CLINICAL TRIAL AGREEMENT

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

¢ Fakultni nemocnice Brno, having a place of business
at Jihlavskd 20, 625 00 Brno, Czech Republic,
Identification number: 65269705, Tax identification
number: CZ65269705, represented by MUDr. Roman
Kraus, MBA, Director (the “Institution”), and

. , born on
, having an address at
(the “Investigator™), a

e IQVIA RDS Czech Republic s.r.o., having a place of
business at Pernerova 691/42, 186 00 Praha 8 — Karlin,
Czech Republic, ldentification number: 24768651,
Tax identification number: CZ24768651, represented
by Alasdair MacDonald, Executive Director
(“IQVIA”), and

e Genmab A/S, having a place of business at at
Kalvebod Brygge 43, 1560 Copenhagen V, Denmark,
Identification number: CVR no. 2102 3884

SMLOUVA O KLINICKEM HODNOCENI

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

Fakultni nemocnice Brno, se sidlem Jihlavska 20,
625 00 Brno, Ceska republika, Identifikacni ¢islo:
65269705, Danové identifikacni ¢islo: CZ65269705,
zastoupena MUDr. Romanem Krausem, MBA,
feditelem (“Zdravotnické zarizeni”), a

, nar.
, S adresou
(“Zkousejici”), a

IQVIA RDS Czech Republic s.r.o., se sidlem
Pernerova 691/42, 186 00 Praha 8 — Karlin, Ceska
republika, Identifika¢ni ¢&islo: 24768651, Daiové
identifikaéni  ¢&islo:  CZ24768651, zastoupena
Alasdairem MacDonaldem, jednatelem (“IQVIA”), a

Genmab A/S, se sidlem Kalvebod Brygge 43, 1560
Copenhagen V, Dansko, Identifika¢ni ¢islo: CVR €.
2102 3884 (“Zadavatel”)

(HuMax®-TF-ADC)

Protocol Title: in Previously Treated,

(“Sponsor”)
Each a “Party” and together the “Parties”. Kazdad samostatné jako “Strana” a spole¢né jako
“Strany”.

Protocol Number: GCT1015-04 Cislo Protokolu: GCT1015-04
A Single arm, Jednoramenné
Multicenter, multicentrické
International Trial of mezinarodni klinické
Tisotumab  Vedotin hodnoceni tisotumab

vedotinu (HuMax® TF

Nazev Protokolu: ADC) u dfive léeného

Conducting Study

Recurrent or recidivujiciho nebo
Metastatic ~ Cervical metastatického
Cancer karcinomu dé€lozniho
hrdla
Protocol Date: 09 February 2018 Datum Protokolu: 09. inora 2018
Sponsor: Genmab A/S Zadavatel: Genmab A/S
Stat, ve kterém ma sidlo
Country where Site is Czech Republic Misto provadéni Ceska republika

klinického hodnocenti,
které provadi Studii

Internal Hemotology
and Oncology Clinic,
which is a

Location where the study
will be conducted:

Interni hematologickd a
onkologicka klinika,
kterd je

Misto, kde bude
provadéna Studie:
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division/part of the
Institution

soucasti/oddélenim
Zdravotnického zafizeni

100 Calendar Days
after Site Initiation
Visit (being the date
by which Site must
enrol at least one (1)
subject as  more

100 kalendafnich dni
po Iniciaéni navstéveé
Mista provadéni
klinického hodnoceni (a
to jakoZto den, ke
kterému je  Misto

Key Enrollment Date: specifically set out in Klicové datum | provadéni  klinického
section 1.7 “Key zafazeni: hodnoceni povinno
Enrollment  Date” zaradit minimalné
below) jeden (1) subjekt, jak je

dale podrobnéji
rozvedeno nize v
odstavci 1.7 “Klicové
datum zarazeni”)
ECMT/EC: MEK/ LEK:
Multicentricka eticka Multicentricka eticka
komise Fakultni komise Fakultni
nemocnice Brno, nemocnice Brno,

Jihlavska 20, 625 00
Brno, Czech Republic

ECMT/EC/RA RA:
Statni  Gstav  pro
kontrolu 1éCiv,

Srobarova 48, 100 41
Praha 10, Czech
Republic,

The following additional definitions shall apply to this
Agreement:

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

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

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

MEK / EK / SUKL

Jihlavska 20, 625 00
Brno, Ceska republika

SUKL:

Statni tstav pro kontrolu
16&iv, Srobarova 48, 100
41 Praha 10, Ceska
republika,

Ve Smlouvé jsou pouzity nasledujici smluvni
definice:

Protokol: klinicky protokol, na ktery je odkdzano
vyse, a ktery muze podléhat ¢as od ¢asu zménam
provedenym Zadavatelem (ve smyslu nize uvedené
definice)

Formulafe pro zdznamy o subjektech hodnoceni (Case
Report Form) nebo CRF: formulat pro zaznamy o

subjektech hodnoceni (v listinné ¢i elektronické
podob¢) bude pouzivan Mistem provadéni klinického
hodnoceni za ucelem zaznamu veskerych informaci
pozadovanych  Protokolem,  které  podléhaji
oznamovani Zadavateli ve vztahu ke kazdému
Subjektu studie (ve smyslu nize uvedené definice).

Studie: klinické hodnoceni, které bude provedeno v
souladu s touto Smlouvou a Protokolem pro ucely
ziskani a shroméazdéni informaci o slozce popsaném v
Protokolu.
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Study Subject: an individual who participates in the
Study, either as a recipient of the Investigational
Product (defined below) or as a control.

Study Staff: the individuals involved in conducting the
Study under the direction of the Investigator. For
avoidance of doubt, the term “Study Staff” shall
include any study team members which enter into
separate study team member agreements with Sponsor
and/or IQVIA relating to the conduct of the Study.

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

Good Clinical Practices or GCPs: International
Conference on Harmonisation of Technical
Requirements for Registration of 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.

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

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

Government Official: any officer or employee of a
government or of any ministry, department, agency, or
instrumentality of a government; any person acting in
an official capacity on behalf of a government or of
any ministry, department, agency, or instrumentality
of a government; any officer or employee of a
company or of a business owned in whole or part by a
government; any officer or employee of a public
international organization such as the World Bank or

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

Studijni personal: jednotlivé fyzické osoby zapojené
do provadéni Studie pod dohledem Zkousejiciho. Pro
vylouceni pochybnosti se Studijnim personalem
rozumi jakykoli ¢len studijniho tymu, ktery uzaviel
smlouvu se Zadavatelem a/nebo IQVIA tykajici se
provadéni Studie.

Hodnocené 1é&ivo: slozka definovana v Protokolu,
ktera je pfedmétem hodnoceni ve Studii.

Spravna klinickd praxe nebo GCPs: Mezinarodni
konference pro harmonizaci technickych pozadavkl a
podminek pro registraci 1é¢iv pro humanni pouziti
(ICH) Harmonizovana tripartitni smérnice pro
Spravnou klinickou praxi, ve znéni, jez je v prub¢hu
¢asu novelizovano a zasady vymezené Helsinskou
deklaraci, revidované v prub&hu ¢asu.

Zdravotni zdznamy: primarni zdravotni zaznamy
Subjektt studie vedené Zdravotnickym zafizenim ve
vztahu k Subjektu studie, zejména zaznamy o
poskytnuté péci, zaznamy o RTG vySetienich,
protokoly o provedenych biopsiich, snimky z
ultrazvukovych vysetieni a dalsi snimky diagnostické
povahy.

Studijni data a udaje: veskeré zaznamy, zpravy a
protokoly, jez jsou odlisné od Zdravotnich zdznama, a
které jsou ziskany, shromazdény ¢i vytvofeny v
navaznosti na ¢i pripraveny v souvislosti se Studii,
zejména zpravy, zaznamy a protokoly (napt., CRFs,
datové prehledy, mezitimni zpravy a protokoly, a
zavérena zprava), které jsou pozadovany, aby byly
poskytnuty Zadavateli v souladu s Protokolem a
veskerymi zaznamy ohledné inventurni evidence a
nakladani s veskerym mnozstvim Hodnoceného
léciva.

Zastupce verejné moci: jakykoli tfednik ¢i jakykoli
zaméstnanec  vladnitho ufadu ¢i  jakéhokoli
ministerstva, rezortu, Gfadu ¢i agentury, nebo zastupce
statniho/spravniho tradu; jakakoli osoba jednajici v
ufedni funkci jménem statniho/spravniho tradu ¢i
jakéhokoli ministerstva, Ustavu, ufadu ¢i agentury
nebo zastupce vladniho ufadu; jakykoli ufednik c¢i
zameéstnanec spolecnosti ¢i podnikatelského subjektu
vlastnéného stitem, v dil¢im ¢i plném rozsahu;
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or department.

government officials (e.g., close family members).

relation to the Study.
RECITALS:
WHEREAS,

research sites;

Oncological Trial (“ENGOT”) to conduct the Study;

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

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

Dual Capacity: the capacity of holding a Government
Official position and being a party to this Agreement.

Steering Committee: the steering committee formed
by Sponsor and ENGOT which will among other
things oversee issues with respect to publication in

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

WHEREAS, the Institution and Investigator have been
selected by the European Network for Gynaecological

jakykoli ufednik ¢i zaméstnanec mezinarodni
organizace vefejného charakteru jako napi. Svétova
banka ¢i Organizace spojenych narodd; jakykoli
ufednik ¢i jakykoli zaméstnanec politické strany ¢i
jakakoli osoba jednajici v ramci ji svéfené pravomoci
jménem politické strany; a/nebo jakykoli kandidat na
politickou funkei; jakykoli 1ékat, farmaceut ¢i jiny
profesional ve zdravotnictvi, pracujici pro ¢i Vv
jakékoli nemocnici, 1ékarn¢ ¢i jakémkoli jiném
zafizeni zdravotnického typu ve vlastnictvi C¢i
provozovaném statnim/spravnim uradem,
ministerstvem ¢i ustavem.

Hodnotné véci: budou vykladany v $irS§im smyslu a
mohou tak zejména zahrnovat penézni ¢astky, platby
¢i ekvivalenty plateb, jako naptiklad darkové
certifikaty ¢i poukazy; dary ¢i bezplatné poskytované
vyrobky; pohos$téni, zabavu, ¢i pohostinnost; cesty ¢i
proplaceni nakladt; poskytovani sluzeb; koupé
majetku ¢i sluzeb za nadhodnocené ¢astky; prevzeti ¢i
prominuti splatnych zavazki; vyhody nehmotného
charakteru, jako napfiklad zvySené socialni ¢i
podnikatelské postaveni (napf., poskytovani dart ¢i
podpory na dobroc¢inné ucely, jez jsou podporovany
statnimi/spravnimi ufady); a/nebo vyhod vuci tretim
osobam vztahujici se k zastupctim vetfejné moci (napf.
blizci ¢lenové rodiny).

Dualni funkce: zptsobilost plsobit v pozici Zastupce
vefejné moci a zaroven byt smluvni stranou této
Smlouvy.

Ridici vybor: fidici vybor vytvoteny Zadavatelem a
ENGOT bude mimo jiné dohliZet na otazky tykajici se
publikaci souvisejicich se Studii.

UVODNI CAST:

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

VZHLEDEM K TOMU, Ze Zdravotnické zafizeni a
Zkousejici byli k provedeni Studie vybrani Evropskou siti
pro gynekologicko-onkologické studie (,,ENGOT*);
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WHEREAS, the Institution and Investigator (hereinafter
jointly the “Site”) are willing to conduct the Study and
Sponsor and IQVIA requests the Site to undertake such
Study.

NOW THEREFORE, the following is agreed:

1. CONDUCT OF THE STUDY

1.1 Compliance with Laws, Regulations, and Good
Clinical Practices

Site agrees that Site and Study Staff shall perform the
Study at Institution in strict accordance with this
Agreement, the Protocol, any and all applicable laws
regulations and guidelines, including in particular, but
without limitation, GCPs, Act No. 378/2007 Coll., on
Pharmaceuticals and on amendments to some related
acts (“Act on Pharmaceuticals”) and Decree No.
226/2008 Coll., on good clinical practice and detailed
conditions of clinical trials on medicinal products, as
amended, Act No. 372/2011 Coll., on Medical
Services and terms and conditions of performance of
such services (,,Act on Medical Services™) or any
subsequent amendments or laws substantially
replacing any of the foregoing.(together “Applicable
Laws”) and the data processing agreement attached
hereto as Attachment B. 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.

1.2 Informed Consent Form

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
Ethics Committee for Multicentrics Trials (“ECMT”)
and Local Ethics Committees (“LEC), jointly Ethics
Committees (“EC”) that is responsible for reviewing
the Study. Site shall obtain the prior written informed
consent of each Study Subject. Site shall ensure that
every Study Subject signs an informed consent form
which has been provided by Sponsor and approved by
the Institution’s EC before the Study Subject begins
participating in the Study. Site shall maintain a signed
original of the informed consent form in the Study

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

NYNi S OHLEDEM NA SHORA UVEDENE, bylo
dohodnuto nasledujici:

1.PROVEDENI STUDIE

1.1 Soulad s Pravnimi pfedpisy, nafizenimi a
Spravnou klinickou praxi

Misto provadéni klinického hodnoceni souhlasi s tim,
ze Misto provadéni klinického hodnoceni a Studijni
personal provede ve Zdravotnickém zafizeni Studii v
pfisném souladu s touto Smlouvou, Protokolem,
veskerymi  pfislusSnymi  pravnimi predpisy a
nafizenimi, zejména véetné GCP, zak. ¢. 378/2007
Sh., o léCivech a zmé&nach nékterych souvisejicich
zakont (“Zakon o l1é¢ivech”) a Vyhlasky ¢. 226/2008
Sb., o spravné klinické praxi a bliz§ich podminkach
klinického hodnoceni 1é¢ivych pfipravki, v platném
znéni, zak. ¢. 372/2011 Sb., o zdravotnich sluzbach a
podminkach  jejich  poskytovani (,,Zédkon o
zdravotnich sluzbach®) nebo jakychkoli naslednych
pozménujicich ¢i podstatné nahrazujicich prévnich
predpisit ve vztahu ke shora uvedenym pravnim
normam, (spole¢né “Pfislusné pravni predpisy”), a
v souladu se smlouvou o zpracovani idajd, ptipojenou
k této Smlouvé jako Pfiloha B. Misto provadéni
klinického hodnoceni a Studijni personal timto berou
na védomi, ze IQVIA a Zadavatel, a jejich odpovédné
pobocky, se zavazuji dodrzovat (i) britsky zakon proti
korupci z roku 2010 (“Protikorupéni zakon™); (ii)
zakon USA z roku 1977 o zahrani¢nich korup¢nich
praktikach z roku 1977 (“FCPA”) a (iii) jakékoli dalsi
pravni pfepisy na useku zakazu korupc¢nich praktik.

