponsor that did not have an obligation sdélenim & zpfistupnénim ze strany
of confidentiality to Sponsor; Zadavatele, a byly ziskany ze zdroja

odliSnych od Zadavatele, pfiCemz tyto nebyly
vazany povinnosti divérnosti viuc¢i Zadavateli;

iii. can be shown by documentation to have iii. na zakladé pfislusné dokumentace Ize
been independently developed by prokazat, ze byly vyvinuty nezavisle
Investigator, Institution or any of its ZkousSejicim, Zdravotnickym zafizenim &i
personnel; or jakymkoli jejich zaméstnancem; nebo

iv. is permitted to be disclosed by written iv. jejich odhaleni, zpFistupnéni &i sdéleni Ize
authorization from Sponsor. provést na zakladé pisemného svoleni

Zadavatele.

3.2 Obligations 3.2 Povinnosti

Site and Institution’s personnel, including Study Misto provadéni klinického hodnoceni a

Staff shall not zameéstnanci Zdravotnického zafizeni, a to véetné

Studijniho personalu, nebudou
i. use Confidential Information for any i. vyuzivat Duvérné informace pro jakykoli jiny
purpose other than the performance of the ucel, nezli je provadéni Studie, nebo
Study or

ii. disclose Confidential Information to any ii. odhalovat, zpFistupriovat ¢i sdélovat Duvérné
third party, except as permitted by this informace jakékoli tfeti strané, s vyjimkou
Section 3. or by Section 5 “Publication opravnéni povoleného v tomto Clanku 3.
Rights”, or as required by law or by a nebo Clanku 5 ,Prava na zvefejnéni”, nebo
regulatory authority or as authorized in povinnosti uloZzené zakonem ¢&i jakymkoli
writing by the disclosing party. regulaénim uUfadem nebo na zakladé

pisemného svoleni odhalujici strany.

To protect Confidential Information, Institution Za ucCelem ochrany Davérnych informaci,

agrees to: Zdravotnické zafizeni souhlasi, Ze:

i. limit dissemination of Confidential i. omezi distribuci Duavérnych informaci
Information to only those Study Staff pouze vuéi tém c¢lenum Studijniho
having a need to know for purposes of personalu, ktefi takové skute€nosti
performing the Study; potfebuji znat v souvislosti s provadénim

Studie;

ii. advise all Study Staff who receive ii. bude informovat vSechny ¢leny Studijniho
Confidential Information of the confidential personalu, kterym budou D{vérné
nature of such information; and informace odhaleny, zpfistupnény ¢&i

sdéleny, o ddavérné povaze takovych
informaci; a

iii. use reasonable measures to protect iii. pfijme nezbytna opatfeni za ucelem
Confidential Information from disclosure. ochrany Davérnych informaci pfed jejich

odhalenim ¢&i zpfistupnénim.

Nothing herein shall limit the right of Site to Zadné ze shora uvedenych ustanoveni

disclose Study Data as permitted by Section 5 neomezuje opravnéni Mista provadéni klinického

“Publication Rights”. hodnoceni odhalit, zpfistupnit, zvefejnit Ci sdélit

Studijni data a udaje v povoleném rozsahu
v souladu s upravou uvedenou v Clanku 5 ,Prava
na zverejnéni”.

3.3 Compelled Disclosure 3.3 Zakonem ulozené odhaleni

In the event that Institution or Investigator V pfipadé, Ze Zdravotnické zafizeni i Zkousejici
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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 Coll. on Special Conditions for
the Efficacy of Some Agreements, Publication of
These Agreements, and on an Agreement
Register (therefore ,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 enrolment goal,
expected number of Study subjects enrolled and
the expected duration of the Study. Furthermore,
personal data of the individuals are also
exempted from publication, unless they have
been previously published in another public
register. The version of this Agreement intended
for publication shall be provided to the Institution
by IQVIA via e-mail. The Institution is obliged to
publish this Agreement in accordance with the
article herein above. The Institution will inform
IQVIA of publishing the Agreement in the
Agreements Register by sending a notification of
publication to the email address

without undue delay
after the publication of the contract. Should the
Institution fail to publish this Agreement within
ten (10) working days from the last signature
date, it may be published by the Sponsor or
IQVIA.

obdrzi oznameni &i vyzvu od tfeti strany, ktera
bude pozadovat odhaleni, sdéleni i zpFistupnéni
jakékoli Davérné informace, pfijemce takové
vyzvy Zadavateli takovou skute€nost neprodlené
oznami, aby mél Zadavatel moznost uplatnit
predbézné/ochranné opatfeni ¢&i jakykoli jiny
vhodny ochranny & napravny prostfedek. V
pfipadé, ze takové predbézné/ochranné opatreni
Ci jiny vhodny ochranny €i napravny prostfedek
neni vydan ¢i dosazen, pfijemce vyzvy poskytne
pouze takovou ¢ast Duvérnych informaci, a to v
rozsahu, v jakém je jejich odhaleni, sdéleni Ci
zpfistupnéni  pozadovano, pficemz  bude
vyZzadovat uplatiiovani divérného rezimu ve
vztahu k témto Davérnym informacim.

Bez ohledu na vySe uvedené, Zdravotnické
zarizeni, Zadavatel a IQVIA timto berou na
védomi, Ze tato smlouva bude uvefejnéna
vsouladu se zdkonem ¢&.340/2015Sb., o
zvlastnich podminkach uginnosti nékterych smiuv,
uverejnovani téchto smluv a o registru smluv (dale
jen ,zakon o registru smluv®). Za uverfejnéni dle
predchozi véty odpovida Zdravotnické zafizeni.
Takovémuto uvefejnéni nepodléhaji ty udaje,
které tvofi obchodni tajemstvi nékteré ze
smluvnich stran. Dle této Smlouvy se obchodnim
tajemstvim rozumi zejména Pfiloha A — Rozpocet
a platebni prehled, minimalni cilovy pocet
zarazeni, oCekavany zarazeny pocet subjektl a
oCekavana délka trvani Studie. Dale nebudou
takovémuto uvefejnéni podléhat osobni udaje
fyzickych osob, ledaZe jsou jiz uvefejnény v jiném
vefejné pfistupném registru. Verze této Smlouvy
uréena k uvefejnéni bude Zdravotnickému
zafizeni zaslana e-mailem ze strany IQVIA. Za
uvefejnéni smlouvy dle predchoziho odstavce
odpovida Zdravotnické zafizeni. Zdravotnické
zafizeni vyrozumi IQVIA o uvefejnéni smlouvy
Vv registru smluv tak, Ze bez zbyte€ného odkladu
po uvefejnéni smlouvy zaSle notifikaci o
uverejnéni na emailovou adresu
BN Nenii  smiouwa
Zdravotnickym zafizenim zvefejnéna ve Ih{té
deseti (10) pracovnich dni od data posledniho
podpisu, jsou k jejimu zvefejnéni opravnéni IQVIA
¢i Zadavatel.

3.4 Return or Destruction

3.4 Vraceni ¢i likvidace

Upon termination of this Agreement or upon any
earlier written request by Sponsor at any time,
Site shall return to Sponsor, or destroy, at

V navaznosti na ukonéeni platnosti této Smlouvy
Ci v kterykoli dfivéjSi okamzik na zakladé
pisemného poZzadavku Zadavatele, Misto
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Sponsor’s option, all Confidential Information provadéni klinického hodnoceni Zadavateli vrati,
other than Study Data, if it is not needed to fulfil pfipadné dle pozadavku Zadavatele zlikviduje,
the purpose of the Study. veskeré Davérné informace, odlisné od Studijnich
dat a udaji nebude-li je k plnéni Ucelu Studie
potfebovat.
3.5 Survival 3.5 Pretrvavaijici platnost
This Section 3 “Confidentiality” shall survive Tento Clanek 3 ,Davérny reZzim” zlstane v
termination or expiration of this Agreement for platnosti i v pfipadé ukonceni platnosti €i pfi
ten (10) years from the termination/expiration of vyprSeni platnosti této Smlouvy, a to po dobu
the Agreement. deseti (10) let od ukonceni/vyprSeni platnosti
Smiouvy.
4. INTELLECTUAL PROPERTY 4. DUSEVNI VLASTNICTVI
4.1 Pre-existing Intellectual Property 4.1 Existujici duSevni vlastnictvi
Ownership of inventions, discoveries, works Vlastnictvi vS§ech objevu, vynalez(,
of authorship and other developments autorskych dél a jinych vysledkd duSevni
existing as of the Effective Date and all ginnosti, jez existuji k Datu ucinnosti, a dale
patents, copyrights, trade secret rights and veSkeré patenty, autorska prava, obchodni
other intellectual property rights therein tajemstvi a dalSi prava k objektim dusevniho
(collectively, “Pre-existing Intellectual vlastnictvi, s timto souvisejici (spole¢né dale
Property”), is not affected by this jen ,Existujici dusevni vlastnictvi’), neni
Agreement, and no Party or Sponsor shall jakkoli dotéeno touto Smlouvou, a jakakoli
have any claims to or rights in any Pre- Strana ¢&i Zadavatel nemaji naroky vaci Ci
existing Intellectual Property of another, prava k jakémukoli pfedmétu Existujiciho
except as may be otherwise expressly duSevniho vlastnictvi jiného, neni-li tak
provided in any other written agreement vyslovné pisemné ujednano v jakékoli
between them. pisemné dohodé mezi Stranami uzaviené.
4.2 Inventions 4.2. Objevy
For purposes hereof, the term “Inventions” Pojem ,Objevy“ znamena pro ucely této
means all inventions, discoveries and Smlouvy veskeré objevy, vynalezy a pfedméty
developments conceived, first reduced to vyvoje, jez byly vyvinuty, uvedeny poprvé do
practice or otherwise discovered or praxe Ci jakkoli jinak vynalezeny ¢&i rozvinuty
developed by a Party or Sponsor or any of Stranou ¢i Zadavatelem nebo jakymkoli
such entity’s personnel in performance of zameéstnancem ¢&i ¢lenem personalu takového
the Study. Sponsor shall own all Inventions, subjektu pfi provadéni Studie. Zadavatel bude
that are conceived, first reduced to practice vlastnikem veskerych Objevd, jez budou
or otherwise discovered or developed by a vyvinuty, uvedeny poprvé do praxe &i jakkoli
Party (alone or toghether with the Sponsor) jinak vynalezeny &i rozvinuty jednou ze Stran
or any of their personnel in performance of (samostatné@ nebo ve spolupraci se
the Study. Zadavatelem) Ci jakymkoli jejich
zameéstnancem  ¢i  Clenem  personalu
v souvislosti s provadénim Studie.
4.3. Assignment of Inventions 4.3. Pfevod prav k Objeviim
Institution shall, and shall cause its Zdravotnicke zafizeni se zavazuje, ze odhali,
personnel to, disclose all Inventions zpfistupni Ci sdéli a dale zajisti, ze jeji
promptly and fully to Sponsor in writing, and zameéstnanci odhali, zpfistupni ¢&i sdéli
Institution, on behalf of itself and its veSkeré Objevy, a to neprodlené a piné
personnel, will assign to Sponsor all of its Zadavateli v pisemné formé&, a Zdravotnické
rights, title and interest in and to Inventions, zafizeni, jménem svym a jménem a v
including all patents, copyrights and other zastoupeni svych zaméstnancl, pfevede na
intellectual property rights therein and all Zadavatele veSkera sva prava, naroky a
rights of action and claims for damages and zajmy k Objevim, v&etné vSech patentd,
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benefits arising due to past and present
infringement of said rights. Institution shall
cooperate and assist Sponsor by executing
and causing its personnel to provide all
necessary assistance in the preparation and
execution of all documents reasonably
necessary for Sponsor to secure and
maintain Sponsor's ownership rights in
Inventions.

autorskych dél a jinych prav duSevniho
vlastnictvi k tomuto se vztahujicim, jakoz i
veSkera prava procesni povahy a naroky na
nahrady Skod a uzitky, jez jiz vznikly v
disledku minulého &i soucasného poruseni
shora uvedenych prav. Zdravotnické zafizeni
se zavazuje, Zze bude nalezité spolupracovat a
poskytne Zadavateli soucinnost pfi
vyhotoveni a uzavieni, a zajisti, Ze jeji
zaméstnanci poskytnou veskerou potfebou
soucinnost  pfi  vyhotoveni  veSkerych
dokumentt davodné Zadavatelem
pozadovanych za ucelem ochrany a zajisténi
vlastnickych prav Zadavatele k Objevim.

4.4, License

4.4, Licenéni opravnéni

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

Zadavatel timto udéluje Zdravotnickému
zafizeni trvalé, nevyhradni, nepfevoditelné,
bezplatné licenéni opravnéni, bez prava
udéleni sublicence k pouziti Objevd, a to v
souladu s povinnostmi uloZzenymi v Clanku
,D0vérny rezim”, pro vnitfni ucely, vyzkum
nekomeréniho charakteru a pro edukativni
ucely.

4.5, Patent Prosecution

4.5, Patentové fizeni

Site shall cooperate, at Sponsor’s request
and expense, with Sponsor’'s preparation,
filing, prosecution, and maintenance of all
patent applications and patents for
Inventions.

Misto provadéni klinického hodnoceni se
zavazuje, ze bude spolupracovat a poskytne
soucinnost, a to v navaznosti na vyzvu
Zadavatele a na jeho naklady a s jeho ucasti,
v souvislosti s pfipravou, podanim, vedenim
patentového fizeni a udrzovanim veskerych
patentovych pfihlaSek a patentd pro veSkeré
Objevy.

4.6 Medical records

4.6. Zdravotnicka dokumentace

All Medical Records and original source
documents shall remain the property of the
Institution, but the Sponsor and IQVIA shall
have the right to use them in accordance
with this Agreement, applicable law, and the
consent of the Study Subjects.

VSechna zdravotnickd dokumentace a
pavodni zdrojova dokumentace zustane
majetkem Zdravotnického zafizeni; nicméné,
Zadavatel a IQVIA jsou opravnéni ji pouzit
vsouladu stouto Smlouvou, platnymi
pravnimi predpisy a souhlasem Subjektu
studie.

4.7. Survival

4.7. Pretrvavajici platnost

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

Tento Clanek 4 ,Du$evni vlastnictvi” zistane
v platnosti i v pfipadé ukonceni platnosti ¢i pfi
vyprSeni platnosti této Smlouvy.

PUBLICATION RIGHTS

PRAVA NA ZVEREJNENI

5.1 Publication and Disclosure

5.1. Publikovani a zpfistupnéni

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

Zdravotnické zafizeni a ZkouSejici budou
opravnéni publikovat a prezentovat vysledky
Cinnosti Zdravotnického zafizeni a
Zkousejiciho, jenZ je provadéna na zakladé
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Study Data, only in accordance with the této Smlouvy, a to v€etné Studijnich dat a
requirements of this Section. Institution and udajl, vyluéné v souladu s pozadavky
Investigator agree to submit any proposed stanovenymi v tomto Clanku. Zdravotnické
publication or presentation to Sponsor for zafizeni a ZkouS$ejici souhlasi, ze Zadavateli
review at least thirty (30) days prior to predlozi jakoukoli navrhovanou publikaci a
submitting any such proposed publication to prezentaci pro Ucely jejich kontroly ve Ihuté
a publisher or proceeding with such alespon tficeti (30) dnlG pred predlozenim
proposed presentation. Within thirty (30) jakékoli takové publikace pfisluSnému
days of its receipt, Sponsor shall advise vydavateli ¢&i pfed jejich navrhovanou
Institution and/or Investigator, as the case prezentaci. Ve Ih(té tficeti (30) dnl od jejich
may be, in writing of any information prijeti se Zadavatel pisemné vyjadri
contained therein which is Confidential Zdravotnickému zafizeni a/nebo
Information (other than Study Data) or which ZkouSejicimu, vzdy dle podminek konkrétniho
may impair the availability of patent pfipadu, ve vztahu k jakékoli informaci
protection for Inventions. Sponsor shall obsazené v takovych materiadlech, jez
have the right to require Institution and/or predstavuje Davérnou informaci (odliSnou od
Investigator, as applicable, to remove Studijnich dat a udajl) nebo jez muize
specifically identified Confidential pfedstavovat pFekazku moznosti dosazeni
Information (other than Study Data) and/or patentové ochrany pfislusného Objevu.
to delay the proposed publication or Zadavatel bude opravnén pozadovat vUci
presentation for an additional sixty (60) days Zdravotnickému zafizeni a/nebo
to enable Sponsor to seek patent protection ZkouSejicimi, vzdy dle podminek konkrétniho
for Inventions. pfipadu, odstranéni definovanych informaci

oznacenych jako Duvérné informace (jez jsou
odlisné od Studijnich dat a udajt) a/nebo
pozadovat odlozeni navrhované publikace Ci
prezentace po dobu dodateénych Sedesati
(60) dnu, aby umoznil Zadavateli uplatnéni
patentové ochrany ve vztahu k takovému

Objevu.
5.2. Multi-Center Publications 5.2. Multicentrické publikovani
If the Study is a multi-center study, Je-li tato Studie multicentrickou studii,
Institution and Investigator agree that they Zdravotnické zafizeni a ZkouSejici timto
shall not, without the Sponsor’s prior written souhlasi, Ze bez pFfedchoziho pisemného
consent, independently publish, present or souhlasu Zadavatele nebudou nezavisle
otherwise disclose any results of or publikovat, prezentovat ¢&i jakkoli jinak
information pertaining to Institution’'s and odhalovat, zverejnovat, sdélovat Ci
Investigator’s activities conducted under this zpfistupfiovat  jakékoli  vysledky  nebo
Agreement until a multi-center publication is informace  vztahujici se k ¢innostem
published; provided, however, that if a multi- Zdravotnického zafizeni a ZkouSejiciho, jez
center publication is not published within jsou provadény na zakladé této Smlouvy, a to
eighteen (18) months after completion of the az do doby, nez dojde ke zvefejnéni
Study and lock of the database at all multicentrické publikace; to vSak za
research sites or any earlier termination or podminky, Zze nedojde-li k multicentrickému
abandonment of the Study, Institution and zvefejnéni nejpozdéji do osmnacti (18)
Investigator shall have the right to publish mésict od okamziku dokoneni Studie a
and present the results of Institution’s and uzavieni databaze ve vSech vyzkumnych
Investigator’s activities conducted under this centrech ¢i k jakémukoli dfivéjSimu ukonceni
Agreement, including Study Data, solely in platnosti i prfed€asnému ukonceni Studie,
accordance with the provisions of Section Zdravotnické zafizeni a ZkouSejici budou
5.3 “Confidentiality of Unpublished Data”. opravnéni publikovat a prezentovat vysledky

Cinnosti Zdravotnického zafizeni a

Zkousejiciho, jez je provadéna na zakladé
této Smiouvy, a to v€etné Studijnich dat a
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udaju, vyhradné v souladu s podminkami
stanovenymi v odstavci 5.3 ,Duvérnost
nepublikovanych udaja”.