1.2 Formulaf pisemného informovaného souhlasu

Misto provadéni klinického hodnoceni souhlasi s tim,
ze bude pouzivat formulaf informovaného souhlasu,
ve znéni poskytnutém Zadavatelem, ktery je v souladu
s pfislusnymi pravnimi pfedpisy a pozadavky Etické
komise pro multicentrickd hodnoceni (“MEK”) a
Mistnich etickych komisi (“LEK), spolecné dale jen
Etickych komisi (“EK”), které jsou zodpovédné za
kontrolu  Studie. Misto provadéni klinického
hodnoceni predem zajisti pisemny informovany
souhlas kazdého Subjektu studie. Misto provadeéni
klinického hodnoceni zajisti, aby kazdy Subjekt studie
pfed zahdjenim ucasti ve Studii podepsal formulaf
informovaného souhlasu, ktery dodal Zadavatel a
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Subject’s records. Site shall allow Sponsor or its
designee to inspect signed informed consent forms or
photocopies thereof during monitoring visits or audits.
When required, the approved informed consent form
will be modified to reflect amendments to the
Protocol.

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

Site shall:

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

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

ktery schvalila etickd komise Zdravotnického
zafizeni. Misto provadéni klinického hodnoceni
uchova origindl formulafe informovaného souhlasu
v zdznamech Subjektu studie. Misto provadéni
klinického hodnoceni umozni Zadavateli nebo jeho
povéfenému  zastupci  kontrolovat  podepsané
formulafe informovaného souhlasu nebo jejich
fotokopie béhem monitorovacich navstév nebo auditd.
Podle  potteby  bude  schvileny  formulaf
informovaného souhlasu modifikovan pro zohlednéni
dodatkd k Protokolu.

1.3 Zdravotni zdznamy a Studijni data a udaje
1.3.1 Shromazd’ovani, uskladnéni a likvidace: Misto
provadéni klinického hodnoceni zajisti promptni,
uplné a presné shromazdovani, zaznamenavani a
klasifika¢ni roztfidéni Zdravotnich zdznamid a
Studijnich dat a udaji.

Misto provadéni klinického hodnoceni bude:

i. vést a skladovat Zdravotni zaznamy a Studijni
data a udaje bezpeCnym zplsobem s
omezenim fyzického 1 elektronického
pfistupu, dle podminek konkrétniho pfipadu a
s kontrolou prostiedi prislusnou pro konkrétni
typ dat a udaji v souladu s pfislusSnymi
pravnimi pfedpisy, nafizenimi a technickymi
standardy; a

ii. chranit Zdravotni zdznamy a Studijni data a
udaje proti neopravnénému zneuziti, ptistupu,
kopirovani ¢ odhaleni. Bude-li tak
pozadovano Zadavatelem ¢i IQVIA, Misto
provadéni klinického hodnoceni piedlozi
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 datim a udajiim zajisténim fyzické
bezpecnosti elektronického systému a dale
zajisti, ze Studijni personal bude zachovévat
v divérném rezimu jim pfid€lend pristupova
hesla. Zkousejici souhlasi, ze shromazdi
veSkera Studijni data a udaje obsazené ve
Zdravotnich zaznamech pted jejich vlozenim
do CRF. Misto provadéni klinického
hodnoceni zajisti neprodlené predkladani
CRF; a

OYA14754 CTA Template Czech Republic INST&INV V3.0 26Jan2018
Clinical Trial Agreement / Smlouva 0 klinickém hodnoceni

Genmab A/S GCT1015-04

Fakultni nemocnice Brno,

Version/Verze Redacted, 290518 CONFIDENTIAL

Page 6 of 54



iii. take measures to prevent accidental or
premature destruction or damage of these
documents for as long as required by
applicable laws and regulations. Neither
Institution nor Investigator shall destroy or
permit the destruction of any Medical
Records or 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 the longer of i) 15 years after
completing the Study, or ii) the period
stipulated in the Protocol. Institution shall
continue to store Medical Records and
Study Data, at Sponsor’s expense, for any
period that the Sponsor may request in
writing after retention is no longer
required by any applicable law or
regulation.

In case of termination of Investigator employment
relationship, the responsibility for maintaining
Medical Records and Study Data shall be
determined in accordance with applicable
regulations but Institution will not in any case be
relieved of its obligations under this Agreement for
maintaining the Medical Records and Study Data.

1.3.2 Ownership. Institution shall retain and store
Medical Records. The Institution and the
Investigator hereby assign to Sponsor all of their
rights, title and interest, including intellectual
property rights, to all Confidential Information (as
defined below) and any other Study Data.

1.3.3 Access, Use, Monitoring and Inspection. Site
shall provide (through the CRF) 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 affiliates, their
representatives and designees reasonable access to
Site’s facilities and to Medical Records and Study
Data so as to permit Sponsor and IQVIA and
affiliate, their representatives and designees to
monitor the Study and audit Site’s and Study
Staff’s conduct of the Study. Institution and
Investigator shall cooperate with and facilitate such
visit.

iii. pfijme opatieni za tcelem zabranéni
nahodného ¢i pfedCasného znieni ¢i
poskozeni téchto dokumentt na takovou
dobu, jez je vyzadovana pfisluSnymi
pravnimi  pfedpisy. Ani Zdravotnické
likvidaci jakychkoli Zdravotnich zaznami ¢i
Studijnich dat a udaji bez predchoziho
pisemného oznameni zaslaného Zadavateli.
Zdravotnické zafizeni uchova Zdravotni
zaznamy a Studijni data a udaje, jakoz i
veskerou dokumentaci vztahujici se ke
Subjektim Studie po i) 15 let od ukonéeni
Studie, nebo ii) dobu pozadovanou
Protokolem. Zdravotnické zafizeni bude dale
pokracovat s archivaci Zdravotnich zdznami
a Studijnich dat a udaji na naklady
Zadavatele po dobu  pozadovanou
Zadavatelem pisemné poté, co uplyne doba
archivace pozadovana dle ptislusnych
pravnich piedpist.

V piipadé ukonéeni pracovnépravniho poméru
Zkousejiciho, odpovédnost za vedeni Zdravotnich
zdznami a Studijnich dat a Udaji bude urcena v
souladu s pfisluSnymi pravnimi predpisy, avSak
Zdravotnické zafizeni se vzadném piipadé nezprosti
svych povinnosti, jez ji plynou z této Smlouvy ve
vztahu k vedeni Zdravotnich zdznami a Studijnich
dat a udajt.

1.3.2 Vlastnictvi. Zdravotnické zatizeni si ponecha a
bude uchovavat Zdravotni zaznamy. Zdravotnické
zatizeni a ZkousSejici timto prevadéji na Zadavatele
veskera svd prava, naroky a tituly, vCetné prav
dusevniho vlastnictvi k Davérnym informacim (ve
smyslu nize uvedeném) a k jakymkoli jinym
Studijnim datim a udajim.

1.3.3 Ptistup, Pouziti, Monitoring a Kontrola. Misto
provadéni klinického hodnoceni poskytne (pfes
CRF) originaly ¢i kopie (dle podminek konkrétniho
pfipadu) vSech Studijnich dat a udaji IQVIA a
Zadavateli pro moznost jejich vyuziti Zadavatelem.
Misto provadéni klinického hodnoceni umozni
Zadavateli a IQVIA a jejich pfidruzenym
spole¢nostem, zastupcim a  zmocnénclim
odpovidajici pfistup do prostor a zatfizeni Mista
provadéni klinického hodnoceni a k Zdravotnim
zaznamim a Studijnim datim a udajim, aby
umoznilo Zadavateli a IQVIA a jejich pfidruzenym
spole¢nostem, zastupciim a zmocnénclim provedeni
monitoringu Studie a kontrolu provadéni Studie
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Site shall afford regulatory authorities reasonable
access to Site’s facilities and to Medical Records
and Study Data.

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

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

1.3.4 License. Sponsor hereby grants to Institution
a perpetual, non-exclusive, nontransferable, paid-
up license, without right to sublicense, to use Study
Data (i) subject to the obligations set forth in
section 3 “Confidentiality”, for internal, non-
commercial research and for educational purposes,
and (ii) for preparation of publications in
accordance with Section 5 “Publication Rights”.

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

1.4Duties of Investigator

Mistem provadéni klinického hodnoceni a Studijnim
persondlem. Zdravotnické zafizeni a Zkousejici
budou pfi téchto navstévach spolupracovat a
usnadnovat je.

Misto provadéni klinického hodnoceni umozni
regulatornim Gfadim pfiméfeny piistup do prostor a
zatizeni Mista provadéni klinického hodnoceni a ke
Zdravotnim zdznamim a Studijnim datim a udajim.

Misto provadéni klinického hodnoceni souhlasi, ze
bude spolupracovat se zastupci IQVIA a Zadavatele,
ktefi navstivi Misto  provadéni  klinického
hodnoceni, a Misto provadéni klinického hodnoceni
souhlasi, ze zajisti, Ze zaméstnanci a zastupci Mista
provadéni klinického hodnoceni nebudou klast
jakékoli prekazky ¢i jakkoli jinak vytvaret
nepfiznivé pracovni podminky pro takové zastupce.
Misto provadéni klinického hodnoceni, pokud to
neni zakazano zakonem nebo soudnim rozhodnutim,
neprodlené vyrozumi Zadavatele a IQVIA, a v téze
souvislosti Zadavateli a IQVIA poskytne veskeré
kopie, o jakékoli zadosti, korespondenci ¢i
komunikaci  pfijaté ¢ zaslané  jakémukoli
statnimu/spravnimu fadu ¢i regulatorni autorité
vztahujici se ke Studii, zejména vcetné zadosti Ci
oznameni o kontrole prostor a zafizeni Mista
provadéni klinického hodnoceni, a Misto provadéni
klinického hodnoceni umozni IQVIA a Zadavateli,
aby se takovych kontrol zi¢astnili do té miry do jaké
to nezakazuje zakon nebo soudni rozhodnuti. Misto
provadéni klinického hodnoceni vyvine nezbytné
usili za Gcelem odd€leni, nikoli v8ak odhaleni ¢i
zptistupnéni, veskerych Divérnych informaci,
jejichz odhaleni ¢i zpfistupnéni neni v této
souvislosti vyzadovano béhem takovych kontrol.
1.34 Licentni opravnéni. Zadavatel timto
Zdravotnickému  zafizeni  poskytuje  trvalé,
nevyhradni, nepfevoditelné, jiz hrazené licencni
opravnéni, bez prava ude¢leni sublicence, k uziti
Studijnich dat a udajii (i) v souladu se zavazky
stanovenymi v Clanku 3 “Davérny rezim”, pro
vnitini Gcely, vyzkum nekomeréniho charakteru a
pro edukativni ucely, a (ii) pro pfipravu publikaci v
souladu s Clankem 5 “Prava na zveiejnéni”.

1.3.5 Pfetrvavajici platnost. Tento odstavec 1.3
“Zdravotni zdznamy a Studijni data a idaje” ziistane
zavazny i v piipadé zaniku platnosti ¢i vyprseni
platnosti této Smlouvy.

1.4 Povinnosti ZkousSejiciho
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Investigator is responsible for the conduct of the Study
at Institution. In particular, but without limitation, it is
the Investigator’s duty to review and understand the
information in the Investigator’s Brochure or device
labeling instructions. IQVIA or Sponsor will ensure
that all required reviews and approvals by applicable
regulatory authorities and ECs are obtained and the
Site agrees to provide all necessary assistance in this
respect. 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.

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

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

Site agrees to provide prompt advance notice to
Sponsor and IQVIA if Investigator will be terminating
its employment relationship in the Institution or is
otherwise no longer able to perform the Study. The
appointment of a new Investigator must have the prior
approval of Sponsor and IQVIA.

1.5  Adverse Events

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

Sponsor will promptly report to the Site, the Site’s
LEC, and IQVIA, any finding that could affect the
safety of participants or their willingness to continue
participation in the Study, influence the conduct of the
Study, or alter the Site’s LEC approval to continue the
Study.

Zkousejici je odpovédny za provedeni Studie ve
Zdravotnickém zafizeni. Konkrétné pak jde zejména
ale nejen o povinnost Zkousejicitho zkontrolovat a
porozumét informacim obsazenym v Souboru
informaci pro zkousSejicitho ¢i pokynech k pfistroji.
IQVIA nebo Zadavatel zajisti, Ze budou opatiena
veskera pozadovana kontrolni schvaleni od
pfislusnych regulatornich tfadd a EK a Misto
provadéni klinického hodnoceni souhlasi, Zze v tomto
ohledu poskytne veskerou potiebnou pomoc. Pied
zahajenim Studie je ZkousSejici se zavazuje, Ze pied
zahdjenim Studie zajisti, ze byly ziskdny veskeré
souhlasy a povoleni piislusnych regulatornich tifadt a
EK a ze byly zkontrolovany vsechny CRF tak, aby
byla zajisténa jejich presnost a tiplnost.