5.3. Confidentiality of Unpublished Data

5.3. Daveérnost nepublikovanych udaju

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.

Zdravotnické zafizeni a ZkouSejici timto
berou na védomi a souhlasi, ze Studijni data
a udaje, jez nebyly publikovany, prezentovany
Ci jakkoli jinak odhaleny, zvefejnény,
zpristupnény Ci sdéleny na zakladé upravy
stanovené v odstavci 5.1 nebo 5.2
(,Nepublikované udaje”), zGstanou zahrnuty
do ramce definice Duvérnych informaci, a
Zdravotnické zafizeni a ZkouSejici se
zavazuji, ze neodhali, nezvefejni,
nezpfistupni €i nesdéli a zavazou své
zaméstnance ve shodném rozsahu v této
souvislosti, jakékoli Nepublikované udaje
jakékoli treti strané &i nezvefejni jakakoli
Studijni data &i udaje jakékoli tfeti strané, a to
v rozsahu vétsim, 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. Media Contacts

5.4. Kontakty s médii

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.

Zdravotnické zafizeni a ZkouS$ejici nebudou,
a zajisti, ze zaméstnanci Zdravotnického
zafizeni nebudou, poskytovat jakékoli
rozhovory ¢i jiné formy kontaktd s médii,
zejména  v€etné  vydavatelstvi  novin,
provozovatel( radiového vysilani,
provozovateld  televizniho  vysilani a
spole¢nosti pusobicich na internetu, a to v
souvislosti se Studii, Hodnocenym
pfipravkem, Objevy nebo Studijnimi daty a
Udaji bez pFedchoziho pisemného svoleni
Zadavatele. Toto ustanoveni nebrani
moznosti publikovat &i prezentovat Studijni
data a Udaje v souladu s timto Clankem.

5.5. Use of Name, Registry and Reporting

5.5. Pouziti nazvu ¢€i jména, reqistrace a
oznamovani

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

Zadna strana této Smlouvy neni opravnéna
pouzit jména & nazvu jiné Strany, a to
v souvislosti s jakoukoli reklamni ¢innosti,
k publikacnim &i marketingovym ucelim bez
prfedchoziho pisemného svoleni dané strany,
s vyjimkou pfipadd, kdy Zadavatel a IQVIA
budou opravnéni pouzit nazvu Mista
provadeéni klinického hodnoceni v souvislosti
s publikacemi tykajicimi se Studie a v ramci
komunikace, v€etné webovych stranek
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laws and regulations and will report the
results of the Study publicly when and to the
extent required by applicable laws and

vénovanych klinickym hodnocenim a pro
Ucely newsletterd vydavanych v souvislosti se
Studii. Zadavatel bude Studii registrovat

regulations. v souladu s pfisluSnymi pravnimi pfedpisy a
narizenimi a bude oznamovat vysledky Studie
vefejné tehdy a vrozsahu ulozeném
pfislusnymi pravnimi pfedpisy a nafizenimi.

5.6. Survival 5.6. Pretrvavajici platnost

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

Tento Clanek 5 ,Prava na zvefejnéni” zlstane
v platnosti i v pfipadé ukonceni platnosti i pfi
vyprseni platnosti této Smlouvy.

6. PERSONAL DATA

6. OSOBNI UDAJE

Parties agree to comply with the applicable data
protection laws in the context of the processing
of personal data for the purpose of executing this
Agreement, applicable in the Czech Republic, in
particular: the Regulation (EU) 2016/679 of the
European Parliament and of the Council of 27.
April 2016 on the protection of natural persons
with regard to the processing of personal data
and on the free movement of such data and
repealing Directive 95/46/EC (General Data
Protection Regulation) (hereinafter referred to as
the "GDPR"); as well as any other laws
applicable in the territory of the Czech Republic
relating to confidentiality, protection of personal
data, processing of personal data and security of
such information, including those relating to
security  breaches, identity theft and
unauthorised disclosures of personal data.

Strany se zavazuji dodrzovat pfi zpracovani
osobnich (daju za ucelem pInéni této
Smlouvy  pfisludné  pravni  predpisy
na ochranu osobnich Udaju platné na uzemi
Ceské republiky, zejména: nafizeni
Evropského parlamentu a Rady (EU)
2016/679 ze dne 27. dubna 2016 o ochrané
fyzickych osob v souvislosti se zpracovanim
osobnich udaju a o volném pohybu téchto
Udajd a o zruSseni smérnice 95/46/ES
(obecné nafizeni o ochrané osobnich udajl)
(dale jen ,GDPR"); dale jakékoli jiné zakony
platné na uzemi Ceské republiky tykajici se
davérného charakteru, ochrany osobnich
Udajt, zpracovani osobnich udajd a
bezpec&nosti takovych informaci, v€etné téch,
které se tykaji poruSeni bezpecnosti,
totoZnosti, kradeZe a neopravnénych
zpfistupnéni osobnich udaju.

The Site agrees to enter a “Data Processing
Agreement” with the Sponsor under which the
Sponsor is the controller, and the Site is the
processor for the processing of personal data in the
CRF for the purpose of the Study. IQVIA will sign
this agreement, which forms Attachment C to this
Agreement, on behalf of the Sponsor. IQVIA
warrants that it has all necessary authority to enter
into this agreement and that Sponsor has authorized
IQVIA to sign on Sponsor’s behalf.

Misto provadéni klinického hodnoceni se
zavazuje uzavfit se Zadavatelem ,Dohodu
0 zpracovani osobnich udaja“, podle niz
bude Zadavatel spravcem a Misto provadéni
klinického hodnoceni zpracovatelem
osobnich udaji ve formulafich CRF pro ucely
Studie. Tuto Dohodu uzavfe za Zadavatele
spoleCnost IQVIA, ktera tvofi pfilohu B této
Smlouvy. Spole¢nost IQVIA se zaruluje, ze
ma veskera potfebna opravnéni k uzavieni
Dohody aZe byla Zadavatelem k uzavieni
Dohody zmocnéna.

Prior to and during the course of the Study, the
Sponsor may request to process personal data of
Study Staff of the Institution, including from the
Institution’s investigators, sub-investigators, other
staff or personnel involved in the conduct of the
Study.

Pfed zahajenim Studie avjejim pribéhu
m(ze Zadavatel pozadat o shromazdovani
osobnich  Gdaja  Studijniho  tymu ve
Zdravotnickém zafizeni, napf. zkouSejicich,
spoluzkousejicich, dal$iho personalu
zdravotnického zafizeni nebo pracovnikd
Zdravotnického zafizeni podilejiciho se na
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The Sponsor as data controller for the processing of
such Study Staff's personal data for Study purposes
is responsible for supplying such the Institution’s
Study Staff with the necessary information regarding
the collection of their personal data pursuant to
General Data Protection Regulation.

The Data Protection Notice for the Institution’s Study
Staff is added as an Attachment E. The Institution’s
undertakes to make this Data Protection Notice
available to the staff concerned.

provadéni Studie.

Jako spravce udaju pro zpracovani osobnich
Udaji Studijniho tymu pro Gcely Studie
odpovida Zadavatel za poskytnuti nezbytnych
informaci Studijnimu tymu ze Zdravotnického
zarizeni podle obecného nafizeni o ochrané
osobnich udaji ohledné shromazdovani jejich
osobnich udaj.

Sdéleni ke zpracovani osobnich udaji pro
Studijni tym Zdravotnického zafizeni je
pfiloZzeno k této Smlouvé jako jeji PFiloha C.
Zdravotnické zafizeni se zavazuje, Ze ho
preda pracovnikdm, pro které je uréeno.

7. STUDY SUBJECT INJURY, INSURANCE AND
DAMAGES

7. POSKOZENi ZDRAVi SUBJEKTU STUDIE, POJISTENI
A ODSKODNENi

Sponsor hereby represents and warrants
that it will provide clinical trial insurance in
accordance with § 58, par. 2 Act on
Pharmaceuticals as may be subsequently
amended. This insurance will be maintained
by the Sponsor throughout the duration of
the Study.

Zadavatel prohlaSuje a potvrzuje, ze v
souladu s ust. § 58 odst. 2 zakona €. 378/2007
Sb., o lécivech, v platném znéni, zajisti
pojisténi klinického hodnoceni. Toto pojisténi
bude Zadavatel udrzovat po celou dobu
Studie

Institution represents to have taken out a
liability insurance pursuant to Sec. 45 par. 2
letter n) of Act No. 372/2011 Coll., on
Medical Services, as amended, covering all
injury and damage caused while providing
medical care. This insurance complies with
the extent required by law and does not
cover liability for injury or damage resulting
from clinical trials.

Zdravotnické zafizeni prohlasuje, ze ma dle §
45 odst. 2 pism. n) zakona ¢&. 372/2011 Sb.,
0 zdravotnich sluzbach a podminkach jejich
poskytovani, ve znéni pozdé&jsich predpisq,
uzavienu pojistnou smlouvu na pojisténi
odpovédnosti za Skodu zplsobenou pfi
poskytovani zdravotni péce. Tato pojistna
smlouva je uzaviena v  zakonem
poZzadovaném rozsahu a neobsahuje
pojisténi odpovédnosti za Skodu zpUsobenou
pfi provadéni klinického hodnoceni.

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.

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

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

Zadavatel uhradi Zdravotnickému zafizeni
pfimé, pfiméfené a nezbytné zdravotni
vydaje, které vznikly Zdravotnickému zafizeni
v souvislosti s Ié€bou jakychkoli nezadoucich
udalosti, nemoci nebo Ujmy na zdravi
Subjektu studie zplsobené 1éEbou Subjektu
studie v souladu s Protokolem, pokud
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Protocol, if and to the extent the health
insurance carrier of the affected Study
Subject and the clinical trial subject
insurance have and exercise a right to deny
to cover the medical fees for the
aforementioned treatment, and except to
the extent that such adverse event, illness
or personal injury is caused by:

zdravotni pojiStovna dotéeného Subjektu
studie a pojistovna poskytujici  pojisténi
klinického hodnoceni maji a uplatni pravo
odmitnout uhradu zdravotnickych poplatkli za
vySe uvedenou lé¢bu, a s vyjimkou pfipadu,
kdy takova nezadouci udalost, nemoc nebo
Ujma na zdravi je zplsobeno:

a) failure by Institution, Investigator or
any of their respective personnel to
comply with this Agreement, the
Protocol, any written instructions of
Sponsor and IQVIA concerning the
Study, or any applicable law,
regulation or guidance, including
GCPs, issued by any regulatory
authority, applicable to this Study
conducted at the Institution, or

a) pochybenim Zdravotnického
zarizeni, Zkousejiciho nebo
jakéhokoliv  jejich ~ zaméstnance
jednat v souladu s touto Smlouvou,
Protokolem, jakoukoliv pisemnou
instrukci Zadavatele a spoleCnosti
IQVIA tykajici se Studie, nebo
jakéhokoliv platného zakona nebo
provadéciho pfedpisu nebo postupu,
véetné GCP, vydaném jakoukoliv
regulaéni autoritou, platnych pro tuto
Studii provadénou ve Zdravotnickém
zafizeni, nebo

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

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

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

Odpovédnost Zadavatele od3kodnit Instituci
dle tohoto ustanoveni nebude limitovana
Castkou splatnou dle jakéhokoliv pojisténi
uzavieného Zadavatelem, ale bude se
vztahovat na celou &astku skuteéné Skody
Zdravotnického zafizeni ve vySi néaroku
subjektu nebo naroku jeho zakonného
zastupce Uspésné uplatnéného dle Ceského
pravniho fadu.

While dealing with third party claims, neither
the Sponsor nor IQVIA may admit a failure of
the Institution or the Investigator without
Institution’s prior consent, which shall not
unreasonably withheld.

Zadavatel ani IQVIA neni opravnéna bez
predchoziho pisemného souhlasu
Zdravotnického zafizeni, ktery nesmi byt
bezdlvodné odepren, pfi vyfizovani naroku
tretich stran pfiznat pochybeni
Zdravotnického zafizeni nebo ZkouSejiciho.

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

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

a) The injury of subject (including
death) has been caused by wilful
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

a) poskozeni =zdravi (v€etné smrti)
subjektu hodnoceni bylo zplsobeno
umysiné, nedbalosti, protipravnim

jednanim nebo nesplnénim
povinnosti stanovené
Zdravotnickému zafizeni Ci

ZkouSejicimu pravnim pfedpisem
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appendices;

nebo v této Smlouvé, véetné vSech
jejich priloh;

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

b) Zdravotnické zafizeni do dvaceti (20)
pracovnich dnl ode dne, kdy se
dozvédélo, ze byl viéi nému
uplatnén narok na nahradu Skody,
neoznamilo tuto skute¢nost pisemné
Zadavateli. Oznameni musi byt

registered post with odeslano  doporu¢enou  poStou
acknowledgement of receipt to the Zadavateli, s potvrzenim o pfijeti.
Sponsor.

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

c) na Zadost Zadavatele mu
Zdravotnické zafizeni neumoznilo
ucastnit se mimosoudniho
vyjednavani o vzneseném naroku
nebo nasledného soudniho fizeni;

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

d) Zdravotnické zarizeni uznalo
vzneseny narok, aniz by obdrzelo
predchozi pisemny souhlas
Zadavatele.

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

Tento Clanek 7 podsekce ,Podkozeni zdravi
Subjektu Studie a Odskodnéni" zlstane v
platnosti po ukon&eni nebo uplynuti doby trvani
této Smlouvy.

8. IQVIA DISCLAIMER

8. ODMITNUTi ODPOVEDNOST! IQVIA

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, wilful misconduct, or breach of
this Agreement by IQVIA.

IQVIA timto vyslovné odmita jakoukoli
odpovédnost v souvislosti s Hodnocenym
pfipravkem, v€etné jakékoliv odpovédnosti za
jakékoliv  naroky vyplyvajici z okolnosti
zpusobené nebo domnéle zpusobené
jakymkoliv  Studijnim postupem spojenym
s takovym pfipravkem vyjma rozsahu, v
nedbalosti, umyslnym protipravnim jednanim
nebo porusenim této Smlouvy ze strany
IQVIA.

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

Tento Clanek 8 ,Odmitnuti odpovédnosti
IQVIA" zGstane v platnosti i po ukonéeni nebo
uplynuti doby trvani této Smilouvy.

9. DEBARMENT

9. VYLOUCENI

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

Misto  provadéni klinického hodnoceni
prohladuje a potvrzuje, Ze ani Zdravotnické
zafizeni, ani ZkouS$ejici, ani kterykoli ze
zameéstnancl, zastupcl  Zdravotnického
zafizeni €i jakakoli jina osoba, ktera se podili
na vykonu Studie ve Zdravotnickém zafizeni,
nebyla zbavena pfislusného opravnéni,
nebyla ji uloZzena sankce zakazu vykonu
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in any country, and the Site shall notify
IQVIA immediately if any such investigation,
disqualification, debarment, or ban occurs.

¢innosti klinickych hodnoceni a dale, zZe
kterykoli z téchto subjektt neni vySetfovan
jakoukoli kontrolni instituci, kdy vysledkem
takového Setfeni &i fizeni mGze byt ulozeni
sankce zakazu vykonu c&innosti €i odebrani
opravnéni, a to v kterémkoli staté, a Misto
provadéni klinického hodnoceni se dale
zavazuje neprodlené vyrozumét IQVIA v
pfipadé, Ze dojde k takovému vySetfovani,
diskvalifikaci, uloZzeni sankce zakazu vykonu
¢innosti nebo k odejmuti opravnéni k vykonu
klinického hodnoceni.

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

Tento Clanek 10 ,Vyloudeni" zlstane v
platnosti po ukon€eni nebo uplynuti doby
trvani této Smlouvy.

10. FINANCIAL DISCLOSURE AND CONFLICT
OF INTEREST

10. FINANCNi INFORMACE A STRET ZAJMU

Upon Sponsor’s or IQVIA’s request, the
Investigator 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.

ZkouSejici souhlasi, ze na zékladé zadosti
Zadavatele nebo IQVIA ZkouSejici pro
kazdého uvedeného a identifikovaného
zkouS$ejiciho nebo spoluzkousejiciho, ktefi se
pfimo podili na léCeni nebo hodnoceni
Subjektd studie, neprodlené preda
spoleCnosti IQVIA vyplnény a podepsany
formulaf finanéniho prohlaseni a konfliktu
zajmu, ktery byl vyplnén a podepsan takovym
zkousejicim nebo spoluzkousejicim, ve
kterém tito zkouSejici ¢€i spoluzkousejici
pfiznavaji jakékoli pfislusné zajmy, které maji
oni sami nebo jejich manzelé/manzelky di
nezaopatfené déti.

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

Spole€nost IQVIA je opravnéna pozdrzet
platby pro ZkouSejiciho, v pfipadé, Ze
neobdrzi vyplnéné formulafe od kazdého
takového zkousejiciho a spoluzkou$ejiciho.

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.

ZkouSejici  zajisti urychlenou aktualizaci
formulafd dle potfeby, s cilem zajistit jejich
presnost a uplnost v pribéhu realizace Studie
a jeden (1) rok po dokongeni Studie.

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.

Misto  provadéni klinického hodnoceni
souhlasi s tim, ze vypInéné formulare mohou
kontrolovat statni a regulacni ufady,
Zadavatel, IQVIA a jejich zastupci, a Misto
provadéni klinického hodnoceni s takovymi
kontrolami souhlasi.

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

ZkouSejici dale souhlasi s pfenosem dat o
finanénim prohlaSeni do zemé sidla
Zadavatele a Spojenych stata americkych, a
to i kdyby vtéchto zemich neplatil nebo
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exist or be as developed in those countries
as in the Site’s own country.

neexistoval natolik vyspély rezim ochrany dat
jako ve vlastni zemi Mista provadéni
klinického hodnoceni.

In such a case, Sponsor will implement
adequate safeguards prior to transfer of any
personal data to the third country so that
protection of Investigator's personal data is
ensured in compliance with the laws
applicable in Investigator’s country.

V takovém pfipadé Zadavatel zajisti
odpovidajici zaruky pfed predanim jakychkoli
Udaji do tfeti zemé tak, aby byla zajisténa
ochrana osobnich (daji ZkouSejiciho v
souladu s pravnimi pfedpisy na ochranu
osobnich Udajl platnymi v zemi ZkousSejiciho.

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

Tento Clanek 11 ,Finanéni informace a stfet
zajmQ" zUstane v platnosti po ukonéeni nebo
uplynuti doby trvani této Smlouvy.

11. ANTI-KICKBACK AND ANTI-FRAUD

11. ZAMEZENi UPLATKARSTVi A PODVODU

Institution and Investigator agree that their
judgment with respect to the advice and
care of each Study Subject will not be
affected by the compensation they receive
from this Agreement, and the Parties further
certify, 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.

Zdravotnické zafizeni a ZkouS$ejici souhlasi,
ze jejich usudek, pokud jde o poradenstvi a
péci o kazdy Subjekt studie, nebude ovlivnén
Uhradou, kterou obdrzi na zakladé této
Smlouvy, a smluvni strany dale osvédcuji, ze
tato kompenzace nepfesahuje realnou trzni
hodnotu sluzeb, které poskytuji a ze zadné
platby nejsou poskytovany za ucelem pfimét
je k nakupu nebo pfedepisovani jakychkoliv
Iéku, zafizeni nebo produkt.

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

Pokud Zadavatel nebo IQVIA poskytnou
jakékoli produkty nebo pfedméty pro pouziti
ve Studii zdarma, Zdravotnické zafizeni a
Zkousejici souhlasi, ze nebudou zadat uhradu
po zadném Subjektu studie, pojistovné nebo
statnim/spravnim uradu nebo jakékoli jiné tieti
strané za tyto zdarma poskytnuté produkty
nebo pfedméty.

Institution and Investigator agree that they
will not bill any Study Subject, insurer, or
governmental agency for any visits,
services or expenses incurred during the
Study for which they have received
compensation from IQVIA or Sponsor, and
that neither Institution nor Investigator will
pay another physician to refer subjects to
the Study.

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 prubéhu Studie, za které
obdrzeli uhradu od IQVIA nebo Zadavatele, a
ze ani Instituce ani ZkouSejici nebudou
poskytovat platbu jinému Iékafi za doporuceni
subjektd do Studie.

12. ANTI-BRIBERY

12. ZAKAZ PODPLACENI

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

Zdravotnické zafizeni a ZkouSejici timto
souhlasi, ze platby, které budou uhrazeny na
zakladé této Smlouvy, predstavuji fadnou
kompenzaci za sluzby poskytnuté Mistem
provedeni klinického hodnoceni.
Zdravotnické zafizeni a ZkouSejici timto
prohladuji a zavazuji se, Ze platby i
Hodnotné véci, které obdrzi na zakladé této
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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.

Smlouvy &i v souvislosti se Studii jakkoli
neovlivni jakékoli rozhodnuti Zdravotnického
zafizeni,  ZkouSejiciho &  jakéhokoli
pfislusného vlastnika Zdravotnického
zarizeni, Cleny spravnich organd,
zaméstnance, zastupce, konzultanty i
jakékoli pfijemce plnéni na zakladé této
Smlouvy k tomu, aby ucinil, jakozto Zastupce
vefejné moci & jakkoli jinak, za ucelem
poskytnuti pomoci Zadavateli &i IQVIA v
podobé zajisténi neopravnéné vyhody &i za
UCelem ziskani &i zachovani si obchodni
prilezitosti.

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

Zdravotnické zafizeni a ZkouSejici dale
prohladuji a zavazuji se, ze ani oni, ani
jakykoli jejich vlastnik, ¢&len statutarniho
organu, zastupce €i konzultant, ani jakykoli
pfilemce plnéni dle této Smilouvy, a to za
ucelem pomoci Zadavateli €i IQVIA k zajisténi
neopravnéné vyhody &i ziskani &i zachovani
obchodni pfilezitosti, pfimo ¢&i nepfimo,
neuhradi, nenabidne &i neslibi uhradit, nebo
nedaruje jakoukoli Hodnotnou véc jakékoli
osobé &i subjektu v souvislosti s nasledujicimi
ucely: (i) ovlivnéni jakéhokoli jednani ¢&i
rozhodnuti: (ii) pobidky ¢&i pohnuti takové
osoby ¢i subjektu, aby néco konal nebo se
zdrzel uréitého jednani v rozporu se zakonem
ulozenou povinnosti; (iii) zajiSténim jakékoli
neopravnéné vyhody; nebo (iv) pobidky d&i
pohnuti takové osoby &i subjektu k zneuZiti
vlivu v(¢&i statnimu/spravnimu organu ¢i jeho
zastupci v této souvislosti, a to za ucelem
ovlivnéni jakéhokoli jednani & rozhodnuti
statniho/spravniho organu ¢&i jeho zastupce.

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

Nad ramec ostatnich prav a prostfedkd
napravy dle této Smlouvy, & na zakladé
pfislusnych pravnich predpisl, IQVIA nebo
Zadavatel budou opravnéni ukoncit platnost
této Smlouvy v pfipadé, Ze Zdravotnické
zafizeni nebo ZkouSejici porudi jakékoli
prohldSeni ¢&i zaruky obsaZené v tomto
Clanku, pfipadn& pokud IQVIA nebo
Zadavatel zjisti, Ze jsou poskytovany &i byly
poskytnuty neopravnéné platby vaci &i ze
strany Zdravotnického zafizeni Ci
ZkouSejiciho nebo jakéhokoli jednotlivce Ci
subjektu jednajiciho jejich jménem.

13. INDEPENDENT CONTRACTORS

13. NEZAVISLi DODAVATELE

The Investigator and Institution and Study
Staff are acting as independent contractors
of IQVIA and Sponsor and shall not be

ZkouSejici a Zdravotnické zafizeni a Studijni
personal budou jednat jako nezavisli
poskytovatelé smluvniho pinéni IQVIA a
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considered the employees or agents of
IQVIA or Sponsor.

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

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.

Ani IQVIA ani Zadavatel nebudou mit
jakoukoli odpovédnost vztahujici se k
benefitdm, penzim, nahradam, narokim k
dlichodovému pfipojisténi, pracovnépravnim
odménam, srazkovym Ci jinym
pracovnépravnim danim  tykajicim se
Zkousejiciho nebo Zdravotnického zafizeni
nebo jejich zaméstnancu.

14. TERM & TERMINATION

14. PLATNOST & UKONCENi PLATNOSTI

14.1 Term

This Agreement will become binding on the
date of it is last signed by the Parties and
effective on the date of its publication in the
Register of Agreements (the ,Effective
Date “) and shall continue until completion
or until terminated in accordance with this
Section 15 “Term & Termination”.

14.1 Platnost

Tato Smlouva nabyva platnosti k datu, kdy
bude podepsana posledni smluvni stranou a
ucinnosti dnem zvefejnéni v Registru smluv
(,Datum ucinnosti“) a zlstane v G¢innosti do
okamZiku dokonc&eni ¢i ukon&eni v souladu s
timto Clankem 15 ,Platnost a ukonéeni
platnosti“.

The estimated Study completion date is
approximately February 2025 and is subject
to change in accordance with the Sponsor
and Protocol requirements.

Enrolment period will be between | Gz
i and the expected number of

Study Subject enrolled is to [J}.

Predpokladané datum ukonceni Studie je
pfiblizné unor 2025, toto datum v§ak mlze byt
ménéno v souladu s pozadavky Zadavatele a
Protokolu.

Obdobi naboru bude pfiblizné od | GczcNcN
a predpokladany pocet
zafazenych Subjekt( studie je zhruba .

14.2 Termination

14.2. Ukond&eni platnosti

IQVIA and/or Sponsor may terminate this
Agreement for any reason effective
immediately upon the day of delivery written
notice to the Institution.

IQVIA a/nebo Zadavatel jsou opravnéni
ukoncit platnost této Smlouvy z jakéhokoli
dlivodu s okamzitou ucinnosti, kde dni
doruceni pisemného oznameni
Zdravotnickému zafizeni.

The Site may terminate this Agreement with
immediate effect upon the delivery of written
notice to the Sponsor and IQVIA if
circumstances beyond the Site’s
reasonable control prevent completion of
the Study, or if it reasonably determines that
it is unsafe to continue the Study. Upon
receipt of notice of termination, the Site shall
immediately cease any subject recruitment,
follow the specified termination procedures,
ensure that any required subject follow-up
procedures are completed, and make all
reasonable efforts to minimize further costs,
and IQVIA shall make a final payment for
visits or milestones properly performed

Misto provadéni klinického hodnoceni je
opravnéno ukoncit platnost této Smlouvy s
okamZitou u€innosti ke dni doruleni
pisemného oznameni Zadavateli nebo IQVIA
v pfipadé, Ze okolnosti, jeZ jsou svoji povahou
mimo moznost ovlivnéni ze strany Mista
provadéni klinického hodnoceni, zabrani
dokonc€eni Studie, nebo v pfipadé, ze Misto
provadéni klinického hodnoceni duavodné
usoudi, ze pokraCovani ve Studii neni
bezpeéné. V navaznosti na doruceni
oznameni o ukonéeni platnosti Misto
provadéni klinického hodnoceni neprodlené
ukon¢i jakykoli nabor subjektl, bude jednat v
souladu s definovanymi postupy pro
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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,
termination may be required, except to the
extent that Study Subject safety may be
jeopardized. In such case, IQVIA and/or
Sponsor may suspend performance of all or
part of this Agreement, including, but not
limited to, subject enrolment.

ukonceni, zajisti, Ze ve vztahu k subjektim
Studie budou dokon&eny jakékoli procesy
kontrolni povahy, a vyvinou nezbytné usili za
Ucelem limitace jakychkoli dalSich nakladq,
pficemz IQVIA provede zavérecnou uhradu
za navstévy a milniky, jez byly fadné
provedeny na zakladé a v souladu s touto
Smlouvou, a to ve vysi ¢astek definovanych v
Pfiloze A; avSak za podminky, Ze Platby
budou v kazdém pfipadé sniZzeny o &astku ve
vySi deseti (10 %) procent. Takto sniZena
Castka bude predstavovat hodnotu veskerych
¢innosti spojenych s uzavienim databaze, a
bude poskytnuta poté, co Zadavatel schvali
vesSkeré stranky formulafl CRF, a dale poté,
co budou poskytnuta veSkera vyjasnéni dat a
dale dojde ke splnéni veskerych ostatnich
podminek, jez jsou stanoveny v této Smlouvé.
V pfipadé, Ze dojde ke vzniku domnéni, ze
doslo k podstatnému poruseni této Smlouvy,
muze tak dojit k ukonéeni platnosti této
Smlouvy, a to s vyjimkou rozsahu, v jakém
muze byt ohroZena bezpeénost Subjektd
studie. V takovém pfipadé IQVIA a/nebo
Zadavatel mohou preruSit naplnéni celé di
Casti této Smlouvy, zejména vCetné
zafazovani Subjektl studie.

Institution may also terminate this
Agreement by a 30-day written notice to
Sponsor, IQVIA and Investigator (counting
from the last of these) if, for reasons beyond
the Institution’s control, the Institution will be
unable to complete the Study without the
completion having a negative impact on its
main activity, i.e., provision of medical
services. Institution will not be entitled to
terminate the Agreement for this reason
should the safety of Study Subjects be
compromised.

Zdravotnické zafizeni je také opravnéno
ukonéit tuto Smlouvu pisemnou vypovédi,
nebude-li tim ohroZena bezpec¢nost Subjektl
studie, jestlize v dlsledku vzniku pfekazky,
jez nastala nezavisle na jeho vuli, nebude
Zdravotnické zafizeni dlouhodobé& schopno
dokongit Studii, aniz by tim nebyla negativné
ovlivnéna jeho hlavni cinnost, kterou je
poskytovani zdravotni péce. Vypovédni doba
¢ini tficet (30) dnu a poclina bézet dnem
nasledujicim po dni doru€eni této vypovédi
Zadavateli, IQVIA a ZkouSejicimu, tj. posledni
Strané.