Zkousejici souhlasi, ze poskytne pisemné prohlaseni
vztahujici se k potencidlnim zajmim Zkousejiciho
ekonomické ¢i jiné povahy, ¢i odhali jiné zajmy, je-li
jich, a to v souvislosti s provadénim této Studie i ve
vztahu k Hodnocenému lécivu.

Zkousejici souhlasi, ze poskytne pisemné prohlaseni,
jez bude odhalovat zavazky Zkousejiciho, jsou-li
né¢jaké, a to vii¢i Zdravotnickému zatizeni ve vztahu a
v souvislosti s provadénim Studie a Hodnocenym
lécivem.

Misto provadéni klinického hodnoceni souhlasi, Ze
za$le predem promptni oznameni Zadavateli a IQVIA
v ptipadé, ze Zkousejici ukon¢i pracovni pomér ve
Zdravotnickém zafizeni ¢i nebude-li ZkousSejici z
jakéhokoli jiného divodu schopen provadét Studii.
Ustanoveni nového Zkousejiciho bude podléhat
predchozimu schvaleni Zadavatele a IQVIA.

1.5 Nezadouci piihody

Misto provadéni klinického hodnoceni oznami
nezadouci pfihody a zavazné nezddouci piihody v
souladu s pozadavky Protokolu a pfislusnymi
pravnimi piedpisy a nafizenimi. Misto provadéni
klinického hodnoceni se zavazuje, ze bude
spolupracovat se Zadavatelem v souvislosti s jeho
usilim vynaloZzeném v ramci kontrolniho procesu ve
vztahu k jakékoli nezadouci piihodé. Misto provadéni
klinického hodnoceni bude jednat v souladu s
oznamovacimi povinnostmi vyzadovanymi jeho LEK.

Zadavatel bez zbyte¢ného odkladu vyrozumi Misto
provadéni klinického hodnoceni, LEK a IQVIA,
ohledné jakéhokoli zjisténi, jez je zplsobilé ovlivnit
bezpecnost ucCastniki ¢i jejich vuli a ochotu
pokracovat v ucasti ve Studii, mit vliv na provadéni
Studie, ¢i zménit vydané souhlasné stanovisko LEK
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1.6  Use and Return of Investigational Product and
Equipment

Sponsor or a duly authorized agent of Sponsor, shall
supply Institution or Investigator with sufficient
amount of Investigational Product as described in the
Protocol. If required by the Protocol and unless
otherwise agreed, Sponsor shall also supply placebo or
comparator product (“Comparator Product”).

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

The Investigational Product is and remains the
property of Sponsor. Sponsor grants the Site no
express or implied intellectual property rights in the
Investigational Product or in any methods of making
or using the Investigational Product.

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

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

1.7  Key Enrollment Date

Mista provadéni klinického hodnoceni vztahujici se k
pokracovani ve Studii.

1.6 Pouziti a vraceni Hodnoceného 1é¢iva a Materiala

Zadavatel, ¢i jeho fadné opravnény zastupce, doda
Zdravotnickému zatfizeni ¢i ZkouSejicimu dostatecné
mnozstvi Hodnoceného 1é¢iva dle podminek
popsanych v Protokolu. Pokud to vyzaduje Protokol a
pokud nebylo dohodnuto jinak, Zadavatel také doda
placebo nebo komparacni produkt (déle ,,Komparacni
produkt®).

Misto provadéni klinického hodnoceni bude pouzivat
Hodnocené 1é¢ivo a, je-li to relevantni, Kompara¢ni
produkt poskytnuty v souvislosti se Studii vyhradné
pro ucely fadného dokonceni Studie a bude uchovavat
Hodnocené 1é¢ivo dle pokynti Zadavatele a v souladu
s pfislusSnymi pravnimi pfedpisy, nafizenimi a
pravidly, vcetné povinnosti skladovat Hodnocené
lécivo a Komparaéni produkt v uzamceném a
zabezpeCeném prostoru, a to po celou predmétnou
dobu.

Hodnocené 1éCivo je a zlstava vlastnictvim
Zadavatele. Zadavatel neposkytuje Mistu provadéni
klinického hodnoceni Zadna vyslovna ani implikovana
prava dusevniho vlastnictvi k Hodnocenému 1é¢ivu
nebo k jakymkoli metodam ptipravy nebo pouzivani
Hodnoceného 1éciva.

Zdravotnické zafizeni a ZkouSejici se zavazuji, Ze
budou jednat v souladu s veskerymi pravnimi
predpisy, nafizenimi a pravidly upravujicimi
nakladani s Hodnocenym 1é¢ivem ¢i likvidaci
Hodnoceného 1éCiva a jakymikoli instrukcemi a
pokyny poskytnutymi IQVIA, jez nejsou v rozporu s
takovymi pravnimi pfepisy, natizenimi a pravidly.

Misto provadéni klinického hodnoceni vrati jakékoli
vybaveni ¢i materidly poskytnuté Zadavatelem pro
jejich pouziti ve Studii, nebude-li uzaviena pisemna
smlouva mezi Zadavatelem a Zdravotnickym
zafizenim, na jejimz zakladé¢ Zdravotnické zafizeni
nabude vlastnictvi k takovému vybaveni.

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

2.PAYMENT

In consideration for the proper performance of the Study
by Site in compliance with the terms and conditions of
this Agreement, payments shall be made in accordance
with 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 284 870,00.

3. CONFIDENTIALITY

3.1Definition

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

Confidential Information shall not include information
that:

i. can be shown by documentation to have been
public knowledge prior to or after disclosure by

Misto provadéni klinického hodnoceni je srozuméno a
souhlasi, ze v ptipadé, Zze Misto provadéni klinického
hodnoceni nezaradi alespon jeden (1) Subjekt studie
ke Klicovému datu zafazeni, pak IQVIA a/nebo
Zadavatel budou opravnéni ukoncit tuto Smlouvu v
souladu s Clankem 15 “Platnost a ukonéeni platnosti”.
Zadavatel /IQVIA jsou opravnéni omezit zafazeni
Subjekti studie, a to v kterykoli ¢asovy okamzik.

2. PLATBY

V souvislosti s fadnym plnénim Studie Mistem
provadéni klinického hodnoceni, a to v souladu s
podminkami a ustanovenimi této Smlouvy, budou
poskytovany platby dle podminek a ustanoveni
definovanych v Ptiloze A, pfi¢emz posledni platba bude
uskutecnéna poté, co Misto provadéni klinického
hodnoceni splni a dokonéi veskeré zavazky, jez mu
vyplyvaji z této Smlouvy, a IQVIA obdrzi veskeré fadné
vyplnéné CRF a, bude-li tak IQVIA vyZzadovat, veskeré
dal§i Davérné informace (ve smyslu niZze uvedené
definice).

Odhadovana hodnota finan¢niho plnéni na zakladé této
Smlouvy bude pfiblizné 284 870,00 K&.

3. DUVERNY REZIM
3.1 Definice

"Dtvérné informace" budou vykladany jako
informace divérné a majetkové povahy nalezejici
Zadavateli, pfiCemz budou zahrnovat (i) veskeré
informace, jez byly Zdravotnickému zafizeni,
Zkousejicimu ¢i  kterémukoli ¢lenu personalu
Zdravotnického zatizeni, poskytnuty, odhaleny,
zpiistupnény ¢i sdéleny Zadavatelem ¢i jeho jménem,
zejména véetné informaci o Hodnoceném 1éCivu,
technickych  informaci  vztahujicich se k
Hodnocenému 1é¢ivu, veskeré Existujici duSevni
vlastnictvi (ve smyslu definice uvedené v Clanku 4)
Zadavatele, a Protokol; a (ii) informace vztahujici se k
procesu zatazovani do Studie, informace vztahujici se
k aktualnimu stavu Studie, komunikace vici a od
regulatornich ufadl, informace vztahujici se k
aktualnimu stavu Hodnoceného 1é¢iva na regulatorni
urovni a Studijnich dat a idajt, a dale k Objeviim (ve
smyslu definice uvedené v Clanku 4).

Pojem Duvéerné informace nezahrnuje informace, pro
které plati, ze:

i. na zaklad¢ pfislusné dokumentace lze prokazat, ze
byly vefejné¢ znamé pied okamzikem ¢i po
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Sponsor, other than through wrongful acts or
omissions attributable to Investigator, Institution
or any of its personnel;

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

iii. can be shown by documentation to have been
independently developed by Investigator,
Institution or any of its personnel without the
use of Sponsor’s Confidential Information; or

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

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

shall not

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

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

party.

To protect Confidential Information, Site agrees to:

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

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

iii. ensure all such Study Staff are bound by a
legally enforceable obligation of confidentiality
and non-use no less stringent than set forth
herein;

okamziku jejich odhaleni, zpfistupnéni ¢i sdéleni
ze strany Zadavatele, aniz by tim dosSlo k
jakémukoli protipravnimu jedndni ¢i opominuti
pri¢itatelnému ZkouSejicimu, Zdravotnickému
zafizeni ¢i jakémukoli jejich zaméstnanci;

ii. na zakladg ptislusné dokumentace lze prokazat, ze
byly v dispozici Zkousejiciho, Zdravotnického
zafizeni ¢i jakéhokoli zaméstnance pted jejich
zvefejnénim, sdélenim ¢i zpiistupnénim ze strany
Zadavatele, a byly ziskany ze zdroju odlisnych od
Zadavatele, pficemz tyto nebyly vazany
povinnosti divérnosti vici Zadavateli;

iii. na zaklad¢ pftislusné dokumentace lze prokazat,
ze byly vyvinuty nezavisle Zkousejicim,
Zdravotnickym zafizenim ¢i jakymkoli jejich
zaméstnancem bez pouziti Zadavatelovych
Duvérnych informaci; nebo

iv. jejich odhaleni, zptistupnéni &i sdéleni 1ze provést
na zaklade€ pisemného svoleni Zadavatele.

3.2 Povinnosti
Misto provadéni klinického hodnoceni a zaméstnanci
Zdravotnického zafizeni, a to vcetné Studijniho
personalu, nebudou
i.  vyuzivat Divérné informace pro jakykoli jiny
ucel, nezli je provadéni Studie, nebo
ii. odhalovat, zpfistupiiovat ¢i sdélovat Duvérné
informace jakékoli tfeti strané, s vyjimkou
opravnéni povoleného v tomto Clanku 3. nebo
Clanku 5 “Prava na zvefejnéni”, nebo
povinnosti ulozené zakonem ¢i jakymkoli
regulatornim Ufadem nebo na zakladé
pisemného svoleni odhalujici strany.
Za tUcelem ochrany Duvérnych informaci, Misto
provadéni klinického hodnoceni souhlasi, Ze:

i. omezi distribuci Divérnych informaci pouze vaci
tém clenim Studijniho personalu, ktefi takové
skuteCnosti  potfebuji znat v souvislosti s
provadénim Studie;

bude informovat vSechny ¢&leny Studijniho
personalu, kterym budou Duvérné informace
odhaleny, zpfistupnény ¢i sdéleny, o divérné
povaze takovych informaci; a

iii.  zajisti, aby vS§ichni ¢lenové Studijniho personalu
pfijali pravné vymahatelny zavazek zachovavat
daveérnost a nepouzivat Divérné informace v
neméné piisné mife, nez jak je stanoveno v této
Smlouvé;
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iv. use all necessary reasonable measures to protect
Confidential Information from disclosure,
however in no event less than what a prudent
company or university in the same industry
would apply; and.

v. to be liable for any breaches of confidentiality
and non-use by any of its Study Staff.

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

3.3 Compelled Disclosure

In the event that Institution or Investigator is obligated
pursuant to an order or requirement of a court,
administrative authority or other governmental
agencies to disclose any Confidential Information,
Institution or Investigator, as applicable, 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, Institution or Investigator, as applicable,
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 Caoll.,
on Agreements Register. As and between the Parties,
Institution agrees to publish the Agreement pursuant
to the foregoing. Any information which constitutes
trade secret of either Party is exempted from such
publication. For the purposes of this Agreement, trade
secrets include, but are not limited to, Attachment A —
Budget and payment schedule, the minimum
enrollment goal, expected number of Study subjects
enrolled and the expected duration of the Study.
Furthermore, personal data of the individuals are also
exempted from publication, unless they have been
previously published in another public register. The
version of this Agreement intended for publication is
attached hereto as Attachment C. The Institution is

iv. pfijme veSkerd nezbytna piiméfena opatfeni za
ucelem ochrany Divérnych informaci pred
jejich odhalenim ¢i zpfistupnénim kterd vSak
nebudou v zadném piipadé¢ méné rozsahla nez
opatfeni, kterd by pouzila proziravé jednajici
spolecnost nebo univerzita ve stejném oboru; a

V.  ponese odpovédnost za jakékoli poruseni zasad
zachovani divérnosti a nepouzivani Divérnych
informaci ze strany kteréhokoli ¢lena svého
Studijniho personalu.

Zadné ze shora uvedenych ustanoveni neomezuje
opravnéni Mista provadéni klinického hodnoceni
odhalit, zptistupnit, zvefejnit ¢i sdélit Studijni data a
udaje v povoleném rozsahu v souladu s upravou
uvedenou v Clanku 5 “Prava na zveiejnéni”.