15. NOTICE

15. OZNAMENi

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

VeSkerd oznameni vyZadovanad nebo
povolena podle této Smlouvy budou udinéna
v pisemné podobé a budou dorucena:

a) inperson

a)osobné,

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

b) doporu¢enym dopisem, s pfedem
zaplacenym postovnym, s doruéenkou

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

c) komer€ni noC€ni kuryrni sluzbou, ktera
zaru€uje doruceni dalSi den a poskytne
potvrzeni. Tato oznameni budou
adresovana takto:
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Name / Nazev: | NEEEEEE

Address / Adresa: Landsteinerstr. 5
63303 Dreieich
Germany / Némecko

Tel./ Tel:

Name / Nazev:

To Sponsor / Zadavateli:

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

Tel./ Tel: N

And to/A také

To IQVIA/IQVIA:

Global Legal Department
100 IMS Drive

Parsippany, NJ 07054 USA
Attention: General Counsel
Email:
Name / Nazev: Fakultni nemocnice u sv. Anny v Brné
Address / Adresa: Pekarska 664/53, 602 00 Brno, Ceska
republika

K rukam: Centrum klinickych studii
E-mail:
Name / Jméno a pfijmeni:

B ~ddress / Adresa: Pekafska 664/53, 602 00 Brno,

Ceska republika
c-mai. I

To Institution / Zdravotnickému
zarizeni

TolInvestigator / Zkou$ejicimu

16. FORCE MAJEURE 16. VYS$Si Mmoc

The delay in performance by either Party of Prodleni se splnénim jakékoli povinnosti

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.

kteroukoli ze Stran, jez ma byt takovou
Stranou spinéna na zakladé podminek této
Smlouvy, bude prominuto v dlisledku zaplav,
pozarl i jinych projevd Vy$Si moci, nehod,
valek, nepokojl, embarg, prodleni dopravc,
nemoznosti opatfit pfislusné materialy,
nebude-li dodana elektricka energie &i jiné
pfirodni zdroje, v dusledku rozhodnuti,
zakazl Ci omezeni statniho/spravniho Gradu
¢i jiného prvku vysSi 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
vSak za podminky, Ze takto dot€ena Strana
vyvine odpovidaji usili za uelem odstranéni
¢i napravy ¢&i prekonani jakéhokoli takového
ddvodu ¢i pfi¢iny a bude pokracovat v pInéni
svych povinnosti v nejblizZSim mozném
Casovém okamziku.
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17. MISCELLANEOUS 17. RUZNE
17.1 Entire Agreement 17.1. Celistvost Smlouvy
This Agreement, including its attachment(s), Tato Smlouva, v&etné& pfiloh, pfedstavuje
constitutes the sole and complete vyhradni, celistvé a Uplné ujednani Stran a
agreement between the Parties and nahrazuje veskeré ostatni pisemné a ustni
replaces all other written and oral dohody vztahujici se k této Studii.
agreements relating to the Study.
17.2 No Waiver/Enforceability 17.2. Vzdani se uplatnéni/Vynutitelnost
Failure to enforce any term of this Neuplatnéni jakéhokoli prava ¢i podminky této
Agreement shall not constitute a waiver of Smlouvy nezaklada domnénku vzdani se
such term. uplatnéni takového prava ¢i podminky.
If any part of this Agreement is found to be V pfipadé, Ze bude kterakoli ¢ast této Smlouvy
unenforceable, the rest of this Agreement shledana jako nevykonatelna, zbytek této
will remain in effect. Smlouvy zlstane i nadale v platnosti.
This Agreement may only be extended or Tuto Smlouvu je mozné prodluzovat nebo
otherwise amended by written numbered jinym zpusobem ménit pouze na zakladé
amendment executed by all Parties. pisemného Cislovaného dodatku ke smlouvée
podepsaného viemi Stranami.
17.3 Assignment of the Agreement 17.3. Pfevod Smlouvy
This Agreement shall be binding upon the Tato Smlouva bude zavazna vuci Stranam i
Parties and their successors and assigns. jejich pravnim nastupcim a postupnikam.
The Site shall not assign or transfer any Misto provadéni klinického hodnoceni
rights or obligations under this Agreement neprevede jakakoli prava &i zavazky z této
without the written consent of IQVIA and Smlouvy bez pfedchoziho pisemného
Sponsor. souhlasu IQVIA nebo Zadavatele.
Upon Sponsor’s request, IQVIA may assign Na zakladé Zadosti Zadavatele je spolecnost
this Agreement to Sponsor or to a third IQVIA opravnéna pfevést tuto Smlouvu na
party, and IQVIA shall not be responsible for Zadavatele nebo jakoukoli tfeti stranu, a
any obligations or liabilities under this IQVIA nebude odpovédna za jakékoli zavazky
Agreement that arise after the date of the ¢i odpovédnosti dle této Smlouvy, jez
assignment, and the Site hereby consents vyplynou po datu pfevodu a Misto provedeni
to such an assignment. Site will be given klinického hodnoceni timto souhlasi s
prompt written notice of such assignment by takovym postoupenim. Mistu provedeni
the assignee. klinického hodnoceni bude takové postoupeni

¢Ci pfevod oznameno pisemné bez zbytecného
odkladu nabyvatelem.

17.4. Applicable Law 17.4 Rozhodné pravo

This Agreement shall be interpreted and Tato Smlouva bude vykladana a vymahana v
enforced under the laws of the Czech souladu s pravnim fadem Ceské republiky.
Republic

All disputes arising from this Agreement will Veskeré spory z této Smlouvy budou feSeny
be resolved before the competent courts of pred pfisluSnymi soudy Ceské republiky.

the Czech Republic.

17.5 Prevailing_language 17.5 Rozhodna jazykova verze.

The Agreement is drawn up in English and Tato Smlouva je vyhotovena v anglickém a
in Czech language versions. In case of any Ceském jazykovém znéni. V  pfipadé
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dispute Czech language version shall
prevail.

jakéhokoli rozporu bude rozhodujici Eeska
jazykova verze.

17.6 Survival:

17.6  Pretrvavajici platnost:

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

Podminky této Smlouvy, jez obsahuji prava a
povinnosti, jez svoji povahou pFekraduji
okamzik dokonceni  Studie, zlstanou
zavazné i v pfipadé ukonceni Ci vyprseni
platnosti této Smlouvy, a to i v pfipadé, ze tak
neni v této Smlouvé vyslovné uvedeno.

17.7 Counterparts

17.7 Vyhotoveni

This Agreement is executed in 4
counterparts, one of which will receive each
Party.

Tato Smlouva je vyhotovena ve 4
vyhotovenich, z nichz kazda smluvni strana
obdrzi po jednom.

In compliance with Sec. 558 (2) of Act No.
89/2012 Coll., Civil Code, as amended, the
Parties hereby exclude the use of business
practices between the Parties.

Smluvni strany timto v souladu s § 558 odst.
2 zdkona ¢. 89/2012 sb., oblanského
zakoniku, ve znéni pozdéjSich predpisu,
vyslovné  vylu€uji  pouziti  obchodnich
zvyklosti ve svém pravnim styku v souvislosti
s touto Smlouvou.

Sponsor and IQVIA hereby undertake not to
conclude any other contract with any
employee of the Institution in connection
with this Study.

Zadavatel/IQVIA se timto zavazuje, ze v
souvislosti s touto Studii ve Zdravotnickém
zarizeni neuzavie zadnou jinou smlouvu s
zadnym zaméstnancem Zdravotnického
zafizeni.

THIS SECTION IS INTENTIONALLY
LEFT BLANK

TATO CAST JE ZA!VIERNE PONECHANA
PRAZDNA

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.0.,
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By/ Jméno: Ing. Eva Falbrova

Title/ Funkce: Managing Director / Jednatelka

Signature/ Podpis:

Date/ Datum: 26.06.2023

ACKNOWLEDGED AND AGREED BY Fakultni nemocnici u sv. Anny v Brné:/ NA DUKAZ SOUHLASU
PRIPOJUJE SVUJ PODPIS OPRAVNENY ZASTUPCE Fakultni nemocnici u sv. Anny v Brné:

By/ Jméno: Ing. Vlastimil Vajdak

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

Signature/ Podpis:

Date/ Datum: 30.06.2023

ACKNOWLEDGED AND AGREED BY THE INVESTIGATOR/ Na dikaz souhlasu pfipojuje svij podpis
Zkousejici:

Name/ Jméno: § |

Signature/ Podpis:

Date/ Datum: 21.07.2023

Signed by IQVIA RDS Czech Republic, s.r.o., under a Power of Attorney dated 19 July 2022, in the hame
of Biotest AG / Podepsano IQVIA RDS Czech Republic, s.r.o., na zakladé PIné moci vystavené dne 19.
Cervence 2022, jménem Biotest AG

Name/ Jméno: Ing. Eva Falbrova

Signature/ Podpis:

Date/ Datum: 26.06.2023

Attachments: Prilohy:
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Attachment A — Budget and payment schedule PFiloha A — Rozpocet a platebni pfehled

Attachment B — Data Processing Agreement PFiloha B — Dohoda o zpracovani osobnich udaju

Attachment C - Data protection information for Pfiloha C — Sdéleni ke zpracovani osobnich udaju

members of a clinical trial site pro pracovniky Mista provadéni klinického
hodnoceni
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ATTACHMENT A
BUDGET & PAYMENT SCHEDULE

A.PAYEE DETAILS

The Parties agree that the payees designated below
are the proper payees for this Agreement, and that
payments under this Agreement will be made only to
the following payees (“Payees”):

KHL/2023/011/La

PRILOHA A
ROzPOCET A ROZPIS PLATEB

A. UDAJE O PRIJEMCI PLATEB

Smluvni Strany se dohodly, Ze nize uvedeni pfijemci
plateb jsou Fadnymi pfijemci plateb z této Smlouvy a ze
platby vyplacené podle této Smilouvy budou hrazeny
vyhradné témto pfijemcum plateb (dale jen ,Pfijemci
plateb®):
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ATTACHMENT C

DATA PROCESSING AGREEMENT
pursuant to Article 28 GDPR (General Data
Protection Regulation)

Biotest AG
LandsteinerstralRe 5
63303 Dreieich
Germany

between

hereinafter referred to as “Biotest” or “Controller”
and

Fakultni nemocnice u sv. Anny v Brné, having a
place of business at Pekarska 664/53, 602 00
Brno, Czech Republic

hereinafter referred to as “Site” or “Processor”

Biotest AG and Site are hereinafter referred to as a
“Party”, both collectively as the “Parties”.

WHEREAS Biotest delegates to IQVIA RDS Czech
Republic, s.r.0., having a place of business at
Pernerova 691/42, 186 00 Praha 8 - Karlin, Czech
Republic (hereinafter “IQVIA”) to agree to the
obligations specified herein on Biotest’s behalf.

Preamble

Biotest is a pharmaceutical company engaged in the
discovery, development, manufacture and sale of
therapeutic products and sponsors the clinical trial
"A randomized, placebo-controlled, double-blind,
multi-center, phase Il study investigating the
efficacy and safety of trimodulin (BT588) as add-on
therapy to standard care in adult subjects with
severe community-acquired pneumonia (SCAP).”
BIOTEST Trial No. 996 (hereinafter called "Trial").
Purpose of the Trial is to evaluate the safety and
efficacy of the investigational product Trimodulin.
Under the terms of the Clinical Trial Agreement
existing between Biotest, IQVIA and the Processor
relating to the conduct of the Trial (hereinafter:
“Main Contract”), the Processor shall process
personal data on behalf of the Controller.
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PRiLOHA B

DOHODA O ZPRACOVANIi OSOBNICH UDAJU
podle €l. 28 Obecného nafizeni o ochrané
osobnich udaji (GDPR)

Biotest AG
Landsteinerstralie 5
63303 Dreieich
Némecko

mezi spole¢nosti

dale jen ,Biotest” nebo ,Spravce udaju*,
a

Fakultni nemocnice u sv. Anny v Brné, se
sidlem Pekafska 664/53, 602 00 Brno, Ceskéa
republika
dale jen ,Misto provadéni klinického
hodnoceni“ nebo ,Zpracovatel udajt*.

Spole¢nost Biotest AG a Misto provadéni
klinického hodnoceni jsou dale oznacCovany

jednotlivé jako ,Strana“, resp. spole¢né jako
LStrany®.

Spole€nost Biotest povéfuje spolecnost IQVIA
RDS Czech Republic, s.r.0o., se sidlem

Pernerova 691/42, 186 00 Praha 8 - Karlin, Ceska
republika (dale jen ,IQVIA®), aby jejim jménem
a za ni vstoupila do zavazkd uvedenych v této
Dohodé.

Uvodni ustanoveni

Biotest je farmaceuticka spole€nost zabyvajici se
objevovanim, vyvojem, vyrobou a prodejem
léCivych pfipravk(l a je zadavatelem klinického
hodnoceni s nazvem Randomizované, placebem
kontrolované, dvojité zaslepené, multicentrické
klinické hodnoceni faze Ill k posouzeni U¢innosti
a bezpecnosti trimodulinu  (pfipravku BT588)
u dospélych  hospitalizovanych  pacientd  se
zavaznou  komunitni  pneumonii  (sCAP),
€. klinického hodnoceni BIOTEST 996 (dale jen
»Studie”).

Ugelem Studie je vyhodnotit bezpe&nost
a ucinnost zkouSeného pfipravku trimodulinu.

Na zakladé Smlouvy o provadéni klinického
hodnoceni uzaviené mezi spoleCnosti Biotest,
spoleCnosti  IQVIA  a Zpracovatelem  udaju
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The Processor (Study Staff and the Investigator)
will collect personal data of Study Subjects and
enter it in the electronic Case Report Form
(eCRF) provided by the Controller. The
Controller will evaluate the Study Data collected
and stored in this eCRF.

v souvislosti s provadénim Studie (dale jen
»Hlavni smlouva“) zpracovava Zpracovatel udaju
osobni Udaje pro Spravce udaju.

Zpracovatel udaji (Studijni tym a Zkousejici)
bude shromazdovat osobni Udaje Subjektt
studie a zadavat je do elektronického zaznamu

subjektu hodnoceni (eCRF), ktery mu
poskytne Spravce udaji. Spravce udaji bude
Studijni data audaje shromazdované

a zadavané do formulara eCRF vyhodnocovat.

This Data Processing Agreement is directed
exclusively to the personal data in the eCRF. In all
other respects, both parties are solely and
separately responsible for the processing of
personal data within the scope of the Trial.

Tato Dohoda o zpracovani osobnich udaju se
vztahuje vyhradné na osobni udaje ve formulafich
eCRF. Ve v8ech ostatnich ohledech jsou za
zpracovani osobnich (daji  vramci Studie
odpovédné vyhradné samostatné obé Strany.

SECTION ODDIL |

1) Clause 1 - Purpose and scope 1) Dolozka 1 — Ugel a oblast piisobnosti
(@) Ugelem této Dohody o zpracovani
osobnich udajl (dale ,Dohoda*) je zajistit
soulad s ¢lankem 28 odst. 3 a 4 Nafizeni

(@) The purpose of this Data Processing
Agreement (the Agreement) is to ensure
compliance with Article 28(3) and (4) of

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).

(b) The Controllers and Processors listed in

Annex | have agreed to these Clauses in

order to ensure compliance with Article
28(3) and (4) of Regulation (EU) 2016/679

and/or Article 29(3) and (4) of Regulation
(EU) 2018/1725.

(c) These Clauses apply to the processing of

personal data as specified in Annex II.

(d) Annexes | to IV are an integral part of the

Clauses.

(e) These Clauses are without prejudice to
obligations to which the Controller is subject
by virtue of Regulation (EU) 2016/679

and/or Regulation (EU) 2018/1725.

Evropského parlamentu a Rady (EU)
2016/679 ze dne 27.dubna 2016
o ochrané fyzickych osob v souvislosti se
zpracovanim osobnich Udaju a o volném
pohybu téchto Gdaju a o zruSeni smérnice
95/46/ES (Obecné nafizeni o ochrané
osobnich udaja).

(b) Spravci a zpracovatelé 0dajd uvedeni
v pfiloze | souhlasili s t€mito dolozkami,
aby zajistili soulad s ¢lankem 28 odst. 3
a4 nafizeni (EU) 2016/679,
resp. ¢lankem 29 odst. 3 a4 nafizeni
(EVU) 2018/1725.

(c) Tyto dolozky plati pro zpracovani
osobnich udaji podle pfilohy .

(d) Nedilnou souc&asti doloZek jsou pfilohy
laz IV.

(e) Témito dolozkami nejsou  doteny
povinnosti, které se vztahuji na Spravce
udaju na zakladé natizeni (EU) 2016/679,
resp. nafizeni (EU) 2018/1725.

These Clauses do not by themselves ensure Tyto dolozky samy o sobé nezajistuji spinéni
compliance with obligations related to international povinnosti souvisejicich s pfedavanim udaju do
transfers in accordance with Chapter V of =zahrani¢i podle kapitolyV nafizeni (EU)
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Regulation (EU) 2016/679 and/or Regulation (EU) 2016/679, resp. podle nafizeni (EU) 2018/1725.

2018/1725.
2) Clause 2 — Invariability of the Clauses 2) Dolozka 2 — Neménnost dolozek

(a) The Parties undertake not to modify the (a) Strany se zavazuji, ze s vyjimkou
Clauses, except for adding information to dopInéni informaci do pfiloh nebo
the Annexes or updating information in aktualizace informaci v nich uvedenych
them. nebudou tyto dolozky ménit.

(b) This does not prevent the Parties from (b) To Stranam nebrani v tom, aby Dohodu
including the Agreement laid down in these stanovenou v téchto dolozkach zahrnuly
Clauses in a broader contract, or from do SirSi smlouvy nebo doplnily dalsi
adding other clauses or additional dolozky nebo dalSi zaruky, pokud
safeguards provided that they do not nebudou pfimo nebo nepfimo v rozporu
directly or indirectly contradict the Clauses s témito dolozkami nebo tim nebudou
or detract from the fundamental rights or dotéena zakladni prava nebo svobody
freedoms of data subjects. subjektll udaju.

3) Clause 3 — Interpretation 3) Dolozka 3 — Vyklad

(a)

(b)

Where these Clauses use the terms defined
in Regulation (EU) 2016/679 or Regulation
(EU) 2018/1725 respectively, those terms
shall have the same meaning as in that
Regulation.

These Clauses shall be read and
interpreted in the light of the provisions of
Regulation (EU) 2016/679 or Regulation
(EV) 2018/1725 respectively.

(@)

(b)

Pokud se vtéchto dolozkach pouzivaji
pojmy, které jsou vymezeny v nafizeni
(EU) 2016/679 nebo v nafizeni (EU)
2018/1725, maiji tyto pojmy stejny vyznam
jako v pfislusném nafizeni.

Tyto dolozky je tfeba d&ist a vykladat
s ohledem na ustanoveni nafizeni (EU)
2016/679, resp. nafizeni (EU) 2018/1725.