3.3 _Zékonem ulozené odhaleni

V ptipadé, ze Zdravotnické zatizeni ¢i Zkousejici maji
za povinnost na zakladé nafizeni nebo pozadavku
soudu, spravniho ufadu nebo jiného statniho organu
odhalit, sdélit ¢i zpfistupnit jakékoli Duvérné
informace, Zdravotnické zatizeni ¢i Zkousejici, podle
okolnosti, Zadavateli takovou skute¢nost neprodlené
oznami, aby mél Zadavatel moznost uplatnit
predbézné/ochranné opatieni ¢i jakykoli jiny vhodny
ochranny ¢i napravny prostiedek. V pripad¢, ze takové
predbézné/ochranné opatieni ¢i jiny vhodny ochranny
¢i napravny prostiedek neni vydan ¢i dosazen,
Zdravotnické zafizeni ¢i Zkousejici, podle okolnosti,
poskytne pouze takovou ¢ast Duvérnych informaci, a
to v rozsahu, v jakém je jejich odhaleni, sdéleni ¢i
zpiistupnéni pozadovano, ptfi¢emz bude vyzadovat
uplatiiovani diveérného rezimu ve vztahu k témto
Duvérnym informacim.

Bez ohledu na predchozi ustanoveni Zdravotnické
zafizeni, Zadavatel a IQVIA timto berou na védomi,
ze tato Smlouva bude uvefejnéna podle zakona
¢. 340/2015 Sh. o registru smluv. V ramci ujednani
mezi smluvnimi stranami se Zdravotnické zafizeni
zavazuje uvefejnit tuto Smlouvu v souladu s vyse
uvedenym. Jakékoli informace, které jsou obchodnim
tajemstvim kterékoli strany, pfedstavuji vyjimku
Z povinnosti uvefejnéni. Pro tucely této Smlouvy
takova obchodni tajemstvi zahrnuji mimo jiné
Pfilohu A — Rozpocet a platebni pfehled, minimalni
cilovy pocet zafazeni, oCekavany pocet zafazenych
Subjektt studie a ocekdvanou dobu trvani Studie.
Kromé toho piedstavuji vyjimku z uvetejnéni také
osobni udaje jednotlivych osob, pokud jiz nebyly
difive uvefejnény v jiném vefejném registru. Verze
této Smlouvy urcend k uvetejnéni tvoii Prilohu C této
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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 designating the following
email address: “ as the
email address to which a notification of publication in
the Agreements register shall be sent or by sending
direct email notification to the above mentioned email
address. Should the Institution fail to publish this
Agreement within 5 working days from the Effective
Date, it may be published by the Sponsor or IQVIA.

3.4 Return or Destruction

Upon termination of this Agreement or upon any
earlier written request by Sponsor at any time, Site
shall return to Sponsor, or destroy, at Sponsor’s option
and sole expense, all Confidential Information other
than Study Data provided that Site may retain in its
confidential files one (1) copy of all Confidential
Information solely for purposes of verifying
compliance with this Agreement.

3.5 Survival

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

4. INTELLECTUAL PROPERTY

4.1  Pre-existing Intellectual Property

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

4.2 Inventions

Smlouvy. Zdravotnické zatizeni je povinno uvefejnit
tuto Smlouvu v souladu s vyse uvedenym ¢&lankem.
Zdravotnické zafizeni bude informovat [IQVIA
o uvefejnéni Smlouvy v Registru smluv tak, ze

vyhradi e-mailovou adresu:
_ jako e-mailovou adresu,
na kterou ma byt zaslano oznameni o uvefejnéni
Smlouvy v Registru smluv, pfipadné na tuto adresu
samo oznameni zasle. Pokud Zdravotnické zafizeni

neuvetejni tuto Smlouvu do 5 pracovnich dnii od Data
ucinnosti, mize ji uvefejnit Zadavatel nebo IQVIA.

3.4 Vréceni ¢i likvidace
V néavaznosti na ukonceni platnosti této Smlouvy ¢i v

vvvvvv

pozadavku Zadavatele, Misto provadéni klinického
hodnoceni Zadavateli vrati, ptipadné dle pozadavku
Zadavatele zlikviduje vyluéné na naklady Zadavatele,
veskeré Duvérné informace, odlisné od Studijnich dat
a udaji za predpokladu, ze si Misto klinického
hodnoceni muize uchovat ve svych davérnych
slozkach jednu (1) kopii kazdé Divérné informace, a
to pouze pro ucely ovéfeni dodrzovani podminek této
Smlouvy.

3.5 Pretrvavajici platnost

Tento Clanek 3 “Divérny rezim” ziistane v platnosti i
v pfipadé ukonceni platnosti ¢i pii vyprSeni platnosti
této Smlouvy, a to po dobu deseti (10) let.

4 DUSEVNI VLASTNICTVI

4.1 Existujici dusevni vlastnictvi

Vlastnictvi vSech objevil, vynalezi, autorskych dél a
jinych vysledki dusevni ¢innosti, jez existuji k Datu
ucinnosti, a dale veskeré patenty, autorska prava,
obchodni tajemstvi a dalsi prava k objektim
dusevniho vlastnictvi, s timto souvisejici (spole¢né
dale jen, “Existujici duSevni vlastnictvi’), neni
jakkoli dotc¢eno touto Smlouvou, a jakakoli Strana ¢i
Zadavatel nemaji naroky vii¢i ¢i prava k jakémukoli
predmétu Existujiciho duSevniho vlastnictvi jiného,
neni-li tak vyslovné pisemné ujednano v jakékoli
pisemné dohod¢ mezi Stranami uzaviené.

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

4.3 Assignment of Inventions

Site shall, and shall cause its personnel to, disclose all
Inventions promptly, fully and free of charge to
Sponsor in writing, and Site, on behalf of itself and its
personnel, will assign to Sponsor all of its rights, title
and interest in and to Inventions, including all patents,
copyrights and other intellectual property rights
therein and all rights of action and claims for damages
and benefits arising due to past and present
infringement of said rights. At Sponsor’s reasonable
expense, Site shall cooperate and assist Sponsor by
executing, and causing its personnel to execute, all
documents reasonably necessary for Sponsor to secure
and maintain Sponsor’s ownership rights in
Inventions. Sponsor shall not be liable for any
remunerations in relation to assignments of rights to
Inventions under this section 4.3.

4.4 License

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

4.5 Patent Prosecution

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

Pojem “Objevy* znamena pro ucely této Smlouvy
veskeré objevy, vynalezy a pfedméty vyvoje, jez byly
vyvinuty, uvedeny poprvé do praxe ¢i jakkoli jinak
vynalezeny €i rozvinuty Stranou ¢i Zadavatelem nebo
jakymkoli zaméstnancem ¢i Clenem personalu
takového subjektu pfi provadéni Studie. Zadavatel
bude vlastnikem veSkerych Objevi, jez budou
vyvinuty, uvedeny poprvé do praxe ¢i jakkoli jinak
vynalezeny ¢i rozvinuty Zdravotnickym zafizenim,
Zkousejicim ¢i jakymkoli jejich zaméstnancem C¢i
¢lenem personalu v souvislosti s provadénim Studie.
4.3 Pievod prav k Objeviim

Misto provadéni klinického hodnoceni se zavazuje, ze
odhali, zpfistupni ¢i sdéli a dale zajisti, ze jeji
zaméstnanci odhali, zpfistupni ¢i sdéli veskeré
Objevy, a to neprodlené, pln¢ a bezplatn¢ Zadavateli
v pisemné formé, a Misto provadéni klinického
hodnoceni, jménem svym a jménem a v zastoupeni
svych zamé&stnanct, pievede na Zadavatele veSkera
sva prava, naroky a zajmy k Objevim, véetné vSech
patentti, autorskych dél a jinych prav dusSevniho
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. Misto
provadéni klinického hodnoceni zavazuje, ze bude
nalezit¢ spolupracovat a poskytne Zadavateli
soucinnost pfi vyhotoveni a uzavfeni, a zajisti, Ze jeji
zameéstnanci vyhotovi a uzaviou, veskeré¢ dokumenty
divodné Zadavatelem pozadované za ucelem ochrany
a zajisténi vlastnickych prav Zadavatele k Objevim,;
pfiméfené naklady na takovou soucinnost ponese
Zadavatel. Zadavatel nebude odpovidat za uhrady
jakychkoli odmén souvisejicich s postoupenim prav
k Objeviim podle tohoto odstavce 4.3.

4.4 Licen¢ni opravnéni

Zadavatel timto ud€luje Zdravotnickému zafizeni
trvalé, nevyhradni, nepfevoditelné, jiz hrazené
licenéni opravnéni, bez prava udé€leni sublicence k
pouziti Objevi, a to v souladu s povinnostmi
ulozenymi v Clanku “Davérny rezim”, pro vnitini
ucely, vyzkum nekomercniho charakteru a pouze pro
edukativni ucely.

4.5 Patentové fizeni

Misto provadéni klinického hodnoceni se zavazuje, ze
bude spolupracovat a poskytne soucinnost, a to v
navaznosti na vyzvu Zadavatele a na jeho naklady a s
jeho ucasti, v souvislosti s pfipravou, podanim,
vedenim patentového fizeni a udrzovanim veskerych
patentovych piihlasek a patentti pro veskeré Objevy.
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4.6 Survival
This Section 4 “Intellectual Property” shall survive
termination or expiration of this Agreement.

5. PUBLICATION RIGHTS

5.1  Publication and Disclosure

Institution and Investigator shall have the right to
publish or present the results of Institution’s and
Investigator’s  activities conducted wunder this
Agreement, including Study Data, only in accordance
with the requirements of this Section. However, to
ensure against inadvertent disclosure of Confidential
Information or unprotected inventions, Institution and
Investigator agree to submit any proposed publication
or presentation to Sponsor for review at least thirty
(30) days prior to submitting any such proposed
publication to a publisher or proceeding with such
proposed presentation. Within thirty (30) days of its
receipt, Sponsor shall advise Institution and/or
Investigator, as the case may be, in writing of any
information contained therein which is Confidential
Information (other than Study Data) or which may
impair the availability of patent protection for
Inventions. Sponsor shall have the right to require
Institution and/or Investigator, as applicable, to
remove specifically identified Confidential
Information (other than Study Data) and/or to delay the
proposed publication or presentation for an additional
sixty (60) days to enable Sponsor to seek patent
protection for Inventions.

5.2 Multi-Center Publications

4.6 Pretrvévajici platnost

Tento Clanek 4 “Dusevni vlastnictvi” ziistane v
platnosti i v pfipadé€ ukonceni platnosti ¢i pfi vyprSeni
platnosti této Smlouvy.

5. PRAVA NA ZVEREJNENI

5.1 Publikovéani a zpfistupnéni

Zdravotnické zafizeni a ZkousSejici budou opravnéni
publikovat a prezentovat vysledky ¢innosti
Zdravotnického zafizeni a ZkouSejiciho, ktera je
provadéna na zakladé této Smlouvy, a to vcetné
Studijnich dat a idajd, vyluéné v souladu s pozadavky
stanovenymi v tomto Clanku. Aby se piedeslo
neumyslnému zvetejnéni Divérnych informaci nebo
nechranénych vynalezli, Zdravotnické zafizeni a
Zkousejici souhlasi, ze Zadavateli predlozi jakoukoli
navrhovanou publikaci a prezentaci pro ucely jejich
kontroly ve lhuté alesponi tficeti (30) dnt pied
predlozenim jakékoli takové publikace ptislusnému
vydavateli ¢i pted jejich navrhovanou prezentaci. Ve
Ihiate tticeti (30) dnt od jejich pfijeti, Zadavatel se
pisemné vyjadii Zdravotnickému zafizeni a/nebo
Zkousejicimu, vzdy dle podminek konkrétniho
pfipadu, ve vztahu k jakékoli informaci obsazené v
takovych materidlech, jez pfedstavuje Divérnou
informaci (odliSnou od Studijnich dat a idaji) nebo
jez mize predstavovat piekazku moznosti dosazeni
patentové ochrany pfislusného Objevu. Zadavatel
bude opravnén pozadovat vuéi Zdravotnickému
zafizeni a/nebo Zadavateli, vzdy dle podminek
konkrétniho  pfipadu, odstranéni definovanych
informaci oznacenych jako Duavérné informace (jez
jsou odlisné od Studijnich dat a udaji) a/nebo
pozadovat odlozeni navrhované publikace ¢i
prezentace po dobu dodate¢nych Sedesati (60) dnd,
aby umoznil Zadavateli uplatnéni patentové ochrany
ve vztahu k takovému Objevu.

5.2 Multicentrické publikovani
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If the Study is a multi-center study, Institution and
Investigator agree that they shall not, without the
Sponsor’s prior written consent, independently
publish, present or otherwise disclose any results of or
information  pertaining to Institution’s and
Investigator’s  activities conducted under this
Agreement until a multi-center publication is
published; provided, however, that if a multi-center
publication is not published within eighteen (18)
months after completion of the Study and lock of the
database at all research sites or any earlier termination
or abandonment of the Study, Institution and
Investigator shall have the right to publish and present
the results of Institution’s and Investigator’s activities
conducted under this Agreement, including Study
Data, solely in accordance with the provisions of
Section 5.3 “Confidentiality of Unpublished Data”.
However, for the purposes of the publication of the
primary analysis results of the Study, notwithstanding
any language to the contrary in this Agreement,
approval of such publication shall be made by the
Steering Committee, not to be unreasonably withheld
or delayed. The Steering Committee and Sponsor
recognize the importance of safeguarding the scientific
integrity of any publication and support the exercise of
academic freedom.