(c) Tyto dolozky nelze vykladat zplsobem,

(c) These Clauses shall not be interpreted in a ktery by byl vrozporu s pravy
way that runs counter to the rights and a povinnostmi stanovenymi v nafizeni
obligations provided for in Regulation (EU) (EU) 2016/679, resp. nafizeni (EU)
2016/679 / Regulation (EU) 2018/1725 or in 2018/1725 ani zplUsobem, ktery by

a way that prejudices the fundamental
rights or freedoms of the data subjects.

4) Clause 4 - Hierarchy

In the event of a contradiction between
these Clauses and the provisions of related
Agreements between the Parties existing at
the time when these Clauses are agreed or
entered into thereafter, these Clauses shall
prevail.

SECTION Il — OBLIGATIONS OF THE PARTIES

poskozoval zakladni prava nebo svobody
subjekt(l udaju.

4) Dolozka 4 — Hierarchie

V pfipadé rozporu mezi témito dolozkami
a ustanovenimi souvisejicich dohod mezi
Stranami, které existovaly v dobé
sjednani téchto doloZek, nebo které byly
uzavieny az po jejich sjednani, maji tyto
doloZky pfednost.

CLANEK Il - POVINNOSTI STRAN
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5) Clause 5 - Description of processing(s)

The details of the processing operations, in
particular the categories of personal data
and the purposes of processing for which
the personal data is processed on behalf of
the Controller, are specified in Annex Il

6) Clause 6 — Obligations of the Parties

6.1.Instructions

(@) The Processor shall process personal data

only on documented instructions from the
Controller, unless required to do so by
Union or Member State law to which the
Processor is subject. In this case, the
Processor shall inform the Controller of that
legal requirement before processing,
unless the law prohibits this on important
grounds of public interest. Subsequent
instructions may also be given by the
Controller throughout the duration of the
processing of personal data. These
instructions shall always be documented.

(b) The Processor shall immediately inform the

Controller if, in the Processor’s opinion,
instructions given by the Controller infringe
Regulation (EU) 2016/679 / Regulation
(EU) 2018/1725 or the applicable Union or
Member State data protection provisions.

6.2.Purpose limitation

The Processor shall process the personal data only
for the specific purpose(s) of the processing, as set
out in Annex I, unless it receives further instructions

from the Controller.

6.3.Duration of the processing of personal data

Processing by the Processor shall only take place

for the duration specified in Annex Il.

6.4.Security of processing

(a) The Processor shall at least implement the
measures
specified in Annex Il to ensure the security

technical and organisational
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5) Dolozka 5 — Popis zpracovani

Podrobnosti o ¢innostech zpracovani, zejména
kategorie osobnich Udaji a ucely zpracovani, pro
které jsou osobni Udaje pro Spravce udajl
zpracovavany, jsou uvedeny v Pfiloze Il.

6) Dolozka 6 — Povinnosti Stran

6.1 Pokyny

(a) Zpracovatel udajlii bude osobni Udaje
zpracovavat pouze na zakladé
pisemnych pokyn( Spravce udaju, pokud
zpracovani nevyzaduji pravni predpisy
Unie nebo &lenského statu, které se na
néj vztahuji. V takovém pfipadé bude

Zpracovatel Udaji0  Spravce  udajl
o takovém zakonném pozadavku
informovat jeSté pfed zpracovanim,
ledaze by pravni predpisy takové
informovani  zakazovaly  z dllezZitych
davodu vefejného zajmu. Po celou dobu
zpracovani  osobnich  udaji  muze
Spravce Udaju  vydavat inasledné

pokyny. Také takové pokyny museji mit
vzdy pisemnou podobu.

(b) Zpracovatel udaji neprodlené informuje
Spravce udajl, pokud podle jeho nazoru
pokyny Spravce udaju porusuji nafizeni
(EU) 2016/679, resp. nafizeni (EU)
2018/1725 nebo pfislusné pravni
predpisy Unie nebo Cd{lenského statu
0 ochrané osobnich udajl.

6.2 Omezeni ucelu

Zpracovatel udaji zpracovava osobni Udaje
pouze pro konkrétni ucel (ucely) zpracovani
uvedeny/uvedené v pfiloze Il, pokud od Spravce
udaju nedostane dalsi pokyny.

6.3 Doba zpracovani osobnich udajt

Zpracovani Zpracovatelem udaji bude probihat
pouze po dobu uvedenou v pfiloze Il.

6.4 Zabezpeceni zpracovani

(a) Zpracovatel
technicka
uvedena

udaji zavede minimalné
a organizacni opatfeni
v pfiloze Il a zajisti  jimi
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of the personal data. This includes
protecting the data against a breach of
security leading to accidental or unlawful
destruction, loss, alteration, unauthorised
disclosure, or access to the data (personal
data breach). In assessing the appropriate
level of security, the Parties shall take due
account of the state of the art, the costs of
implementation, the nature, scope, context
and purposes of processing and the risks
involved for the data subjects.
(b) The Processor shall grant access to the
personal data undergoing processing to
members of its personnel only to the extent
strictly necessary for implementing,
managing, and monitoring of the contract.
The Processor shall ensure that persons
authorised to process the personal data
received have committed themselves to
confidentiality or are under an appropriate
statutory obligation of confidentiality.

6.5.Sensitive data

If the processing involves personal data revealing
racial or ethnic origin, political opinions, religious or
philosophical beliefs, or trade union membership,
genetic data, or biometric data for the purpose of
uniquely identifying a natural person, data
concerning health or a person’s sex life or sexual
orientation, or data relating to criminal convictions
and offences (“sensitive data”), the Processor shall
apply specific restrictions and/or additional
safeguards.

6.6.Documentation and compliance

(@) The Parties shall be able to demonstrate
compliance with these Clauses.

(b) The Processor shall deal promptly and
adequately with inquiries from the
Controller about the processing of data in
accordance with these Clauses.

(c) The Processor shall make available to the
Controller all information necessary to
demonstrate  compliance  with  the
obligations that are set out in these Clauses
and stem directly from Regulation (EU)
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bezpec¢nost osobnich udaju. To zahrnuje
ochranu udaja proti poruseni
zabezpeceni, které vede k nahodnému
nebo protipravnimu znieni, ztraté,
zméné nebo neopravnénému poskytnuti
nebo zpfistupnéni uadaja  (poruseni
zabezpeCeni osobnich  udaju). Pfi
posuzovani vhodné urovné zabezpeleni
Strany fadné zohledni aktualni stav
techniky, naklady na provedeni, povahu,
rozsah, kontext aucCel nebo ucely
zpracovani a rizika pro subjekty udaju.
(b) Zpracovatel udaji umozni pfistup ke
zpracovavanym osobnim Udajum svym
zaméstnancim pouze v rozsahu
nezbytné nutném pro plnéni, fizeni
a monitorovani  smlouvy. Zpracovatel
zajisti, aby se osoby opravnéné
zpracovavat predavané osobni uUdaje
zavazaly k zachovani dlvérnosti nebo
aby se na né vztahovala odpovidajici
zakonna povinnost zachovani divérnosti.

6.5.Citlivé udaje

Jestlize zpracovani zahrnuje osobni Udaje
vypovidajici o rasovém nebo etnickém puavodu,
politickych nazorech, nabozenském vyznani nebo
filozofickém presvédcéeni nebo Clenstvi
v odborech, genetické udaje nebo biometrické
Udaje za uCelem jedine¢né identifikace fyzické
osoby, Udaje o zdravotnim stavu €i o sexualnim
zivoté nebo sexualni orientaci fyzické osoby nebo
Udaje tykajici se rozsudkd v trestnich vécech
nebo trestnych ¢&ind (dale jen ,citlivé udaje®),
Zpracovatel udaja uplatni  zvlastni omezeni
a/nebo dalsi zaruky.

6.6.Dokumentace a plnéni povinnosti

(@) Strany museji byt schopny prokazat
dodrzovani téchto dolozek.

(b) Zpracovatel udaji bude neprodlené

odpovidat na dotazy Spravce udajl

ohledné zpracovani udaji podle téchto

doloZek.

(c) Zpracovatel udaji poskytne Spravci udaju
veSkeré informace nezbytné k prokazani
spInéni povinnosti stanovenych témito
dolozkami a vyplyvajicich pfimo
z narizeni (EU) 2016/679, resp. nafizeni
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(d)

(e)

2016/679  and/or  Regulation  (EU)
2018/1725. At the Controller's request, the
Processor shall also permit and contribute
to audits of the processing activities
covered by these Clauses, at reasonable
intervals or if there are indications of non-
compliance. In deciding on a review or an
audit, the Controller may consider relevant
certifications held by the Processor.

The Controller may choose to conduct the
audit by itself or mandate an independent
auditor. Audits may also include inspections
at the premises or physical facilities of the
Processor and shall, where appropriate, be
carried out with reasonable notice.

The Parties shall make the information
referred to in this Clause, including the
results of any audits, available to the
competent supervisory authority/ies on
request.

6.7.Use of sub-Processors

(a)

(b)

The Processor shall not subcontract any of
its processing operations performed on
behalf of the Controller in accordance with
these Clauses to a sub-Processor, without
the Controller's prior specific written
authorisation. The Processor shall submit
the request for specific authorisation at
least 4 weeks prior to the engagement of
the sub-Processor in question, together
with the information necessary to enable
the Controller to decide on the
authorisation. The list of sub-Processors
authorised by the Controller can be found in
Annex IV. The Parties shall keep Annex IV
up to date.

Where the Processor engages a sub-
Processor for carrying out specific
processing activities (on behalf of the
Controller), it shall do so by way of a
contract which imposes on the sub-
Processor, in substance, the same data
protection obligations as the ones imposed
on the data Processor in accordance with
these Clauses. The Processor shall ensure

(d)

(e)

KHL/2023/011/La

(EU) 2018/1725. Na zadost Spravce
udaji Zpracovatel udaju také umozni
audity ¢innosti zpracovani udaji podle
téchto dolozek v pfiméFfenych intervalech

nebo pfi zjisténi naznakd mozného
nedodrzovani predpisi abude pfi
takovych auditech poskytovat svoji

soucinnost. Pfi rozhodovani o pfezkumu
nebo auditu mize Spravce udaja
zohlednit pfislusné certifikace ziskané
Zpracovatelem udaja.

Spravce udaji se mlze rozhodnout, zda
audit provede sam, nebo zda jim povéfi
nezavislého auditora. Soucasti auditu
mohou byt také inspekce v prostorach
nebo fyzickych zafizenich Zpracovatele
Udajl provadéné v pripadé potfeby na
z4kladé oznameni zaslaného
v pfiméfeném predstihu.

uvedené vtomto ¢lanku,
véetné vysledkll pfipadnych auditd,
poskytnou Strany na pozadani
pfislusnému dozorovému uradu.

Informace

6.7 Vyuziti diléich zpracovatelu

(@)

(b)

Bez pfedchoziho vyslovného souhlasu
Spravce Udaju nesmi Zpracovatel udajl
¢innostmi zpracovani provadénymi pro
Spravce udaju podle téchto dolozek
pové&fovat dil&i zpracovatele. Zadost
0 zvlastni povoleni musi Zpracovatel
udaji predlozit nejméné Ctyfi tydny pred
povéienim dil¢iho zpracovatele a uvést
v ni nezbytné informace, aby Spravce
udaju  mohl o povoleni rozhodnout.
Seznam dilich zpracovatelu
schvalenych Spravcem udaju je uveden
v pfiloze IV. Strany budou Pf¥ilohu IV
aktualizovat.

Pokud  Zpracovatel udaju  povéfi
provadénim konkrétnich ginnosti
zpracovani  (pro  Spravce) dilgiho
zpracovatele, ucini tak na zakladé

smlouvy, ktera dil¢imu zpracovateli ulozi

v podstaté stejné povinnosti ohledné
ochrany osobnich (dajl, jaké jsou
ulozeny Zpracovateli udaju  témito

dolozkami. Zpracovatel udaji zajisti, aby
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(c)

(d)

(e)

that the sub-Processor complies with the
obligations to which the Processor is
subject pursuant to these Clauses and to
Regulation  (EU) 2016/679  and/or
Regulation (EU) 2018/1725.

At the Controller’'s request, the Processor
shall provide a copy of such a sub-
Processor agreement and any subsequent
amendments to the Controller. To the
extent necessary to protect business secret
or other confidential information, including
personal data, the Processor may redact
the text of the agreement prior to sharing
the copy.

The Processor shall remain fully
responsible to the Controller for the
performance of the sub-Processor’s

obligations in accordance with its contract
with the Processor. The Processor shall
notify the Controller of any failure by the
sub-Processor to fulfil its contractual
obligations.

The Processor shall agree a third-party
beneficiary clause with the sub-Processor
whereby - in the event the Processor has
factually disappeared, ceased to exist in law
or has become insolvent - the Controller
shall have the right to terminate the sub-
Processor contract and to instruct the sub-
Processor to erase or return the personal
data

6.8.International transfers

(@)

(b)

Any transfer of data to a third country or an
international organisation by the Processor
shall be done only on the basis of
documented  instructions  from  the
Controller or in order to fulfil a specific
requirement under Union or Member State
law to which the Processor is subject and
shall take place in compliance with Chapter
V of Regulation (EU) 2016/679 or
Regulation (EU) 2018/1725.

The Controller agrees that where the
Processor engages a sub-Processor in
accordance with Clause 7.7. for carrying out
specific processing activities (on behalf of
the Controller) and those processing

(c)

(d)

(e)
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dil¢i zpracovatel plnil povinnosti, které se
na néj vztahuji podle té&chto dolozek
apodle nafizeni (EU) 2016/679,
resp. nafizeni (EU) 2018/1725.

Zpracovatel idaju poskytne Spravci udajl
na jeho Z&dost kopii smlouvy s dil¢im
zpracovatelem a pfipadnych pozdé&jsich
dodatk k ni. Pokud to bude nezbytné pro
ochranu obchodniho tajemstvi nebo
jinych  davérnych informaci, vcetné
osobnich Udajli, maze Zpracovatel udajl
text smlouvy pfed pfedanim kopie upravit.

Plnou odpovédnost za plnéni povinnosti
dil¢iho zpracovatele podle jeho smlouvy
se Zpracovatelem udajl nese inadale
Zpracovatel Udajl. Zpracovatel udaju je
povinen oznamit Spravci udaju pfipadné
neplnéni smluvnich povinnosti ze strany
dil¢iho zpracovatele.

Zpracovatel sjedna s diléim
zpracovatelem dolozku o opravnéné ftreti
strané, podle niz bude mit Spravce udajl
v pfipadé, Ze by Zpracovatel udajl
fakticky zanikl, pfestal pravné existovat
nebo se dostal do platebni neschopnosti,

pravo vypovédét smlouvu s dil¢im
zpracovatelem a udelit dil¢imu
zpracovateli pokyn k vymazani nebo

vraceni osobnich udajd.

6.8 Predavani do zahranici

(@)

(b)

Pfipadné pfedavani udaja do treti zemé
nebo mezinarodni organizaci
Zpracovatelem Udaj smi probihat pouze
na zakladé pisemnych pokynu Spravce
udajd nebo za ucelem  spInéni
konkrétniho pozadavku podle pravnich
predpisi Unie nebo ¢lenského statu
vztahujicich se na Zpracovatele udajl
amusi byt provadéno v souladu
s kapitolou V nafizeni (EU) 2016/679,
resp. nafizeni (EU) 2018/1725.

Spravce udaju souhlasi s tim, ze pokud
Zpracovatel Udajli povéfi provadénim
konkrétnich ¢&innosti zpracovani (pro
Spravce) podle bodu 7.7  dil¢iho
zpracovatele a takove ¢innosti
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activities involve a transfer of personal data
within the meaning of Chapter V of
Regulation (EU) 2016/679, the Processor
and the sub-Processor can ensure
compliance with Chapter V of Regulation

KHL/2023/011/La

zpracovani budou zahrnovat pfedavani
osobnich udaji ve smyslu kapitoly V
narizeni  (EU) 2016/679, mohou
Zpracovatel Udaji a diléi zpracovatel
zajistit soulad s kapitolou V nafizeni (EU)

(EU) 2016/679 by using standard 2016/679 pouzitim standardnich
contractual clauses adopted by the smluvnich dolozek pfijatych Komisi podle
Commission in accordance with of Article ¢l. 46 odst. 2 nafizeni (EU) 2016/679,
46(2) of Regulation (EU) 2016/679, pokud budou splnény podminky pro jejich

provided the conditions for the use of those
standard contractual clauses are met.

pouziti.

7) Clause 7 — Assistance to the Controller 7)Dolozka 7 — Soucéinnost pro Spravce
udajua
(@) The Processor shall promptly notify the () Zpracovatel udaju bude Spravce udaju

(b)

(©

Controller of any request it has received
from the data subject. It shall not respond to
the request itself, unless authorised to do so
by the Controller.