5.3 Confidentiality of Unpublished Data

Institution and Investigator acknowledge and agree
that Study Data that is not published, presented or
otherwise disclosed in accordance with Section 5.1 or
Section 5.2 (“Unpublished Data”) remains within the
definition of Confidential Information, and Institution
and Investigator shall not, and shall require their
personnel not to, disclose Unpublished Data to any
third party or disclose any Study Data to any third party
in greater detail than the same may be disclosed in any
publications, presentations or disclosures made in
accordance with Section 5.1 or Section 5.2.

5.4 Media Contacts

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

Je-1i tato Studie multicentrickou studii, Zdravotnické
zafizeni a ZkouSejici timto souhlasi, ze bez
predchoziho pisemného souhlasu Zadavatele nebudou
nezéavisle publikovat, prezentovat ¢i jakkoli jinak
odhalovat, zvefejniovat, sd€lovat ¢i zpfistupnovat
jakékoli vysledky nebo informace vztahujici se k
¢innostem Zdravotnického zafizeni a Zkousejiciho,
jez jsou provadény na zakladé této Smlouvy, a to az
do doby, nez dojde ke zvefejnéni multicentrické
publikace; to v8ak za podminky, Ze nedojde-li k
multicentrickému zvefejnéni nejpozdeéji do osmnacti
(18) mésicti od okamziku dokonceni Studie a uzavieni
databaze ve vSech vyzkumnych centrech ¢i k
jakémukoli  dfivéjS§imu ukonceni platnosti ¢i
predcasnému ukonceni Studie, Zdravotnické zatizeni
a ZkouSejici budou opravnéni publikovat a
prezentovat vysledky Cinnosti  Zdravotnického
zatizeni a Zkousejiciho, jez je provadéna na zakladeé
této Smlouvy, a to véetn¢ Studijnich dat a udaju,
vyhradné v souladu s podminkami stanovenymi v
odstavci 5.3 “Duvérnost nepublikovanych tdaji”. Pro
ucely zvefejnéni vysledkd prvotni analyzy Studie,
nehledé na jakékoli opacné ujednani obsazené v této
Smlouvg, bude takové zvefejnéni schvaleno Ridicim
vyborem, Stim, ze schvaleni nebude bezdivodné
odpirano & zdrzovano. Ridici vybor a Zadavatel
uznavaji dilezitost zachovani védecké integrity
jakékoli publikace a podporuji vykon akademickych
svobod.

5.3 Duvérnost nepublikovanych idajt

Zdravotnické zafizeni a ZkousSejici timto berou na
védomi a souhlasi, ze Studijni data a udaje, jez nebyly
publikovany, prezentovany ¢i jakkoli jinak odhaleny,
zvefejnény, zptistupnény ¢i sdéleny na zaklade upravy
stanovené v odstavci 5.1 nebo 5.2 (“Nepublikované
udaje”), zUstanou zahrnuty do ramce definice
Duvérnych informaci, a Zdravotnické zafizeni a
Zkousejici se zavazuji, ze neodhali, nezvefejni,
nezpfistupni ¢i nesdé€li a zavazou své zaméstnance ve
shodném rozsahu v této souvislosti, jakékoli
Nepublikované tidaje jakékoli tieti strané ¢i nezvetejni
jakakoli Studijni data ¢i Gidaje jakékoli tieti strang, a to
v rozsahu vétsim, nezli v jakém mohou byt odhaleny,
zvetejnény, zptistupnény c¢i sdéleny v jakékoli
publikaci, prezentaci ¢i jiném odhaleni na zakladé
odstavce 5.1 nebo 5.2.

5.4 Kontakty s médii
Zdravotnické zafizeni a Zkousejici nebudou, a zajisti,

7ze zaméstnanci Zdravotnického zafizeni nebudou,
poskytovat jakékoli rozhovory ¢i jiné formy kontaktt
s médii, zejména vcetné vydavatelstvi novin,
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Internet, related to the Study, the Investigational
Product, Inventions, or Study Data without the prior
written consent of Sponsor, not to be unreasonably
withheld or delayed. This provision does not prohibit
publication or presentation of Study Data in
accordance with this section.

5.5 Use of Name, Registry and Reporting

No Party hereto shall use any other Party’s name, or
Sponsor’s name, in connection with any advertising,
publication or promotion without prior written
permission, except that the Sponsor and IQVIA may
use the Site’s name in Study publications and
communications, including clinical trial websites and
Study newsletters. Sponsor will register the Study with
a public clinical trials registry in accordance with
applicable laws and regulations and will report the
results of the Study publicly when and to the extent
required by applicable laws and regulations.

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

6.PERSONAL DATA

6.1  Study Team Member Personal Data

Both prior to and during the course of the Study, the
Investigator and his/her teams may be called upon to
provide personal data. This data falls within the scope
of the law and regulations relating to the protection of
personal data, in particular Act No. 101/2000 Coll., on
Personal Data Protection, as amended.

For the Investigator, this personal data may include
names, contact information, work experience and
professional qualifications, publications, resumes,
educational background and information related to
potential Dual Capacity conflict of interest, and
payments made to Payee(s) under this Agreement for
the following purposes:

(i) the conduct of clinical trials,

(i) wverification by governmental or regulatory
agencies, the Sponsor, IQVIA, and their
agents and affiliates,

provozovateli radiového vysildni, provozovateli
televizniho vysilani a spolecnostmi pusobicimi na
Internetu, a to v souvislosti se Studii, Hodnocenym
lécivem, Objevy nebo Studijnimi daty a tdaji bez
predchoziho pisemného svoleni Zadavatele, pfi¢emz
takové svoleni nebude bezdlivodné odpirdano ¢i
zdrzovano. Toto wustanoveni nebrani moZznosti
publikovat ¢i prezentovat Studijni data a udaje v
souladu s timto Clankem.

5.5 Pouziti nazvu ¢i jména, registrace a oznamovani
Zadna strana této Smlouvy neni oprivnéna pouZit
jména ¢i ndzvu jiné Strany, nazvu Zadavatele, a to
vsouvislosti s jakoukoli  reklamni  &innosti,
k publikaénim ¢i marketingovym Gcelim bez
predchoziho pisemného svoleni, s vyjimkou piipadd,
kdy Zadavatel a IQVIA budou opravnéni pouZzit nazvu
Mista provadéni klinického hodnoceni v souvislosti
S publikacemi tykajicimi se Studie a v ramci
komunikace, véetné webovych stranek vénovanych
klinickym hodnocenim a pro ucéely newslettera
vydavanych v souvislosti se Studii. Zadavatel bude
Studii registrovat v souladu s ptislusnymi pravnimi
predpisy a nafizenimi a bude oznamovat vysledky
Studie vefejné¢ tehdy a vrozsahu wuloZzeném
prislusnymi pravnimi pfedpisy a natizenimi.

5.6 Pretrvavajici platnost

Tento Clanek 5 “Prava na zvefejnéni” ziistane v
platnosti i v ptipad¢ ukonceni platnosti ¢i pfi vyprSeni
platnosti této Smlouvy.

6. OSOBNi UDAJE

6.1. Osobni Uidaje ¢lend Studijniho tymu

Jak pred zahajenim, tak i v pribéhu provadéni Studie,
Zkousejici a jeho/jeji tym mohou byt pozadani o
poskytnuti svych osobnich udaji. Tyto udaje spadaji
do ramce pravnich predpisi na useku ochrany
osobnich Udaji, konkrétné zakona ¢. 101/2000 Sb., na
ochranu osobnich udaji, v platném znéni.

Ohledné Zkousejiciho, tyto osobni tdaje mohou
zahrnovat jména, kontaktni informace, pracovni
zkusenosti a profesni kvalifikaci, piehled publikaci,
resumé, informace o absolvovaném vzd¢lani, a
informace tykajici se potencialnich stfetd z&jma v
souvislosti s vykonem Dualni funkce, a udaje o
platbach uskutecnénych vici Piijemci plateb dle této
Smlouvy, a to pro nasledujici ucely:

(i) provadéni klinickych hodnocenti,

(ii) ovéfeni ze strany statnich/spravnich nebo
regulatornich ufadd, Zadavatele, IQVIA, a
jejich zastupcti, sesterskych organizaci c¢i
pobocek,
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(iii) compliance with legal and regulatory
requirements,

(iv) publication on www.clinicaltrials.gov and
websites and databases that serve a
comparable purpose;

(v) storage in databases to facilitate the selection
of investigators for future clinical trials; and

(vi) anti-corruption compliance.

Names of members of Study Staff may be processed in
IQVIA’ study contacts database for study-related
purposes only.

6.2  Study Subject Personal Data

The Investigator shall obtain Study Subject written
consent for the collection and use of Study Subject
personal data for Study purposes, including the
disclosure, transfer and processing of data collected in
accordance with the Protocol, in compliance with
applicable data protection provisions and the Data
Processing Agreement in Attachment B.

6.3  Data Controller

The Sponsor shall be the data controller for such
personal data except that, if IQVIA deals with any
personal data under this Agreement in the manner of a
data controller, IQVIA shall be the data controller of
such personal data to the extent of such dealings in
which IQVIA shall enter into relevant agreements to
govern such processing.

IQVIA may process "personal data", as defined in the
applicable data protection legislation enacted under the
same or equivalent/similar national legislation
(collectively "Data Protection Legislation™), of the
Investigator and Study Staff for study-related purposes
and all such processing will be carried out in
accordance with the Data Protection Legislation and
the Data Processing Agreement in Attachment B.

Institution, Investigator and Study Staff shall process
“personal data”, as defined in the Data Protection
Legislation, in accordance with the Data Protection
Legislation and the Data Processing Agreement in
Attachment B.

6.4Survival

(i) zajisténi souladu s pravnimi a regulatornimi

pozadavky,
(iv) zvefejnéni na strankach
www.clinicaltrials.gov a webovych

strankach a  serverech, které slouzi
obdobnému ucelu;

(v) evidovani v databazich pro ucely usnadnéni
vybéru zkousejicich pro budouci klinicka
hodnoceni; a

(vi) zajisténi souladu na poli zakazu jakéhokoli
korup¢niho jednani.

Jména ¢lentt Studijniho persondlu mohou byt
zpracovana v databazich vedenych IQVIA pro ucely
studijnich kontaktli, a to vylucné pro ucely souvisejici
s klinickymi studiemi.

6.2 Osobni udaje Subjektu studie

Zkousejici zajisti ziskani pisemného souhlasu
Subjektu studie pro Gcely k ziskani a pouziti osobnich
udaju Subjektu studie pro Gcely souvisejici se Studii,
a to v€etn¢ odhaleni, pfevodu a zpracovani osobnich
udaju ziskanych dle Protokolu, a dale v souladu s
ptislu§nymi ptedpisy na poli ochrany dat a Smlouvou
o zpracovani osobnich udaji v Ptiloze B.

6.3 Spravce uidajt

Zadavatel bude ptisobit jako spravce udaji ve vztahu
k takovymto osobnim tdajum, avSak s vyjimkou
pripadu, kdy IQVIA naklada s jakymikoli osobnimi
udaji na zakladé této Smlouvy jakozto spravce dat, v
takovém piipadé¢ bude IQVIA spravcem takovych
osobnich udaji v rozsahu, v jakém s nimi naklada,
pricemz IQVIA uzavie relevantni smlouvy, jimiz se
takové zpracovani udaji bude #idit.

IQVIA je opravnén zpracovavat "osobni tdaje", jak
jsou tyto definovany piislu§nymi pravnimi ptedpisy
na useku ochrany osobnich udaji, jez byly vydany na
zakladé¢ shodné ¢i ekvivalentni/obdobné narodni
legislativy (spolecné dale jen "Pravni piedpisy na
ochranu osobnich udaju"), Zkousejiciho a c¢lend
Studijniho personalu pro ucely souvisejici se Studii,
pricemz veskera takova zpracovani budou provadéna
v souladu s Pravnimi pfedpisy na ochranu osobnich
udaji a Smlouvou o zpracovani udajt v Ptiloze B.

Zdravotnické zatizeni, ZkouSejici a Studijni personal
budou zpracovavat ,,Osobni udaje”, definované
Pravnimi pfedpisy na ochranu osobnich udajt,
Vv souladu s Pravnimi pfedpisy na ochranu osobnich
udaji a Smlouvou o zpracovani udaji v Priloze B.

6.4 Pietrvavajici platnost
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This Section 6 “Personal Data” shall survive
termination or expiration of this Agreement.

7.STUDY SUBJECT INJURY, INSURANCE AND DAMAGES

Sponsor hereby represents and warrants that it will
provide clinical trial insurance in accordance with §
52, par. 3, letter f) Act on Pharmaceuticals as may be
subsequently amended.

Sponsor shall, to the extent required under applicable
laws, assume liability for any damages to a Study
Subject or, in the case of death, his rightful claimants
sustained, and which shows either a direct or indirect
connection with the Study. Sponsor shall enter into
appropriate insurance contract(s) to cover such
liability.

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

Sponsor shall reimburse Institution for the direct,
reasonable and necessary medical expenses incurred
by Institution for the treatment of any adverse event
experienced by, illness of or bodily injury to a Study
Subject that is caused by treatment of the Study
Subject in accordance with the Protocol, except to the
extent that such adverse event, illness or personal
injury is caused by:

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

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

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

Subject to Section 9 (Consequential Damages) below,
the Sponsor’s liability to reimburse the Institution
under this provision shall not be limited to the amount

Tento Clanek 6 “Osobni idaje” ziistane v platnosti i v
ptipadé ukonceni platnosti ¢i pii vyprSeni platnosti
této Smlouvy.