The Processor shall assist the Controller in
fulfilling its obligations to respond to data
subjects’ requests to exercise their rights,
considering the nature of the processing. In
fulfilling its obligations in accordance with
(a) and (b), the Processor shall comply with
the Controller’s instructions.

In addition to the Processor’s obligation to
assist the Controller pursuant to Clause
8(b), the Processor shall furthermore assist
the Controller in ensuring compliance with
the following obligations, considering the
nature of the data processing and the
information available to the Processor:

(1) the obligation to
assessment of the

carry out an
impact of the

(b)

(©

neprodlené informovat o kazdé zadosti,
kterou obdrzi od Subjektl udaji. Bez
povéfeni Spravce Uudaju nebude na
zadosti odpovidat sam.

Zpracovatel Udaji bude Spravci udajl
poskytovat soucinnost pfi plnéni jeho
povinnosti odpovidat na zadosti Subjektu
Udajt o uplatnéni jejich prav s ohledem
na povahu zpracovani. Pfi pInéni svych
povinnosti podle pism.a) ab) se
Zpracovatel udajd bude Fidit pokyny
Spravce udaja.

Vedle povinnosti Zpracovatele udajl
poskytovat Spravci G(daju soucinnost
podle doloZky 8 pism. b) je Zpracovatel
udaju povinen poskytovat Spravci udajd
svoji sou€innost také pfi zajiStovani
souladu s nasledujicimi povinnostmi, a to
s ohledem na povahu zpracovani udajd
a informace, které ma Zpracovatel udajl
k dispozici:

(1) povinnost provést posouzeni dopadu
planovanych Cinnosti zpracovani na

envisaged processing operations on ochranu osobnich udaju
the protection of personal data (a ‘data (tzv. posouzeni vlivu na ochranu
protection impact assessment’) where osobnich  udaju), pokud bude
a type of processing is likely to result in pravdépodobné, Ze ur€ity druh

a high risk to the rights and freedoms of
natural persons;

zpracovani by mohl mit za nasledek
vysoké riziko pro prava a svobody
fyzickych osob;

(2) the obligation to consult the competent (2) povinnost obratit se jesté pred
supervisory authority/ies  prior to zpracovanim udajd na pfislusny
processing where a data protection dozorovy Ufad/ ufady, pokud
impact assessment indicates that the zposouzeni vlivu na ochranu
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processing would result in a high risk in
the absence of measures taken by the
Controller to mitigate the risk;

(3) the obligation to ensure that personal
data is accurate and up to date, by
informing the Controller without delay if
the Processor becomes aware that the
personal data it is processing is
inaccurate or has become outdated;

(4) the obligations in Article 32 of
Regulation (EU) 2016/679.

(d) The Parties shall set out in Annex lll the
appropriate technical and organisational
measures by which the Processor is
required to assist the Controller in the
application of this Clause as well as the
scope and the extent of the assistance
required.

8) Clause 8 — Notification of personal data
breach

In the event of a personal data breach, the
Processor shall cooperate with and assist the
Controller for the Controller to comply with its
obligations under Articles 33 and 34 of Regulation
(EU) 2016/679 or under Articles 34 and 35 of
Regulation (EU) 2018/1725, where applicable,
considering the nature of processing and the
information available to the Processor.

8.1 Data breach concerning data processed by
the Controller.

In the event of a personal data breach concerning
data processed by the Controller, the Processor
shall assist the Controller:

(a) in notifying the personal data breach to the
competent  supervisory authority/ies,
without undue delay after the Controller has
become aware of it, where relevant/(unless
the personal data breach is unlikely to result
in a risk to the rights and freedoms of
natural persons);

(b) in obtaining the following information which,
pursuant to Article 33(3) of Regulation (EU)
2016/679, shall be stated in the Controller’s
notification, and must at least include:
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osobnich  uadaji  vyplyne, Ze
zpracovani by vedlo k vysokému
riziku, jestlize by Spravce udaju

nepfijal opatfeni ke zmirnéni rizika;

(3) povinnost zajistit presnost
a aktualnost osobnich udaju tim, ze
neprodlené informuje Spravce udaja,
pokud zjisti, ze zpracovavané osobni
Udaje jsou nepfesné nebo zastaralé;

(4) povinnosti uvedené v &l. 32 nafizeni
(EVU) 2016/679.

(d) V pfiloze Il stanovi Strany vhodna
technicka a organizacni opatfeni, kterymi
je Zpracovatel Udajl povinen pomahat
Spravci udaja pfi uplatiiovani tohoto
¢lanku, véetné ucelu a rozsahu
pozadované soudinnosti.

8) Dolozka 8 — Oznameni
zabezpeceni osobnich udaju

o poruseni

V pfipadé poruseni zabezpeceni osobnich udajd
bude Zpracovatel udaji spolupracovat se
Spravcem Udajl a poskytne mu soucinnost pfi
pinéni jeho povinnosti podle &l. 33 a 34 nafizeni
(EU) 2016/679, resp. ¢l. 34 a 35 nafizeni (EU)
2018/1725, sohledem na povahu zpracovani
ainformace, které ma Zpracovatel udaju
k dispozici.

8.1 Poruseni ochrany zabezpeceni tykajici se
udaju zpracovavanych Spravcem udajua

V pfipadé poruSeni zabezpeceni osobnich udajd
tykajiciho se udaju zpracovavanych Spravcem
udaju je Zpracovatel udaji povinen poskytnout
Spravci udaju svoji sou€innost:

(a) pfi ohlaSovani poruseni zabezpecleni
osobnich udajl pFislusnému dozorovému
Ufadu/ufadim bez zbyte¢ného odkladu
poté, co se o ném Spravce Udaju dozvi,
je-i  to relevantni (ledaze bude
nepravdépodobné, ze by poruSeni
zabezpec€eni osobnich udaju mélo za

nasledek riziko pro prava a svobody
fyzickych osob);
(b) pfi ziskavani nasledujicich informaci,

které museji byt podle ¢l. 33 odst. 3
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(1) the nature of the personal data
including  where  possible, the
categories and approximate number of
data subjects concerned and the
categories and approximate number of
personal data records concerned,;

(2) the likely consequences of the personal

data breach;

(3) the measures taken or proposed to be

taken by the Controller to address the

personal data breach, including, where
appropriate, measures to mitigate its
possible adverse effects.

Where, and insofar as, it is not possible to provide
all this information at the same time, the initial
notification shall contain the information then
available and further information shall, as it
becomes available, subsequently be provided
without undue delay.

(c) in complying, pursuant to Article 34 of
Regulation (EU) 2016/679, with the
obligation to communicate without undue
delay the personal data breach to the data
subject, when the personal data breach is
likely to result in a high risk to the rights and
freedoms of natural persons.

8.2 Data breach concerning data processed by
the Processor.

In the event of a personal data breach concerning
data processed by the Processor, the Processor
shall notify the Controller without undue delay after
the Processor having become aware of the breach.
Such notification shall contain, at least:

(@) a description of the nature of the breach
(including, where possible, the categories
and approximate number of data subjects
and data records concerned);

(b) the details of a contact point where more

KHL/2023/011/La

nafizeni (EU) 2016/679
v oznameni  Spravce
minimalné téchto udaju:

uvedeny
udaju, ato

(1) povaha poruseni zabezpeceni
osobnich Udaju apokud mozno
kategorie a pfiblizny pocet dotéenych
subjektt Uudaji a kategorie a pfiblizny
pocet dotéenych zaznam( osobnich
udaju;

(2) pravdépodobné dusledky poruseni

zabezpeceni osobnich Udajq;

(3) opatfeni prijata nebo navrzena

Spravcem udaju s cilem vyresit dané

poruSeni zabezpeleni osobnich

Udajd, véetné pfipadnych opatreni ke

zmirnéni  moznych  nepfiznivych

dopadu.

Pokud neni mozné poskytnout vSechny tyto
informace najednou, musi pocatecni oznameni
obsahovat informace, které budou vté dobé
znamy, a dal$i informace museji byt poskytnuty
bez zbyte¢ného odkladu, jakmile budou ziskany.

plnéni povinnosti podle ¢&l. 34
(EU) 2016/679  bez
zbyte&ného odkladu oznamit
poruseni  zabezpeleni osobnich
Udaji subjektu udaja, pokud bude
pravdépodobné, ze poruseni
zabezpeceni osobnich udaju povede
k vysokému  riziku pro  prava
a svobody fyzickych osob.

(c) pri
narizeni

8.2 Poruseni ochrany zabezpeceni tykajici se
udaju zpracovavanych Zpracovatelem udaju

V pfipadé poruSeni zabezpeceni osobnich udajd
tykajiciho se udaju zpracovavanych
Zpracovatelem udaji oznami Zpracovatel udaju
takové poruseni Spravci udaji bez zbyte¢ného
odkladu poté, co se 0 ném dozvi. Oznameni musi
obsahovat alespon tyto udaje:

(a) popis povahy poruseni (pokud mozno
vCetné kategorii a pfiblizného poctu
dotéenych subjektd Udaju a zaznamd
udaja);

(b) udaje o kontaktnim misté, kde Ize ziskat
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information concerning the personal data
breach can be obtained;

(c) its likely consequences and the measures
taken or proposed to be taken to address
the breach, including to mitigate its possible
adverse effects.

Where, and insofar as, it is not possible to provide
all this information at the same time, the initial
notification shall contain the information then
available and further information shall, as it
becomes available, subsequently be provided
without undue delay.

The Parties shall set out in Annex IIl all other
elements to be provided by the Processor when
assisting the Controller in the compliance with the
Controller’'s obligations under Articles 33 and 34 of
Regulation (EU) 2016/679.

SECTION Ill = FINAL PROVISIONS

9) Clause 9 - Non-compliance with the
Clauses and termination

(a) Without prejudice to any provisions of
Regulation  (EU)  2016/679  and/or
Regulation (EU) 2018/1725, in the event
that the Processor is in breach of its
obligations under these Clauses, the
Controller may instruct the Processor to
suspend the processing of personal data
until the latter complies with these Clauses
or the contract is terminated. The Processor
shall promptly inform the Controller in case
it is unable to comply with these Clauses,
for whatever reason.

The Controller shall be entitled to terminate
the contract insofar as it concerns
processing of personal data in accordance
with these Clauses if:

(b)

(1) the processing of personal data by the
Processor has been suspended by the
Controller pursuant to point (a) and if
compliance with these Clauses is not
restored within a reasonable time and
in any event within one month following
suspension;
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dalsi informace tykajici se poruseni
zabezpeceni osobnich udaj;

(c) pravdépodobné dusledky a opatfeni
pfijatd nebo navrZzena s cilem vyiesit
dané porudeni zabezpe€eni osobnich
Udaj, vcetné pripadnych opatfeni ke
zmirnéni moznych nepfiznivych dopad(.

Pokud neni mozné poskytnout v3echny tyto
informace najednou, musi pocatecni oznameni
obsahovat informace, které budou vté dobé
znamy, a dal$i informace museji byt poskytnuty
bez zbyte¢ného odkladu, jakmile budou ziskany.
V pfiloze lll  stanovi Strany vSechny dalSi
pozadavky na  soulinnost poskytovanou
Zpracovatelem udaji Spravci udaju pfi pInéni jeho
povinnosti podle ¢&l.33 a34 nafizeni (EU)
2016/679.

ODDIL Il - ZAVERECNA USTANOVENI

9) Dolozka 9 — Nedodrzeni dolozek
a vypoveézeni

(@) Aniz by tim byla dotena ustanoveni
nafizeni (EU) 2016/679, resp. nafizeni
(EU) 2018/1725, mize Spravce udajl
v pfipadé, ze Zpracovatel udaju porusi
své povinnosti podle téchto dolozek,
udélit Zpracovateli udaji pokyn, aby
pozastavil zpracovani osobnich daja,
dokud opét nebude splfiovat tyto dolozky

nebo pfipadné dokud nebude
vypovézena smlouva. Zpracovatel udajil
bude Spravce 4daji  neprodlené

informovat, pokud nebude z jakéhokoli

dlvodu schopen tyto dolozky dodrzovat.
(b) Spravce udajl je opravnén vypovédét
smlouvu Vvrozsahu, vnémz se tyka
zpracovani osobnich udaji podle téchto
dolozek, pokud:

(1) Spravce udaju pozastavi zpracovani
osobnich udaji Zpracovatelem udajl
podle pism. a) a dodrzovani téchto
dolozek nebude obnoveno
v pfiméfené [h{té, nejpozdéji do
jednoho mésice po pozastaveni
zpracovani;
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(©)

(d)

(2) the Processor is in substantial or
persistent breach of these Clauses or
its obligations under Regulation (EU)
2016/679 and/or Regulation (EU)
2018/1725;

(3) the Processor fails to comply with a
binding decision of a competent court or
the competent supervisory authority/ies
regarding its obligations pursuant to
these Clauses or to Regulation (EU)
2016/679 and/or Regulation (EU)
2018/1725.

The Processor shall be entitled to terminate
the contract insofar as it concerns
processing of personal data under these
Clauses where, after having informed the
Controller that its instructions infringe
applicable legal requirements in
accordance with Clause 7.1 (b), the
Controller insists on compliance with the
instructions.

Following termination of the contract, the
Processor shall, at the choice of the
Controller, delete all personal data
processed on behalf of the Controller and
certify to the Controller that it has done so,
or, return all the personal data to the
Controller and delete existing copies unless
Union or Member State law requires
storage of the personal data. Until the data
is deleted or returned, the Processor shall
continue to ensure compliance with these
Clauses.
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(2) Zpracovatel udaji podstatné nebo
trvale porusuje tyto dolozky nebo své
povinnosti podle nafizeni (EU)
2016/679, resp. nafizeni (EV)
2018/1725;

(3) Zpracovatel udaji nedodrzi zavazné
rozhodnuti pfislusného soudu nebo
pfislusného dozorového Uradu
tykajici se jeho povinnosti podle
téchto dolozek nebo nafizeni (EU)
2016/679, resp. nafizeni (EU)
2018/1725.

(c) Zpracovatel udaju je opravnén vypovédét
smlouvu vrozsahu, vjakém se tyka
zpracovani osobnich udaja podle téchto
dolozek, pokud bude Spravce udajl
i poté, co je Zpracovatelem udaju
v souladu s ustanovenim bodu 7.1
pism. b) informovan, Ze jeho pokyny
porusuji platné pravni pozadavky, trvat na
dodrzovani takovych pokynd.

(d) Po vypovézeni smlouvy Zpracovatel
Udaji podle uvazeni Spravce Uudaju
vymaze v8echny osobni udaje
zpracovavané pro Spravce Udajl
a potvrdi Spravci udaju, ze tak ucinil,
nebo vrati vSechny osobni Udaje Spravci
udaju a vymaze existujici kopie, ledaze
pravni pfedpisy Unie nebo c¢lenského
statu vyzaduji, aby osobni udaje nadale
uchovaval. Dokud  nejsou  Udaje
vymazany nebo vraceny, je Zpracovatel
Udajd  povinen nadale  zajiStovat
dodrzovani téchto dolozek.

Annexes: Prilohy:

Annex | List of parties. Pfiloha | Seznam stran

Annex Il Description of the processing Pfiloha Il Popis zpracovani

Annex Ill Technical and organisational measures PfFiloha lll Technicka a organizaéni opatfeni
including technical and organisational v€etné technickych a organizacnich
measures to ensure the security of the opatreni k zajisténi zabezpec€eni udaju
data Pfiloha IV Seznam dil€ich zpracovatell

Annex IV List of sub-Processors
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Signed by IQVIA RDS Czech Republic, s.r.o., in Acknowledged and agreed by Fakultni
the name of Biotest AG / Podepsano IQVIA RDS nemocnice u sv. Anny v Brné: / na dldkaz

Czech Republic, s.r.o. jménem Biotest AG souhlasu pfipojuje svlj podpis opravnény
z&stupce Fakultni nemocnice u sv. Anny v
Brné:

Name / Jméno: Name / Jméno: Ing. Vlastimil Vajdak

Signature / Podpis: Title / Funkce: Director / feditel

Date / Datum: Signature / Podpis:

Date / Datum:

ANNEX | — List of parties PRILOHA | — Seznam stran

Controller(s): Spravce/spravci udaji:
Name: Biotest AG Jméno: Biotest AG
Address: Landsteinerstralle 5, 63303 Dreieich, Adresa: Biotest AG, Landsteinerstralle 5,
Germany 63303 Dreieich, Némecko
Legal Department Pravni oddéleni
Data Protection Officer: Sebastian Schneider, Povéfenec pro ochranu osobnich Gdaju:
ISICO Datenschutz GmbH Sebastian Schneider, ISICO Datenschutz

E-Mail Address: I GmbH

E-mailova adresa: [N

Processor(s): [ldentity and contact details of the Zpracovatel/zpracovatelé uGdaja: [TotoZnost
Processor(s) and, where applicable, of the a kontakini udaje zpracovatele (zpracovatell)
Processor’s data protection officer] a pripadné poveérence pro ochranu osobnich udajt
zZpracovatele udaju]
Name: Fakultni nemocnice u sv. Anny v Brné
Address: Pekafska 53, 602 00 Brno, Czech Jméno: Fakultni nemocnice u sv. Anny v Brné
Republic Adresa: Pekarska 53, 602 00 Brno, Ceska

Data Protection Officer: republika
I - Povérenec pro ochranu osobnich Gdajd: [l
E, e-mail;
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ANNEX Il — Description of the processing

Categories _of data _subjects
personal data is processed.

e Study Subjects

e Investigators and other Study Staff

e Biotest employees and contracted service
providers, e.g., CROs and central
laboratories

Categories of personal data processed.

e Contact Details, CV'’s, Financial Disclosure
Form, Training Quialifications of
Investigators and Study Staff

Sensitive data processed (if applicable) and

whose 1.

KHL/2023/011/La

PRILOHA Il — Popis zpracovani

Kateqgorie subjektt udaji, jejichz osobni
udaje se zpracovavaji

e  Subjekty studie

e ZkouSejici a dalsi Elenové studijniho tymu

e Zameéstnanci spoleCnosti Biotest a smluvni
poskytovatelé sluzeb, napf. CRO
a centralni laboratore

Kategorie zpracovavanych osobnich udaju

e Kontaktni udaje, zivotopisy, formular pro
zverejnéni informaci o finanénich vztazich,
kvalifikace zkous$ejicich a ¢lenu studijniho
tymu

Citlivé udaje, které se predavaji

applied restrictions or safequards that fully

(v prislusnych  pfipadech), a uplatnéna

take into_consideration the nature of the

omezeni nebo zaruky, jez plné zohlednuji

data and the risks involved, such as for

povahu udajll a souvisejici rizika, napriklad

instance _strict purpose limitation, access

prisné omezeni Ucelu, omezeni pristupu

restrictions (including access only for staff

(v€etné pristupu pouze pro zaméstnance,

having followed specialised training),

kteri absolvovali specializované S$koleni),

keeping a record of access to the data,

vedeni zaznamu o pristupu k udajiim,

restrictions for onward transfers or

omezeni pro dalSi predavani nebo

additional security measures.

Pseudonymised health data of Study Subjects:

e Demographic information of Study
Subjects included in Medical Records
available at the Site and collected during
the Trial, i.e.(possibly) date of birth and/or
age,

o (possibly) initials,

o personal identification number
assigned to Study Subjects
participating in the Trial,

o (possibly) description of
characteristics of physical features
of the body including sex, origin.

e Health data of Study Subjects included in
Medical Records available at the Site and
collected during the Trial, i.e.

o Admission/discharge to hospital
and intensive care unit

o (Relevant elements of) medical
history,

o Health data including clinical test

dodateé¢na bezpecnostni opatreni:

Pseudonymizované zdravotni Udaje subjektl

studie:

e Demografické udaje subjektd studie
uvedené ve zdravotnich zaznamech
v misté provadéni klinického hodnoceni
a shromazdované béhem studie,
napf. (pfipadné) datum narozeni a/nebo
vék,

o (pfipadné) inicialy,

o osobniidentifikaCni Cislo pfidélené
subjektim studie Ucastnicim se
studie,

o (pfipadn&) popis charakteristik
fyzickych znak( téla vcetné
pohlavi, plvodu

e Zdravotni udaje subjektd studie uvedené
ve zdravotnické dokumentaci v misté
provadéni klinického hodnoceni
a shromazdované béhem studie, napf.

o Hospitalizace/ propusténi do
nemocnice ana jednotku
intenzivni péce

o (Relevantni sou¢asti) anamnézy

o Zdravotni udaje, napf. vysledky
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results, vital status, laboratory
tests, diagnosis, treatment,
prescription/non-prescription
drugs, physiologic monitoring
data, hospitalization, and quality of
life, blood group, respiratory
status, blood gas analysis, oxygen
supply, survival status and
(possible) ultrasonography.

o (possibly) race and ethnicity where
so relevant for the Trial

4. Nature of the processing

The Nature of the data processing on behalf of
the Controller is regulated in the Main Contract.

5. Purpose(s) for which the personal data are

KHL/2023/011/La

klinickych  vySetfeni, hodnoty
zakladnich Zivotnich funkci,
vysledky laboratornich rozbort,
diagndza, lécba, Iéky na predpis
avolné prodejné léky, udaje
0 monitorovani fyziologickych
funkci, hospitalizace a kvalita

zivota, krevni skupina, respiracni
funkce, rozbor krevnich plyn(,
zasobovani kyslikem, stav preziti
a (pfipadné) ultrazvukova
vySetfeni

o (Pfipadné) rasa a etnicky puvod,
pokud je to pro studii relevantni

4. Povaha zpracovani

Povaha zpracovani udajii pro spravce je
upravena v hlavni smlouvé.

5. Ugelluéely, pro ktery/které jsou osobni

processed on behalf of the Controller.

The personal data will be processed exclusively for
the purpose of conducting the Trial and obtaining
marketing authorization for the Investigational
Product.

6. Duration of the processing

Medical Records and Study Data will be retained
as follows:

subject to the consent form signed by the subject
and, in any case, for the longer of the following two
periods: (a) at least 2 (two) years after the last
approval of a Marketing Authorization Application
for the Investigational Product in an ICH Region
and until no Marketing Authorization Applications
are pending in an ICH Region; or (b) at least 2 (two)
years after the official discontinuation of clinical
development of the Investigational Product.

The documents should be retained for a longer
period, if required by applicable regulatory
requirements or by an agreement with the Sponsor,
in accordance with the informed consent of the
Study Subject.

ANNEX Il = Technical and organisational
measures including technical and
organisational measures to ensure the
security of the data

udaje pro spravce udaji zpracovavany

Osobni udaje budou zpracovavany vyhradné za
Ucelem provadéni studie a k ziskani registrace
hodnoceného pfipravku.

6. Doba trvani zpracovani

Zdravotni zaznamy a studijni data a udaje budou
uchovavany takto:

na zakladé souhlasu podepsaného subjektem
avzdy (a) minimalné 2 (dva) roky po poslednim
rozhodnuti o registraci hodnoceného pfipravku
vregionu ICH, dokud vregionu ICH nebude
projednavana zadna dalSi zadost o registraci,
resp. (b) minimalné 2 (dva) roky po oficialnim
ukoneni  klinického  vyvoje  hodnoceného
pfipravku.

Dokumenty ale bude nutné uchovavat delSi dobu,
pokud to budou vyzadovat pfislusné pozadavky
kontrolnich Ufadud nebo smlouva se zadavatelem,
ato vsouladu sinformovanym souhlasem
ziskanym od subjektu studie.

PRILOHA Il — Technicka a organizaéni
opatieni v€etné technickych a organizaénich
opatieni k zajiSténi zabezpeceni tudaja
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1. Physical access

Measures to prevent unauthorized persons from

gaining access to facilities where the personal
data is processed or used:

KHL/2023/011/La

1. Fyzicky pfistup

Opatreni, ktera zabrani neopravnénym osobam
v pfistupu do zafizeni, kde jsou osobni udaje
zpracovavany nebo pouzivany:

Technical measures/ Technicka opatieni

Organisational meaures/ Organizaéni
opatieni

O Alarm systém/ Bezpec€nostni systém
(alarm)

Key regulation / list
/ Sprava kli¢li / seznam osob s kli¢em

Automatic access control systém/
Automaticky systém kontroly pfistupu

O Reception / Gatekeeper/ Recepce / vratnice

0 Smart cards / transponder systems/
Chytré karty / transpondérové systémy

Visitors ‘book/ Kniha navstév/

O Security locks/ Bezpe€nostni zamky

Employee / visitor badges/ Visacky/jmenovky
pro zaméstnance / navstévy

Manual locking systém/ Systém ruénich
zamkda

O Visitors accompanied by employees/
Doprovazeni navstév zaméstnanci

O Locking system with code/ Uzamykaci
systém s kdédem

O Doorbell system with camera Zvonkovy
systém s kamerou

[ Video surveillance of entrances/Kamerovy
dohled u vstupll

Other measures:/ DalSi opatfeni:

O Yes/ ano No/ ne

If yes, please describe:/ Pokud ano, upfesnéte:

2. Logical access
Measures to prevent data processing systems

from being used without authorization:

2. Logicky pristup
Opatfeni, ktera brani pouzivani systémi
zpracovani Udaji bez opravnéni:

Technical measures/ Technicka opatreni

Organisational measures / Organizaéni
opatieni

(uZivatelské jméno + heslo)

Login (username + password)/ PfihlaSovani

User permission management/ Sprava
uZivatelskych opravnéni

[0 Password consists of a minimum of 8
characters and capital and small letters,

Gislic a zvlastniho znaku

numbers and special number/ Heslo se sklada
minimalné z 8 znaku a velkych a malych pismen,

O Create user profiles/ Vytvofeni uZivatelskych
profild

Pozadavky na hesla jsou vynucovana
technickymi prostredky

Password requirements technically enforced/ Password Policy/ Zasady pouZivani hesel

number of attempts/ Blokovani pfihlaseni po
zadani urcitého poctu nespravnych pokusu

O Blocking the login process after a specified

O Central password assignment/Centralni
pfidélovani hesla
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WLAN encryption and password/ Sifrovani
sité Wi-Fi a heslo pro pfistup do sité Wi-Fi

IT Usage Policy/ Zasady pouzivani IT

O Automatic desktop lock/ Automaticky zamek
plochy

[0 Are data relating to the controller being
processed in Home Office? / Jsou udaje pro
spravce udaju zpracovavany na dalku

(z domova)?

Use of VPN for remote access/ Pouzivani sité
VPN pro vzdaleny pfistup

O Ensuring compliance with the technical and
organizational measures in Home Office/
Zajisténi dodrzovani technickych

a organizacnich opatfeni pfi praci z domova

O Firewalls on all clients/ Firewall u vSech
klientd

Anti-Virus-Software on all clients/ Antivirovy
program u vSech klientd

O Encryption of notebooks/ Sifrovani notebookl

O Encryption of data carriers/ Sifrovani datovych
nosicl

O Locking external interfaces (USB)/ Blokovani
externich rozhrani (USB)

O Patch Management/ Rizeni bezpe&nostnich
aktualizaci

Other measures:/ DalSi opatfeni:

O Yes/ ano No/ ne.
If yes, please describe:/ Pokud ano, upfesnéte:

3. Authorization

Measures to ensure that persons authorized to use
a data processing system have access only to
those data they are authorized to access, and that
personal data cannot be read, copied, modified or
removed without authorization during processing,
use or after recording.

3. Opravnéni

Opatreni, ktera zajiStuji, aby osoby opravnéné
k pouzivani systému zpracovani 0daji mély
pfistup pouze kudajim, knimz maji pravo
pfistupu, a Zze osobni udaje nelze v prdbéhu
zpracovani nebo pouzivani nebo po ulozeni €ist,
kopirovat, upravovat nebo odstranovat bez
opravnéni

Technical measures/ Technicka opatreni

Organisational measures/ Organizaéni
opatreni

[ File shredder min. recommended security

level P-4 (DIN )/ Skartovacka

dokument(, min. doporu¢ena Groven

bezpe&nosti P-4 (DIN | I

OUse of authorization concept / Pouzivani
systému opravnéni

O Physical deletion of data carriers/ Fyzické
mazani datovych nosicl

O User IDs and authorizations are
assigned only on the basis of actual need
and necessity for task fulfilment (need-to-
know)/ Uzivatelska jména a opravneéni jsou
pfidélovana pouze podle skute¢né potfeby
a nezbytnosti pro plnéni Ukold (v nezbytné
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nutném rozsahu)

O Logging of accesses to applications,
specifically when entering, changing, and
deleting data/ Zaznamenavani pristupu

k aplikacim, zejména pfi zadavani, zméné
a mazani dat

O Each user ID is unigue and assigned to
a person/ Kazdé uzivatelské jméno je
jedinecné a je pfifazeno jedné osobé

O Regular review of employees’
authorizations/ Pravidelna kontrola
opravnéni zaméstnancu

O Minimum number of administrators/)/
Minimalni pocet spravcl

O Restrictive assignment of rights for
outsourcing service providers (need-to-
know / Restriktivni pfidélovani opravnéni
poskytovatelim externich sluzeb

(v nezbytné nutném rozsahu)

O Precise regulations for the secure
deletion and destruction of information
requiring protection prior to disposal/
Pfesné predpisy pro bezpe&né mazani

a likvidaci informaci vyzadujicich ochranu
pred likvidaci

Employees are informed about
necessary measures regarding the secure
destruction and deletion of personal data/
Zaméstnanci jsou seznameni s nezbytnymi
opatfenimi tykajicimi se bezpecné
likvidace a mazani osobnich udaju

Other measures:/ DalSi opatfeni:

O Yes/ ano No/ ne.
If yes, please describe:/ Pokud ano, upfesnéte:

4. Separation

Measures to ensure that data collected for
different purposes can be processed separately.

4. Oddéleni

Opatreni, ktera zajistuji, ze udaje shromazdované
pro rGzné ucely mohou byt zpracovavany
oddélené:

Technical measures/ Technicka opatieni

Organisational measures/ Organizaéni
opatreni

O Physical separation of client data from other
data (systems / databases / data carriers) /
Fyzické oddélovani klientskych dat od ostatnich
dat (systému / databazi / nosicu dat).

O Authorization concept/ Koncept autorizace

Only administrators have access to
administrative functions and interfaces/ Pfistup k
funkcim spravy a rozhranim maji pouze spravci.

O Restrictive user and group ID assignment
of database rights/ Omezuijici pfidélovani
prav k databazim ID uzivateld a skupin

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

Biotest AG / 996

Fakultni nemocnice u sv. Anny v Brn¢ / _

Version / Verze: redacted // 260623

CONFIDENTIAL
Page 52 of 60



Other measures:/ DalSi opatfeni:

O Yes/ ano No/ ne
If yes, please describe:/ Pokud ano, upfesnéte:

5. Transfer

Measures to ensure that personal data cannot be
read, copied, altered or removed by unauthorized
persons during electronic transmission or while
being transported or stored on data media, and that
it is possible to verify and establish to which entities
personal data are intended to be transmitted by
data transmission equipment.

KHL/2023/011/La

5. Predavani

Opatieni, ktera zajisti, Ze osobni Udaje nemohou
byt bé&hem elektronického pfenosu nebo pfi
pfedavani a uchovavani na datovych nosiCich
Cteny, kopirovany, pozménovany nebo
odstranovany neopravnénymi osobami aze je
mozné ovéfit a zjistit, kterym subjektim maji byt
osobni udaje prostfednictvim zafizeni pro pfenos
dat predany.

Technical measures/ Technicka opatreni

Organisational measures/ Organizacni
opatreni

O E-mail encryption: TLS/ Sifrovani e-
mailové komunikace: TLS

O Secure transport container for data media/
Zabezpec&eny prepravni kontejner na datova
média

O E-mail encryption: End-to-End (S/MIME,
Open PGP)/ Sifrovani e-mailové
komunikace: koncové Sifrovani (S/IMIME,
Open PGP)

O Careful selection of transport personnel and
vehicles/ Peclivy vybér pracovnikl a vozidel pro
pfepravu

O Provision via encrypted connections
such as sftp, https and secure cloudstores/
Poskytovani prostfednictvim Sifrovanych
pfipojeni, napf. sftp, https a zabezpeenych
cloudovych uloZist

O Protection mechanisms set up against
DoS attacks on e-mail servers/ Nastaveni
ochrannych mechanismu proti itokim DoS
na e-mailové servery

Other measures:/ DalSi opatfeni:

O Yes/ano [ No/ ne.
If yes, please describe:/ Pokud ano, upfesnéte:

6. Availability

6. Dostupnost

Technical measures/ Technicka opatreni

Organisational measures/ Organizaéni
opatieni

XFire and smoke detection systems/
Systémy detekce pozaru a koufe

Backup concept/ Systém zalohovani
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O Fire extinguisher server room/ Hasici
pfistroj v serverovné

O Regular check of recoverability from
backups/ Pravidelna kontrola obnovitelnosti ze
zéloh

O Server room air-conditioning/ Klimatizace
VvV serverovné

[ Storage of backup media in a safe place
outside the server room/ Ukladani zaloznich
medii na bezpe€ném misté mimo serverovnu

[0 Server room monitoring temperature and
humidity/ Sledovani teploty a vihkosti
V serverovné

0 No sanitary connections in or
above the server room/ Z&dné sanitarni
rozvody v serverovné nebo nad serverovnou

O Alarm message in case of unauthorized
access to server room/ Varovani v pfipadé
neopravnéného pfistupu do serverovny

0 UPS system/ Systém UPS

O RAID system / hard disk mirroring/ Systém
RAID / zrcadleni pevnych diskl

O Video surveillance server room/
Kamerovy dohled v serverovné

Other measures:/ DalSi opatfeni:

O Yes/ ano No/ ne.