7. POSKOZEN{ ZDRAVI SUBJEKTU STUDIE, POJISTENI A
ODSKODNENI
Zadavatel prohlaSuje a potvrzuje, ze v souladu s ust. §
52 odst. 3, pism. f) zakona ¢. 378/2007 Sb., o 1é¢ivech,

v platném znéni, zajisti pojisténi klinického
hodnoceni.
Zadavatel je povinen Vrozsahu vyzadovaném

platnymi pravnimi pfedpisy pievzit odpovédnost za
jakoukoliv 8kodu, smrt, ¢i (jmu na zdravi, které
vznikly Studijnimu subjektu, nebo v pfipadé jeho
smrti, opravnéné osobé, a které vykazuji bud’ pfimou
nebo nepfimou souvislost se Studii. Zadavatel je
povinen wuzaviit odpovidajici pojistnou smlouvu
(pojistné smlouvy) k pokryti této odpoveédnosti.

Misto provadéni klinického hodnoceni je povinno
neprodlené pisemné vyrozumét IQVIA a Zadavatele o
jakémkoli naroku vztahujicimu se k onemocnéni ¢&i
umeé na zdravi, k nimz skute¢né ¢i udajné doslo v
souvislosti s nezadouci reakci na Hodnocené 1écivo a
zavazuje se plné spolupracovat se Zadavatelem pfi
feSeni nezadouci udalosti.

Zadavatel uhradi Zdravotnickému zafizeni piimé,
pfiméfené a nezbytné zdravotni vydaje, které vznikly
Zdravotnickému zafizeni v souvislosti s 1écbou
jakychkoli nezadoucich udalosti, nemoci nebo tjmy
na zdravi Subjektu studie zptisobené 1éEbou Subjektu
studie v souladu s Protokolem, s vyjimkou ptipadd,
kdy takova nezadouci udalost, nemoc nebo jma na
zdravi je zptisobeno:

a) pochybenim Zdravotnického zafizeni, Zkousejiciho
nebo jakéhokoliv jejich zaméstnance jednat
vsouladu s touto Smlouvou, Protokolem,
jakoukoliv pisemnou instrukci Zadavatele tykajici
se Studie, nebo jakéhokoliv platného zakona nebo
provadéciho predpisu nebo postupu, véetné¢ GCP,
vydaném jakoukoliv regulacni autoritou, nebo

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

€) porusenim povinnosti Studijnim Subjektem jednat
v souladu s divodnymi pokyny Zkousejiciho
tykajicich se pozadavka Studie.

S vyjimkou Clinku 9 (Nasledna $koda) nize,
odpovédnost Zadavatele odskodnit Zdravotnické
zafizeni dle tohoto ustanoveni nebude limitovana
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payable under any insurance required to be carried by
Sponsor but shall extend to the full amount of the
Institution’s actual damages in the amount of subject’s
claim or of subject's legal representative's claim
successfully claimed under Czech legal order.

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

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

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
send by registered post to the Sponsor and in
accordance with the Notices section below.

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

d) The Institution has not made it possible for
Sponsor to participate in any legal proceedings
relating to such claim, to the extent possible under
applicable law, and/or has failed to take any
advice from Sponsor regarding such proceedings
into good faith consideration in connection such
legal proceedings.

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

8.10VIA DISCLAIMER

Without prejudice to any of Sponsors’ liabilities
thereto, IQVIA expressly disclaims any liability in
connection with the Investigational Product, including
any liability for any claim arising out of a condition
caused by or allegedly caused by any Study procedures
associated with such product except to the extent that
such liability is caused by the negligence, willful
misconduct or breach of this Agreement by IQVIA.

¢astkou splatnou dle jakéhokoliv pojisténi uzavieného
Zadavatelem, ale bude se vztahovat na celou ¢astku
skute¢né Skody Zdravotnického zafizeni ve vysi
naroku subjektu nebo naroku jeho zdkonného zastupce
uspésné uplatnéného dle ¢eského pravniho fadu.

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

a) poskozeni zdravi (vCetné smrti) subjektu
hodnoceni bylo zpiisobeno umyslné€, nedbalosti,
protiprdvnim  jednanim nebo  nesplnénim
povinnosti stanovené Zdravotnickému zafizeni ¢i
Zkousejicimu pravnim ptedpisem nebo v této
Smlouvé, vcetné vSech jejich ptiloh nebo
Protokolu;

b) Zdravotnického zatizeni do dvaceti (20)
pracovnich dnti ode dne, kdy se dozvédéla, ze byl
vi¢i ni uplatnén narok na nahradu skody,
neoznamila tuto skute¢nost pisemné Zadavateli.
Oznadmeni musi byt odeslano doporucenou
postou Zadavateli a v souladu s oznamenimi nize.

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

d) Zdravotnické zafizeni neumoznilo Zadavateli
podilet se na soudnim fizeni tykajicim se
takového naroku v takovém rozsahu, ktery
jemozny dle piislusnych pravnich piedpist
a/lnebo se nefidilo radou Zadavatele ohledné
takového ftizeni poskytnutou v dobré vife
v souvislosti s takovym soudnim fizenim.

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

8. ODMITNUTI ODPOVEDNOSTI IQVIA

Aniz by byly dotéeny zavazky Zadavatele, IQVIA

timto vyslovné odmita jakoukoli odpovédnost
v souvislosti s Hodnocenym  1éCivem,  vletné
jakékoliv  odpovédnosti za jakékoliv naroky

vyplyvajici z okolnosti zpiisobené nebo domnéle
zpusobené jakymkoliv Studijnim postupem spojenym
s takovym léCivem vyjma rozsahu, v jakém je takova
odpovédnost fici nedbalosti, umyslnym
protipravnim jednanim nebo porusenim této Smlouvy
ze strany IQVIA.
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This Section 8 “IQVIA Disclaimer” shall survive
termination or expiration of this Agreement.

9. CONSEQUENTIAL DAMAGES

Neither IQVIA nor Sponsor shall be responsible to the
Site for any direct or indirect, special or incidental loss
of profits, lost opportunities, or other consequential
losses or damages, nor shall Site be responsible to
IQVIA or Sponsor for any direct or indirect, special or
incidental loss of profits, lost opportunities, or other
consequential losses or damages.

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

10. DEBARMENT

The Site represents and warrants that neither
Institution nor Investigator, nor any of Institution’s
employees, agents or other persons performing the
Study at Institution, have been debarred, disqualified
or banned from conducting clinical trials or are under
investigation by any regulatory authority for
debarment or any similar regulatory action in any
country, and the Site shall notify IQVIA immediately
if any such investigation, disqualification, debarment,
or ban occurs.

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

11.FINANCIAL DISCLOSURE AND CONFLICT OF
INTEREST

Upon Sponsor’s or IQVIA’ request, Site agrees that,
for each listed or identified investigator or sub-
investigator who is directly involved in the treatment
or evaluation of Study Subjects, Site 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

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

9. NASLEDNA SKODA

Ani IQVIA ani Zadavatel nebudou vici Mistu
provadéni klinického hodnoceni odpovédni ve vztahu
k jakékoli pfimé nebo nepiimé, zvlastni nebo ndhodné
ztraté  zisku, ztraté obchodnich pfilezitosti, ¢i
jakymkoli jinym naslednym ztratdm nebo skodam, ani
Misto provadéni klinického hodnoceni nebude
odpovédné vici IQVIA nebo Zadavateli ve vztahu k
jakékoli ptimé nebo nepfimé, zvlastni nebo nadhodné
ztrat¢  zisku, ztraté obchodnich pfilezitosti, C¢i
jakymkoli jinym naslednym ztratdm nebo skodam.

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

10. VYLOUCENI

Misto provadéni klinického hodnoceni prohlasuje a
potvrzuje, ze ani Zdravotnické zafizeni, ani
Zkousejici, ani kterykoli ze zaméstnanci, zastupcl
Zdravotnického zafizeni ¢i jakéakoli jind osoba, kterd
se podili na vykonu Studie ve Zdravotnickém zatizeni,
nebyla zbavena pfislusného opravnéni, nebyla ji
ulozena sankce zakazu vykonu ¢innosti klinickych
hodnoceni a dale, ze kterykoli z téchto subjekt neni
vySetiovan jakoukoli kontrolni instituci, kdy
vysledkem takového Setfeni ¢i fizeni mize byt ulozeni
sankce zakazu vykonu ¢innosti ¢i odebrani opravnéni,
a to v kterémkoli staté, a Misto provadeéni klinického
hodnoceni se dale zavazuje neprodlené vyrozumét
IQVIA v piipadé, ze dojde k takovému vySetfovani,
diskvalifikaci, ulozeni sankce zékazu vykonu ¢innosti
nebo k odejmuti opravnéni k vykonu klinického
hodnoceni.

Tento Clanek 10 "Vylouceni" ziistane v platnosti po
ukonceni nebo uplynuti doby trvani této Smlouvy.

11. FINANCNI INFORMACE A STRET ZAJMU

Misto provadéni klinického hodnoceni souhlasi, Ze na
zékladé Zadosti Zadavatele nebo IQVIA Misto
provadéni klinického hodnoceni pro kazdého
uvedeného a identifikovaného zkouSejictho nebo
spoluzkousejiciho, kteti se pfimo podili na 1é¢eni nebo
hodnoceni Subjekt studie neprodlené preda IQVIA
vyplnény a podepsany formulai finan¢niho prohlaseni
a konfliktu zajmt, ktery byl vyplnén a podepsan
takovym zkousejicim nebo spoluzkousejicim, ve
kterém tito zkousejici ¢i spoluzkousejici priznavaji
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investigators or sub-investigators or their spouses or
dependent children.

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

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

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

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

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

12. ANTI-KICKBACK AND ANTI FRAUD

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

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

Institution and Investigator agree that they will not bill
any Study Subject, insurer, or governmental agency for
any visits, services or expenses incurred during the
Study for which they have received compensation
from IQVIA or Sponsor, or which are not part of the
ordinary care they would normally provide for the
Study Subject, and that neither Institution nor

jakékoli pfiislusné zajmy, které maji oni sami nebo
jejich manzelé/manzelky ¢i nezaopatfené déti.

IQVIA je opravnén pozdrzet platby, v piipadé, Ze
neobdrzi vyplnéné formuldfe od kazdého takového
zkousejiciho a spoluzkousejiciho.

Misto provadéni klinického hodnoceni zajisti
urychlenou aktualizaci formulait dle potieby, s cilem
zajistit jejich pfesnost a Uplnost v pribéhu realizace
Studie a jeden (1) rok po dokonceni Studie.

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

Zkousejici dale souhlasi s pfenosem dat o finanénim
prohlaseni do zemé sidla Zadavatele a Spojenych statti
americkych, a to i kdyby v téchto zemich neplatil nebo
neexistoval natolik vyspély rezim ochrany dat jako ve
vlastni zemi Mista provadéni klinického hodnoceni.

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

12. ZAMEZENI UPLATKARSTVi A PODVODU

Zdravotnické zafizeni a ZkousSejici souhlasi, ze jejich
usudek, pokud jde o poradenstvi a péci o kazdy subjekt
hodnoceni, nebude ovlivnén thradou, kterou obdrzi na
zaklad¢ této Smlouvy, a dale osvédcuji, ze tato
kompenzace nepiesahuje realnou trzni hodnotu
sluzeb, které poskytuji a Ze zadné platby nejsou
poskytovany za 0celem piimét je k nakupu nebo
predepisovani jakychkoliv 1€k, zafizeni nebo
produktti.

Pokud Zadavatel nebo IQVIA poskytnou jakékoli
produkty nebo piedméty pro pouziti ve Studii zdarma,
Zdravotnického zafizeni a ZkousSejici souhlasi, Ze
nebudou zadat uhradu po zadném Subjektu studie,
pojistovné nebo statnim/spravnim ufadu nebo
jakékoli jiné treti strané za tyto zdarma poskytnuté
produkty nebo predméty.

Zdravotnické zafizeni a ZkousSejici souhlasi, Zze
nebudou zadat uhradu po zddném Subjektu Studie,
pojistovné nebo statnim Urade za jakékoliv navstévy,
sluzby nebo vydaje vzniklé v prubéhu Studie, za které
obdrzeli uhradu od IQVIA nebo Zadavatele, nebo
které nejsou soucésti bézné péce, kterou by za
normalnich okolnosti poskytli Subjektu studie a Ze ani
Zdravotnické zafizeni ani Zkousejici nebudou
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Investigator will pay another physician to refer
subjects to the Study.

13. ANTI-BRIBERY

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

Institution and Investigator further represent and
warrant that neither they nor any of their respective
owners, directors, employees, agents, or consultants,
nor any payee under this Agreement, 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.

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

poskytovat platbu jinému Ilékafi za doporuceni
subjektii do Studie.

13. ZAKAZ PODPLACENI

Zdravotnické zafizeni a ZkouSejici timto souhlasi, Ze
platby, které budou uhrazeny na zéklad¢ této
Smlouvy, pfedstavuji fadnou kompenzaci za sluzby
poskytnuté Mistem provedeni klinického
hodnoceni. Zdravotnické zafizeni a Zkousejici timto
prohlasuji a zavazuji se, ze platby ¢i Hodnotné véci,
které obdrzi na zakladé¢ této Smlouvy ¢i v souvislosti
se Studii jakkoli neovlivni jakékoli rozhodnuti
Zdravotnické zafizeni, ZkousSejicitho ¢i jakéhokoli
prislusného vlastnika Zdravotnického zafizeni, ¢leny
spravnich organti, zaméstnance, zastupce, konzultanty
¢i jakékoli ptijemce plnéni na zakladé této Smlouvy k
tomu, aby ucinil, jakozto Zastupce vefejné moci Ci
jakkoli jinak, za Gicelem poskytnuti pomoci Zadavateli
¢i IQVIA v podobé zajisténi neopravnéné vyhody ¢i
za UCelem ziskani ¢i zachovani si obchodni
prilezitosti.