If yes, please describe:/ Pokud ano, upfesnéte:

7. Data Protection Management

7. Rizeni ochrany dat

Technical measures/ Technicka opatreni

Organisational measures/ Organizaéni
opatreni

Regular review of the effectiveness of the
technical protective measures/ Pravidelné
pfezkoumavani uc€innosti technickych
ochrannych opatreni

Data Protection Officer/ Povéfenec pro
ochranu osobnich udaja

Central documentation of all data protection
procedures and regulations with access for
employees according to

Need / authorization (e.g., Wiki, Intranet ...)/
Centralni dokumentace vSech postupu
a predpist na ochranu udajl s pfistupem pro
zameéstnance podle
potfeby / opravnéni
intranetu apod.)

(napf. na  Wiki, na

Regular trainings for employees regarding
data protection/ Pravidelna skoleni
zaméstnancu o ochrané osobnich udajl

Employees obliged to confidentiality/
Zameéstnanci jsou povinni zachovavat
mi¢enlivost

Processes for data protection incidents/
Postupy pro pfipady naruSeni ochrany dat

Other measures:/ DalSi opatfeni:
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O Yes/ ano No/ ne
If yes, please describe:/ Pokud ano, upfesnéte:

8. Incident Response Management
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8. Rizenireakce naincidenty

Measures to support security breach response and data breach processes./ Opatfeni na podporu
reakce na poru$eni zabezpeceni Gdaju a postupll pfi poruseni zabezpeceni udajl

Technical measures/ Technicka opatieni

Organisational measures/ Organizacni
opatreni

Regular updates of the firewall/

Pravidelné aktualizace firewallu

Documented process for detecting and
reporting security incidents / data breaches (also
with regard to reporting obligation to supervisory
authority)/ Pisemny postup pro zjiStovani
a hlaseni bezpecnostnich incidentd / poruseni
zabezpeCeni udaju (také s ohledem na
ohlasovaci povinnost vii¢i dozorovému Gfadu)

Use of spam filter and regular updating/
Pouzivani spamového filtru a pravidelné
aktualizace

Formalized procedure for handling security
incidents/ Formalizovany postup pro feseni
bezpecnostnich incident(

O Use of virus scanner and
updating/ Pouzivani virového
a pravidelné aktualizace

regular
skeneru

Documentation of security incidents and data
breaches/ Dokumentace bezpecfnostnich
incidentl a poruseni zabezpeceni dat

Emergency plan/ Plan pro nouzové situace

Other measures:/ DalSi opatfeni:

O Yes/ ano No/ ne.
If yes, please describe:/ Pokud ano, upfesnéte:

9. Order control

9. Kontrola pokynu

Measures to ensure that personal data processed
on behalf of the Controller can only be processed
in accordance with the Controller's instructions?

Opatreni zajistujici, ze osobni Udaje zpracovavané
pro spravce udaju mohou byt zpracovavany pouze
v souladu s pokyny spravce udaji?

Technical measures/ Technicka opatieni

Organisational measures/ Organizaéni

opatreni

Only use of trained staff who have been
committed to the confidentiality of personal data/
Pouzivani pouze vySkolenych pracovniku, ktefi
se zavazali k zachovani duvérnosti osobnich
udajl

[0 Selection of processors under due diligence
aspects (especially with regard to data
protection and data security)/ Vybér
zpracovatell udajd podle hledisek nalezité péce
(zejména s ohledem na ochranu a bezpec¢nost
Gdajl)
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Conclusion of the necessary data processing
agreement on data processing or EU standard
contractual clauses/ Uzavieni nezbytné dohody
0 zpracovani udajl nebo standardnich
smluvnich dolozek EU

Written instructions to sub-processors/
Pisemné pokyny pro dil¢i zpracovatele

Ensuring the destruction of data after
termination of the contract/ Zajisténi likvidace
dat po ukonéeni smlouvy

O In the case of longer collaboration: ongoing
review of the contractor and its level of
protection/

V pfipadé dlouhodobéjsi spoluprace: prlibézna
kontrola dodavatele a urovné jeho ochrany

Other measures:/ DalSi opatfeni:

O Yes/ ano No/ ne.
If yes, please describe:/ Pokud ano, upfesnéte:

10. Data subject rights

Measures to ensure support for the controller in
the fulfillment of the data subject rights in
particular regarding the rectification, restriction of
the processing and erasure, notification and
exchange of information

10. Prava subjektt tudaja

Opatreni k zajisténi podpory spravce udaju pfi
uplatfiovani prav subjektu Udajl, zejména pokud
jde o opravu, omezeni zpracovani a vymaz,
oznamovaci povinnost a vyménu informaci

Technical measures/ Technicka opatfeni

Organisational measures/ Organiza¢ni opatfeni

Availability of data record in a structured,
commonly used and machine-readable format/
Dostupnost datového zaznamu ve
strukturovaném, bé&zné pouzivaném a strojové
Citelném formatu

Process to meet the Data Subjects Rights/
Postup pro uplathovani prav subjekt( udajl

Other measures:/ DalSi opatfeni:

O Yes/ ano No/ ne
If yes, please describe:/ Pokud ano, upfesnéte:

ANNEX |V = List of sub-Processors

The processor does not authorise subcontractors.

PRILOHA IV — Seznam diléich zpracovateli

Zpracovatel nepovéfuje subdodavatele.
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ATTACHMENT D

DATA PROTECTION INFORMATION FOR MEMBERS OF A
CLINICAL TRIAL SITE

With this data protection information, Biotest would
like to inform you about how Biotest is handling
your data. This information explains how and for
what purposes Biotest processes your personal
data and what rights and options you have in
accordance with the General Data Protection
Regulation (GDPR).

1. What personal data is concerned?

Curriculum Vitae

ICH GCP training certificates

Clinical Trial experience

Financial Disclosure Form

Contact Details (phone number, email-
address, business-address)

2. What are personal data processed for

(purpose))?

o Use of your personal data in Biotest's
clinical  trial database and/or
registration of clinical trials in public
databases (e.g.,
www.clinicaltrials.gov) to comply with
any applicable regulatory

requirements.

e Disclosure of your personal data with
third parties to comply with any
applicable regulatory requirements
(including disclosing such data with a
Regulatory Agency, Ethics Committee,
etc.).

e The retention of your personal data in
Biotest's computerized systems and
databases for as long as the retention
is necessary to comply with applicable
regulatory requirements related to
clinical trials.

3. Legal basis for the processing

As the processing of your personal data for
the aforementioned purposes is hecessary
to maintain the existing business
relationship between you and Biotest, or to
take steps prior to entering into a contract,

KHL/2023/011/La

PRILOHA C

SDELENi KE ZPRACOVANi OSOBNICH UDAJU
PRACOVNIKY MiSTA PROVADENi KLINICKEHO
HODNOCENI

V tomto sdéleni ke zpracovani osobnich udaji by
vas spole¢nost Biotest rada informovala o tom, jak
s vaSimi udaji naklada. Je v ném vysvétleno, jak
a pro jaké ucely spolecnost Biotest vase osobni
Udaje zpracovava a jaka mate prava a moznosti
podle Obecného nafizeni o ochrané osobnich
udaju (GDPR).

1. Jakych osobnich udajl se to tyka?

e Zivotopis

e Certifikat o absolvovani $koleni
spravné klinické praxi podle ICH

e ZkuSenosti s klinickymi hodnocenimi

e Formuladf pro zvefejnéni informaci
o finanénich vztaht

e Kontaktni udaje (telefon, e-mailova
adresa, adresa pracovisté)

ke

2. Pro¢ (za jakym ucelem) jsou osobni Udaje
Zpracovavany?

e Pouziti vaSich osobnich udaja
v databazi  klinickych  hodnoceni
spoleCnosti Biotest nebo registrace
klinickych hodnoceni ve vefejnych

databazich
(napf. www.clinicaltrials.gov) za
ucelem spinéni pfipadnych

pozadavku kontrolnich urada.

e Poskytnuti vaSich osobnich udaju
tfetim stranam za ucCelem spInéni
pozadavku kontrolnich uradd
(napf. sdéleni  udaji  kontrolnimu
Ufadu, etické komisi atd.).

e Uchovavani vasich osobnich udajd
v pocitatovych systémech
a databazich spole¢nosti Biotest po
nezbytnou dobu ke splnéni
pozadavku kontrolnich Gfadd na
klinicka hodnoceni.

3. Pravni zaklad zpracovani

ProtoZze zpracovani osobnich udaji pro
vySe uvedené ucely je nezbytné k udrZeni
stavajiciho obchodniho vztahu mezi vami
a spoleCnosti Biotest nebo k provedeni
urCitych krokd jeSté pred uzavienim
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the primary legal basis for the data
processing is Art. 6 (1) letter b GDPR.

The legal basis for possible compliance
activities is Art. 6 (1) letter ¢ and Art. 6(1)
letter f GDPR, as the processing of the
personal data concerned may be
necessary for our legitimate interest.
Biotest has a legitimate interest to be
notified of relevant breaches and to verify
compliance with applicable laws.

Art. 6 (1) (c) GDPR may also apply if
Biotest needs to process your personal
data to comply with a legal obligation.

To the extent that your personal data is
required for the conclusion of a contract or
for an existing business relationship
between you and Biotest, you are generally
obliged to provide Biotest with your
personal data. If you decide not to provide
Biotest with your personal data, this will
have the following consequences:
You will not be able to participate in this
clinical trial.

Specific duration of storage

Biotest will delete your data after 25 years.
However, your personal data will also be
included in the Clinical Trial Report. Biotest
will keep the Clinical Trial Report until the
last marketing authorization of our product
is revoked.

Disclosure of your data to third parties
(Third Countries)

Biotest will transfer your personal data to

the following categories of recipients:

e Biotests / IQVIA computerized
systems and databases

e Regulatory Authority,

e Ethics Committee,

e Other parties in order to comply with
any applicable regulatory
requirements.
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smlouvy, je hlavnim pravnim zakladem
pro zpracovani Udaju ¢l. 6 odst. 1 pism. b)
nafizeni GDPR.

Pravnim zakladem pro pfipadné cinnosti
tykajici se dodrzovani predpisu je Cl. 6
odst. 1 pism.c) acl.6 odst. 1 pism.f)
nafizeni GDPR, protoze zpracovani
dotéenych osobnich udaji mlze byt
nezbytné pro nas opravnény zajem.
Spole¢nost Biotest ma opravnény zajem
byt informovana 0 vyznamnych
porusenich a ovérovat dodrzovani
platnych pravnich predpisu.

Cl. 6 odst. 1 pism. ¢) nafizeni GDPR je
mozné pouzit také v pfipadé, ze
spole€nost Biotest potfebuje zpracovavat
vase osobni udaje, aby dostala svym
pravnim zavazkdm.

Pokud jsou vase osobni udaje potfebné
pro uzavieni smlouvy nebo pro existujici
obchodni vztah mezi vami a spole¢nosti
Biotest, jste obecné povinni poskytnout
spoleCnosti Biotest své osobni udaje.
Pokud se rozhodnete osobni udaje
spole€nosti Biotest neposkytnout, bude to
mit tyto disledky:
Nebudete se moct ucastnit tohoto
klinického hodnoceni.

Konkrétni doba uchovavani

Spole€nost Biotest vase udaje vymaze po
25 letech. VaSe osobni Gdaje vSak budou
uvedeny ive zpravé o klinickém
hodnoceni. Spole¢nost Biotest bude
uchovavat zpravu o klinickém hodnoceni
az do zruSeni posledniho rozhodnuti
o registraci naSeho pfipravku.

Sdélovani vaSich udaju tfretim stranam (do

Spole¢nost Biotest bude vaSe osobni

Udaje predavat témto kategoriim

prijemcu:

e pocitaCové systémy a databaze
spoleénosti Biotest/IQVIA

¢ Kontrolni urady

e Eticka komise

e Dal8i osoby za ucelem splnéni
pozadavku kontrolnich ufadu
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The recipients listed above may be located
in a country outside the EU which
potentially does not have an adequate
level of data protection compared to the
level of data protection within the EU. This
means that the data protection laws in the
country to which Biotest transfers your data
may not provide the same protection as the
GDPR.

However, when transferring your personal
data to third countries, Biotest will take
appropriate measures to adequately
secure your data. If there is no EU
Commission adequacy decision for the
recipient country, the transfer of your data
to a third country is protected by the fact
that EU standard contractual clauses
(https://ec.europa.eu/info/law/law-
topic/data-protection/international-
dimension-data-protection/standard-
contractual-clauses-scc_en) have been
concluded with the recipient or binding
internal data protection guidelines are in
place. Otherwise, a transfer will only take
place if an exception according to Art. 49
GDPR is fulfilled.

Name and contact details of the party
responsible:

The data controller for the processing of
your personal data is:

Biotest AG, Landsteinerstralle 5, 63303
Dreieich, Germany.

Contact details of the data protection
officer

If you have any further questions about
"Data Protection at Biotest" or wish to
exercise your rights, you can contact the
Biotest Data Protection Officer directly at
the following contact address:

Biotest AG

Data Protection Officer
Landsteinerstr. 3-5

63303 Dreieich, Deutschland

or by e-mail: |

6.
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VVySe uvedeni pfijemci se mohou
nachazet v zemi mimo EU, ktera pfipadné
neuplatiuje odpovidajici uroven ochrany
Udajl ve srovnani s Urovni ochrany udajl
v EU. To znamena, Ze zakony na ochranu
osobnich udaju v zemi, do niz spole¢nost
Biotest vaSe udaje predava, nemuseji
poskytovat stejnou ochranu jako nafizeni
GDPR.

PFi pfedavani vasich osobnich udaju do
tfetich zemi ale spole€nost Biotest pfijme
vhodna opatfeni k jejich odpovidajicimu
zabezpeCeni. Pokud pro zemi pfijemce
neexistuje  rozhodnuti Komise EU
o odpovidajici ochrané udaju, je predani
vasich Udajl do treti zemé chranéno tim,
Ze jsou s pfijemcem uzavieny standardni
smluvni dolozky EU
(https://ec.europa.eu/info/law/law-
topic/data-protection/international-
dimension-data-protection/standard-
contractual-clauses-scc_en) nebo zZe
existuji zavazné interni pokyny pro
ochranu Udaju. Jinak se pfedavani mlze
uskuteCnit pouze na zakladé vyjimky
podle ¢&l. 49 nafizeni GDPR.

Jméno a kontaktni udaje odpovédné

osoby:

Spravcem Udajl pro zpracovani vasich
osobnich udaju je:

Biotest AG, Landsteinerstralle 5,
63303 Dreieich, Némecko

Kontakt na povéfence pro ochranu
osobnich udaji:

Pokud budete mit dalSi dotazy k ochrané
osobnich udaji ve spolecnosti Biotest
nebo budete chtit uplatnit sva prava,
mUizete se obratit pfimo na povérence pro
ochranu osobnich udaju spolecnosti
Biotest:

Biotest AG

Povéfenec pro ochranu osobnich udaju
Landsteinerstr. 3-5

63303 Dreieich, Némecko

nebo e-mailem na: [N
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Information on rights of the data subject

You have the right to access data pursuant
to Article 15 of the GDPR, to rectification of
inaccurate personal data pursuant to
Article 16 of the GDPR, to erasure
pursuant to Article 17 of the GDPR and to
restriction of processing pursuant to Article
18 of the GDPR. You may also object to
the processing pursuant to Article 21
GDPR or assert your right to data
portability pursuant to Article 21 GDPR. If
you assert corresponding claims, Biotest
will check whether the legal requirements
are met and whether Biotest can comply
with your claim.

To assert one of your rights listed above,
you can contact Biotest at any time, in
particular the  Human  Resources
Department and/or the Legal Department
and/or the Data Protection Officer.

In addition, you can complain to the data
protection supervisory authority
responsible for Biotest:

The Hessian Commissioner for Data
Protection and Freedom of Information,
P.O. Box 3163

65021 Wiesbaden

7.
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Informace o pravech subjektu tdajd

Mate pravo na pfistup k udajum podle
¢lanku 15 GDPR, na opravu nepfesnych
osobnich udaju podle ¢lanku 16 GDPR,
na vymazani udaja podle ¢&lanku 17
GDPR ana omezeni zpracovani udajl
podle c¢lanku 18 GDPR. Mdlzete také
uplatnit namitku proti zpracovani udajl
podle &lanku 21 GDPR nebo pravo na
prenositelnost Udaji podle ¢&lanku 21
GDPR. Pokud uplatnite pfislusné naroky,
spole€nost Biotest ovéfi, zda jsou splnény
zakonné pozadavky a zda m(ze vasemu
naroku vyhovét.

Budete-li chtit uplatnit nékteré z vyse
uvedenych prav, mlzete se kdykoli obratit
na spoleCnost Biotest, konkrétné na
oddéleni lidskych zdroji nebo pravni
oddéleni nebo pfipadné na jejiho
povérence pro ochranu osobnich udaju.

Muzete také podat stiznost u dozorového
Ufadu pro ochranu osobnich udajl, pod
néjz spole¢nost Biotest spada:

Komisaf pro ochranu udajd a svobodu
informaci spolkové zemé Hesensko
P. O. Box 3163

65021 Wiesbaden, Némecko
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