Zdravotnické zafizeni a ZkousSejici dale prohlasuji a
zavazuji se, Ze ani oni, ani jakykoli jejich vlastnik, ¢len
statutarniho organu, zastupce ¢i konzultant, ani
jakykoli prijemce plnéni dle této Smlouvy, a to za
ucelem pomoci Zadavateli ¢i IQVIA k zajisténi
neopravnéné vyhody ¢i ziskani ¢i zachovani obchodni
prilezitosti, pfimo ¢i nepfimo, neuhradi, nenabidne ¢i
neslibi uhradit, nebo nedaruje jakoukoli Hodnotnou
véc jakékoli osobé ¢&i subjektu v souvislosti s
nasledujicimi Gcely: (i) ovlivnéni jakéhokoli jednani
¢i rozhodnuti: (i) pobidky ¢i pohnuti takové osoby ¢i
subjektu, aby néco konal nebo se zdrzel uréitého
jednani v rozporu s se zdkonem ulozenou povinnosti;
(i) zajisténim jakékoli neopravnéné vyhody; nebo
(iv) pobidky ¢i pohnuti takové osoby ¢i subjektu k
zneuziti vlivu vici statnimu/spravnimu organu ¢i jeho
zastupci v této souvislosti, a to za i€elem ovlivnéni
jakéhokoli jednani ¢i rozhodnuti statniho/spravniho
organu ¢i jeho zastupce.

Nad ramec ostatnich prav a prostfedkl napravy dle
této Smlouvy, ¢i na zakladé pfisluSnych pravnich
predpist, IQVIA nebo Zadavatel budou opravnéni
ukoncit platnost této Smlouvy v piipad€, ze Misto
provadéni klinického hodnoceni porusi jakékoli
prohldeni ¢&i zaruky obsazené v tomto Clanku,
pfipadné, pokud IQVIA nebo Zadavatel zjisti, Ze jsou
poskytovany ¢i byly poskytnuty neopravnéné platby
vici ¢ ze strany Zdravotnického zafizeni ¢i
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14. INDEPENDENT CONTRACTORS

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

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

15. TERM & TERMINATION
15.1 Term

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

15.2 Termination

Subject to prior written notice Sponsor may terminates
this Agreement upon earlier of any of the following
events:

a. Disapproval by IEC. If the Study is never
initiated because of IEC disapproval, this
Agreement will terminate immediately.

b. Study Completion. For purposes of this
Agreement, the Study is considered complete
after conclusion of all Protocol-required
activities for all enrolled Study Subjects;
receipt by Sponsor of all relevant Protocol-
required data, Study documents; and receipt of
all payments due to either party.

c. Early Termination of Study at the Institution.
If the Study is terminated early as described
below, the Agreement will terminate after
receipt by Sponsor of all relevant Protocol-

Zkousejiciho nebo jakéhokoli jednotlivce ¢i subjektu
jednajiciho jejich jménem.
14. NEZAVISLI DODAVATELE

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

Ani IQVIA ani Zadavatel nebudou mit jakoukoli
odpovédnost vztahujici se k benefitim, penzim,
nadhradam, narokim k dichodovému piipojisténi,
pracovnépravnim odménam, srazkovym ¢i jinym
pracovnépravnim danim tykajicim se Zkousejiciho
nebo  Zdravotnického  zafizeni nebo  jejich
zameéstnancu.

15. PLATNOST A UKONCENI PLATNOSTI
15.1 Platnost

Tato Smlouva nabyva platnosti k datu, kdy bude
podepsana posledni smluvni stranou a u¢innosti k datu
jejiho uvefejnéni v registru smluv dle zakona ¢.
340/2015 Sh., o registru smluv (“Datum u¢innosti”)
a zustane v U€innosti do okamziku dokonceni ¢i
ukonéeni v souladu s timto Clankem 15 “Platnost a
ukonéeni platnosti”.

15.2 Ukonceni platnosti

Na zéklad¢ ptedchoziho pisemného oznameni muze
Zadavatel ukonéit tuto Smlouvu, kdyZ nastane
kterakoli z nasledujicich okolnosti (podle toho, ktera z
téchto okolnosti nastane diive):

a. Neschvaleni etickou komisi. Pokud nebude

Studie zahajena v dusledku neschvaleni
etickou komisi, bude tato Smlouva

s okamzitou platnosti ukoncena.

b. Dokon¢eni Studie. Pro ucely této Smlouvy
bude Studie pokladana za dokonéenou po
uzavieni vSech Cinnosti pozadovanych podle
Protokolu pro vSechny zafazené Subjekty
studie, poté, co Zadavatel obdrzi vSechny
relevantni udaje vyzadované podle Protokolu a
dokumenty ze Studie, a po pfijeti vSech plateb
splatnych kterékoli smluvni strané.

c. Predcasné ukonceni Studie ve
Zdravotnickém  zafizeni. Pokud  dojde
k pred¢asnému ukonceni Studie podle nize
uvedenych  ustanoveni, skon¢i platnost
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required data, Study documents and receipt of
all payments due to either party.

(1) Termination of Study at the Institution Upon
Notice. Sponsor reserves the right to terminate
the Study for any reason upon thirty (30) days
written notice to Institution and Investigator.

(2) Immediate Termination of Study at the
Institution by Sponsor. Sponsor further reserves
the right to terminate the Study immediately
upon written notification to Institution and
Investigator for causes that include material
unauthorized deviations from the Protocol,
circumstances that in Sponsor’s opinion pose
risks to the health or well being of Study
Subjects; or regulatory agency actions relating
to the Study or the Sponsor Investigational
Product or Comparator Product.

(3) Immediate Termination of Study by
Institution and/or Investigator. Institution
and/or Investigator reserves the right to
terminate the Study at the Institution
immediately upon written notification to
Sponsor if requested to do so by the responsible
IEC or if such termination is required to protect
the health of Study Subjects or if Institution
decides that no suitable replacement for the
Principal Investigator is available.

15.3 Payments upon Termination

If the Study is terminated early in accordance with this
Agreement, Sponsor will (1) reasonably cooperate
with Institution to ensure a plan for the health, safety
or well-being of any Study Subject and to ensure that
any required Study Subject follow-up procedures are
completed, and (2) provide a termination payment
equal to the amount owed for work already performed
up to and including the effective date of termination,
in accordance with Attachment A, less payments
already made. The termination payment will include
any non-cancelable expenses, other than future
personnel costs, so long as they were properly incurred
and approved by Sponsor, and, only to the extent such

Smlouvy poté, co Zadavatel obdrzi vSechny
relevantni udaje vyzadované podle Protokolu a
dokumenty ze Studie, a po pfijeti vSech plateb
splatnych kterékoli smluvni strané.

(1) Ukonéeni Studie ve Zdravotnickém zafizeni
na zakladé ozndmeni. Zadavatel si vyhrazuje
pravo s okamzitou platnosti ukonéit Studii
z jakéhokoli divodu pisemnym oznamenim
zaslanym  Zdravotnickému  zafizeni a
Zkousejicimu tficet (30) dnd predem.

(2) Okamzité ukonéeni Studie ve Zdravotnickém
zafizeni Zadavatelem. Zadavatel si také
vyhrazuje pravo s okamzitou platnosti ukoncit
Studii pisemnym oznadmenim zaslanym
Zdravotnickému zafizeni a ZkousSejicimu
z takovych davodt, jako jsou napiiklad
zavazné neopravnéné odchylky od Protokolu;
okolnosti, které podle Zadavatelova nazoru
ohrozuji zdravi nebo celkovou situaci Subjektt
studie; nebo postupy regulatornich ufada
tykajici se Studie nebo Zadavatelova
Hodnocené¢ho 1é¢iva ¢i  Komparacniho
produktu.

(3) Ukonceni Studie Zdravotnickym zaiizenim
a/nebo Zkousejicim s okamZitou platnosti.
Zdravotnické zafizeni a/nebo ZkouSejici si
vyhrazuji pravo s okamzitou platnosti ukoncit
Studii ve Zdravotnickém zafizeni pisemnym
oznamenim zaslanym Zadavateli, pokud o to
bude Zadat odpovédna etické komise nebo
pokud je ukonceni Studie nutné k ochrané
zdravi  Subjektd  studie, nebo pokud
Zdravotnické zafizeni rozhodne, Ze neni
k dispozici Zadna vhodna nahrada za Hlavniho
zkousejiciho.

15.3 Platby po ukonceni

Pokud je Studie ukoncena diive v souladu s touto
Smlouvou,  Zadavatel (1)  dostatetné  se
Zdravotnickym zafizenim spolupracuje na zajisténi
planu pro zdravi, bezpecnost nebo blaho kazdého
Studijniho subjektu a zajisti, ze jakékoli pozadované
postupy nasledného sledovani Subjektu budou
ukonceny a (2) poskytne spravedlivou platbu za
ukoncéeni Smlouvy, ktera se rovna ¢astce dluzné za jiz
vykonané sluzby az do data Uéinnosti ukonéeni v
souladu s Ptilohou A, véetné vyse provedenych plateb.
Platba za ukonceni smlouvy bude zahrnovat veskeré
nevratné vydaje, kromé budoucich osobnich nakladu,
pokud byly nalezit€ vynalozeny a schvéleny
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costs cannot reasonably be mitigated. If the Study was
never initiated because of disapproval by the IEC,
Sponsor will reimburse Institution for IEC fees and for
any other expenses that were approved, in writing by
Sponsor.

154 IQVIA may terminate its participation in
(withdraw  from) the Agreement upon thirty
days written notice to Site and to Sponsor in the event
that Sponsor materially breaches its separate
agreement with IQVIA relating to this Study and such
breach is not remedied in accordance with such
agreement between IQVIA and Sponsor. In addition,
IQVIA may terminate its participation in (withdraw
from) the Agreement upon thirty days written notice to
Site and to Sponsor if necessary to protect the safety,
health or wellbeing of Study Subjects, and IQVIA has
first of all raised such concerns in good faith with the
Site and Sponsor and has not received reasonably
sufficient reassurance. In the case of termination by
IQVIA for this reason IQVIA will work with the
Sponsor any substituted CRO engaged by Sponsor and
the Site for a reasonable period of time to effect an
orderly transition to new arrangements for conduct and
monitoring of the Study.

Site may terminate the Agreement upon thirty days
written notice to IQVIA and to Sponsor if necessary to
protect the safety, health or wellbeing of Study
Subjects, and Site has first of all raised such concerns
in good faith with IQVIA and Sponsor and has not
received reasonably sufficient reassurance.

155 Return of Materials

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

15.6 Termination procedures

Upon receipt termination pursuant to Section 15.2 (a),
(b) or (c), 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

Zadavatelem a pouze v rozsahu, v jakém by tyto
naklady nemohly byt pfiméfené zmirnény. Pokud se
Studie nikdy nezacala kviili nesouhlasu etické komise,
Zadavatel uhradi Zdravotnickému zafizeni poplatky
etickou komisi a za jakékoli dalsi néklady, které byly
pisemné schvaleny Zadavatelem.

15.4 IQVIA muze ukonéit svou tcast v této Smlouve
(odstoupit od Smlouvy) na =zékladé¢ pisemného
oznameni zaslaného Mistu provadéni klinického
hodnoceni a Zadavateli tficet dnti pfedem v pfipadé,
ze Zadavatel podstatné porusi svou samostatnou
dohodu s IQVIA tykajici se této studie a takové
poruseni neni odstranéno v souladu s touto dohodou
mezi IQVIA a Zadavatelem. Navic IQVIA muze
ukonCit svou ucast vtéto Smlouvé (odstoupit od
Smlouvy) na zakladé pisemného oznameni zaslaného
Mistu provadéni klinického hodnoceni a Zadavateli
tiicet dni pfedem v piipadé, Ze ma zavazné obavy
tykajici se ochrany bezpe¢nosti, zdravi nebo stavu
Subjektu studie, o kterych jiz IQVIA piedtim v dobré
vife pisemné informovala Misto provadéni klinického
hodnoceni a Zadavatele, a ohledné¢ jejichz
neopodstatnénosti neobdrzela rozumné dostate¢né
ujisténi. Pokud IQVIA ukonéi Smlouvu z tohoto
divodu, bude po priméfenou dobu spolupracovat se
Zadavatelem, jakoukoli nahradni CRO povéienou
Zadavatelem a Mistem provadéni klinického
hodnoceni v zajmu zajisténi fadného ptrechodu na
nové uspofadani provadéni a monitorovani Studie.

Misto provadéni klinického hodnoceni mutze ukoncit
tuto Smlouvu na zakladé pisemného oznameni IQVIA
tiicet dnid predem v piipadé nutnosti chranit
bezpeCnost, zdravi nebo stav Subjektd studie
0 kterych jiz Misto provadéni klinického hodnoceni
predtim v dobré vife pisemné informovalo IQVIA a
Zadavatele a ohledné jejichz neopodstatnénosti
neobdrzela rozumné dostatecné ujisténi.

15.5 Vréceni materialu

Po dokonceni nebo predéasném ukonceni Studie
Misto provadéni klinického hodnoceni vrati, ptipadné
podle pozadavku Zadavatele zlikviduje, a to vyhradné
na naklady Zadavatele, nepouzité Hodnocené 1écivo,
Kompara¢ni produkt a materidly dodané Zadavatelem
a veskeré Diivérné informace (definované nize).

15.6 Ukonceni postupti

V navaznosti na ukonéeni platnosti podle odstavce
15.2 (a), (b) nebo (c) Misto provadéni klinického
hodnoceni neprodlené ukonci jakykoli nabor subjektt,
bude jednat v souladu s definovanymi postupy pro
ukonceni, zajisti, ze ve vztahu k subjektim Studie
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efforts to minimize further costs, and IQVIA shall
make a final payment for visits or milestones properly
performed pursuant to this Agreement in the amounts
specified in Attachment A; provided, however, that
Payments will be in each case reduced by ten (10 %)
percent. This reduced amount shall represent a value
of any/all activities related to close-out of the database,
and will be made upon the final acceptance by Sponsor
of all CRF pages and all data clarifications issued and
satisfaction of all other applicable conditions set forth
herein.

16.NOTICE

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

a) inperson

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

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

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

budou dokonceny jakékoli procesy kontrolni povahy,
a vyvinou nezbytné usili za tucCelem limitace
jakychkoli dalsich nakladd, pticemz IQVIA provede
zavérecnou uhradu za navstévy a milniky, jez byly
fadn¢ provedeny na zdkladé¢ a v souladu s touto
Smlouvou, a to ve vysi ¢astek definovanych v Ptiloze
A; avsak za podminky, ze Platby budou v kazdém
ptipad¢ snizeny o c&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
veskeré stranky formulaii CRF, a dale poté, co budou
poskytnuta veSkera vyjasnéni dat a dale dojde ke
splnéni veskerych ostatnich podminek, jez jsou
stanoveny v této Smlouvé.

16. OZNAMENI

Veskera oznameni vyzadovana nebo povolena podle
této Smlouvy budou uéinéna v pisemné podobé a
budou dorucena:

a) osobné

b) doporuc¢enym dopisem, s pfedem zaplacenym
postovnym, s doruc¢enkou

) e-mailem ve formatu pdf/scan nebo v jiném
formatu, ktery znemoziuje zasah do obsahu
S potvrzenou zpravou o pienosu nebo

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

To Sponsor / Zadavateli:

Attention/K rukam: Head of Legal
E-mail: d

or/nebo

the address of Genmab as registered in the Danish Central
Business Register (or any successors hereof) / na adresu
Genmab uvedenou v danském obchodnim rejstiiku
or/nebo

the address of Genmab A/S as registered at Genmab A/S’s
official homepage (currently www.genmab.com) / na
adresu Genmab uvedenou na oficialni webové strance
Genmab A/S (aktualné www.genmab.com)

To IQVIA/IQVIA:

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

Tel./ Tel:

To Institution / Zdravotnickému zafizeni:

Fakultni nemocnice Brno, Jihlavska 20, 625 00 Brno,
Czech Republic/ Ceska republika

To Investigator / Zkousejicimu:

Tel./ Tel: —
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17. FORCE MAJEURE

The performance by either Party of any obligation on
its part to be performed hereunder shall be excused by
floods, fires or any other Act of God, accidents, wars,
riots, embargoes, delay of carriers, inability to obtain
materials, failure of power or natural sources of supply,
acts, injunctions, or restraints of government or other
force majeure preventing such performance, whether
similar or dissimilar to the foregoing, beyond the
reasonable control of the Party bound by such
obligation, provided, however, that the Party affected
shall exert its reasonable efforts to eliminate or cure or
overcome any of such causes and to resume
performance of its obligations with all possible speed.

Any incident of force majeure shall not constitute a
breach of this Agreement and the time for performance
shall be extended accordingly. However, if it persists
more than thirty (30) days, the Parties may enter into
discussions with a view to alleviating its effects and, if
possible, agreeing on such alternative arrangements as
may be reasonable in all of the circumstances.

18. MISCELLANEOQUS

18.1 Entire Agreement

This Agreement, including its attachment(s),
constitutes the sole and complete agreement between
the Parties and replaces all other written and oral
agreements relating to the Study. In the event of any
inconsistencies between the terms of this Agreement
and the terms of the Protocol or the appendices, the
terms of this Agreement shall prevail except to the
extent that any conflict relates to a clinical or medical
issue in which case the Protocol shall prevail.

18.2 No Waiver/Enforceability

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

17. VYSSi MOC

Splnéni jakékoli povinnosti kteroukoli ze Stran, jez
ma byt takovou Stranou splnéna na zakladé podminek
této Smlouvy, bude prominuto v dusledku zaplav,
pozart ¢i jinych projevit Vyssi moci, nehod, valek,
nepokojti, embarg, prodleni dopravcl, nemoznosti
opatfit pfislusné materidly, nebude-li dodéana
elektricka energie Ci jiné pfirodni zdroje, v dusledku
rozhodnuti, zakazli ¢i omezeni statniho/spravniho
utadu ¢i jiného prvku vyssi moci, ktery zabrani splnéni
takové povinnosti, bez ohledu na to, zda je shodny ¢i
odliSny od shora uvedeného, a ktery stoji mimo
moznost ovlivnéni pfislusné Strany, kterd je takovou
povinnosti vazana, to vSak za podminky, Ze takto
dotcend Strana vyvine odpovidaji usili za Ucelem
odstranéni ¢i napravy ¢&i prekondni jakéhokoli
takového divodu ¢i pfi¢iny a bude pokracovat v
plnéni svych povinnosti v nejblizZSim mozném
casovém okamziku.

Zadné zasahy vys$§i moci nebudou pokladany za
poruseni Smlouvy a lhita pro smluvni plnéni bude
prislusné¢ prodlouzena. Pokud vSak bude takova
situace trvat déle nez tficet (30) dnd, mohou strany
zacit jednat o tom, jak jeji ucinky odstranit a pokud
mozno se dohodnout na jinych, vzhledem ke vSem
okolnostem primétenych opatfenich.

18. RUZNE

18.1 Celistvost Smlouvy

Tato Smlouva, véetné piiloh, piedstavuje vyhradni,
celistvé a Uplné ujednani Stran a nahrazuje veskeré
ostatni pisemné a Ustni dohody vztahujici se k této
Studii.

V piipadé jakychkoli nesrovnalosti mezi
ustanovenimi této Smlouvy a Protokolu, ¢i Pfilohami,
maji pfednost ustanoveni Smlouvy; to se netyka
pripadi, kdy se rozpor bude tykat klinické ¢i 1ékarské
otazky, jelikoz v takovém piipad€ budou mit prednost
ustanoveni Protokolu.

18.2 Vzdani se uplatnéni / Vymahatelnost

Neuplatnéni jakéhokoli prava ¢i podminky této
Smlouvy nezakladd domnénku vzdani se uplatnéni
takového prava ¢i podminky.
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If any part of this Agreement is found to be
unenforceable, the rest of this Agreement will remain
in effect.

18.3  Assignment of the Agreement

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

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

Upon Sponsor’s request, IQVIA shall at any time
assign its rights and obligations under this Agreement,
in whole or in part, to Sponsor or to a third party
requested by Sponsor, and IQVIA shall not be
responsible for any obligations or liabilities under this
Agreement that arise after the date of the assignment,
and the Site hereby consents to such an assignment.
Site will be given prompt written notice of such
assignment by the Sponsor and/or the assignee. From
the date of the assignment, such third-party assignee
shall be bound by the terms of this Agreement.

Sponsor shall also have the right, upon written notice
to Site, to assign the benefit of this Agreement to
Seattle Genetics, Inc. (a pharmaceutical company
which has certain rights to Sponsor Investigational
Product that is the subject matter of this Agreement) or
its affiliates, provided that Seattle Genetics, Inc.
undertakes to be bound by the terms of this Agreement.

18.4. Applicable Law and Venue

This Agreement shall be interpreted and enforced
under the laws of the Czech Republic. All disputes
arising out of or in connection with this Agreement
shall be settled by the competent ordinary courts in the
country where Site conducts the Study.

The Parties acknowledge that any breach of this
Agreement by one Party may cause irreparable damage
to the other(s). In the event of such breach, a non-
breaching Party has, in addition to any and all remedies
available under applicable law, the right to seek an
injunction, specific performance or other relief to
prevent the violation of the breaching Party’s
obligations hereunder.

V pfipadé, Zze bude kterdkoli cast této Smlouvy
shledana jako nevymahatelnd, zbytek této Smlouvy
zlstane i nadale v platnosti.

18.3 Postoupeni Smlouvy

Tato Smlouva bude zdvazna vici Strandm i jejich
pravnim nastupciim a postupnikiim.

Misto provadéni klinického hodnoceni nepostoupi ani
neptevede jakakoli prava ¢i zavazky z této Smlouvy
bez pfedchoziho pisemného souhlasu Zadavatele.

Na zéklad¢ zadosti Zadavatele, IQVIA kdykoli
postoupi sva prava a povinnosti podle této Smlouvy, v
uplnosti nebo ¢aste¢né, na Zadavatele nebo jakoukoli
téeti stranu podle zadosti Zadavatele, a IQVIA nebude
odpovédny za jakékoli zavazky ¢i odpovédnosti dle
této Smlouvy, jez vyplynou po datu pfevodu a Misto
provadéni klinického hodnoceni timto souhlasi s
takovym postoupenim. Misto provadéni klinického
hodnoceni bude o takovémto postoupeni ¢i pievodu
oznameno pisemné ze strany Zadavatele a/nebo
nabyvatele. Od data postoupeni této Smlouvy budou
pro tuto tfeti stranu, ktera je nabyvatelem, jeji
ustanoveni zavazna.

Zadavatel, na zéakladé¢ pisemného oznameni Mistu
provadéni klinického hodnoceni, mize postoupit tuto
Smlouvu  spole¢nosti ~ Seattle  Genetics, Inc.
(farmaceuticka spolecnost, kterd ma urcitd prava na
Hodnoceny ptipravek, ktery je pfedmétem této
Smlouvy) nebo jejim pfidruzenym spoleénostem, za
predpokladu ze spolecnost Seattle Genetics, Inc. se
zavaze, ze bude vazana podminkami této smlouvy.

18.4 Rozhodné pravo a soudni pfislusnost

Tato Smlouva bude vykladana a vymahana v souladu
s pravnim fadem Ceské republiky. Veskeré spory
vzniklé z této Smlouvy nebo v souvislosti s ni budou
feSeny prislusnymi obecnymi soudy v misté provadéni
studie.

Strany berou na védomi, ze poruseni této Smlouvy
jednou smluvni stranou miize jinym stranam zpusobit
nenapravitelnou skodu. V piipadé takového poruseni
ma smluvni strana, ktera se poruSeni nedopustila,
navic kjakymkoli a veskerym  ndpravnym
prostredkiim podle ptislusnych zakonnych piedpist,
také pravo usilovat o vydani soudniho piikazu,
opatfeni ke specifickému plnéni nebo jiného
napravného opatfeni zabranujiciho strané neplnici
smluvni  povinnosti v porusovani  ustanoveni
Smlouvy.
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18.5 Prevailing language.

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

18.6 Survival.

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

THIS SECTION IS INTENTIONALLY
LEFT BLANK

18.5 Rozhodné jazykova verze.

Tato Smlouva je vyhotovena v anglickém a ¢eském
jazykovém znéni. V piipadé jakéhokoli rozporu bude
rozhodujici ¢eska jazykova verze.

18.6 Pietrvavajici platnost.

Podminky této Smlouvy, jez obsahuji prava a
povinnosti, jez svoji povahou piekracuji okamzik
dokonceni Studie, zlstanou zavazné i v piipadé
ukonceni ¢i vyprSeni platnosti této Smouvy, a to i v
pfipadgé, Ze tak neni v této Smlouvé vyslovné uvedeno.

TATO CAST JE ZAMERNE PONECHANA
PRAZDNA
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ACKNOWLEDGED AND AGREED BY IQVIA RDS Czech RE:pubIjC s;r.o.{
NA DUKAZ SOUHLASU PRIPOJUJE SVUJ PODPIS OPRAVNENY ZASTUPCE IQVIA RDS Czech Republic
S.r.o.,

By/ Jméno:

Title/ Funkce:

Signature/ Podpis:

Date/ Datum:

ACKNOWLEDGED AND AGREED BY SPONSOR/
NA DUKAZ SOUHLASU PRIPOJUJE SVUJ PODPIS ZADAVATEL

By/Jméno:

Title/Funkce:

Signature/Podpis:

Date/Datum:

ACKNOWLEDGED AND AGREED BY THE INSTITUTION/
NA DUKAZ SOUHLASU PRIPOJUJE SVUJ PODPIS ZDRAVOTNICKE ZARIZENI

By/ Jméno: MUDr. Roman Kraus, MBA

Title/ Funkce: Director/ Reditel

Signature/ Podpis:

Date/ Datum:

ACKNOWLEDGED (AND AGREED) BY THE INVESTIGATOR/
NA DUKAZ SOUHLASU PRIPOJUJE SVUJ PODPIS ZKOUSEJiCi

Name/ Jméno: 5|

Signature/ Podpis:

Date/ Datum:
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Attachments: Piilohy:

Attachment A — Budget and payment schedule Piiloha A — Rozpocet a platebni piehled
Attachment B — Data Processing Agreement Ptiloha B — Smlouva o zpracovani udajt
Attachment C — Version of Agreement intended for Priloha C — Verze smlouvy uréena ke zvefejnéni
publication
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ATTACHMENT A PRILOHA A

BUDGET & PAYMENT SCHEDULE ROZPOCET A PLATEBNI PREHLED
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ATTACHMENT B

DATA PROCESSING AGREEMENT

This data processing agreement, including any
annexes hereto, (together the "Data Processing
Agreement") is an integrated part of the
Agreement.

All defined terms within the Agreement shall have
the same meaning when used in this Data
Processing Agreement.

PRILOHA B
SMLOUVA O ZPRACOVANI UDAJU

Tato smlouva o0 zpracovani udaji, vcetné vSech
jejich ptiloh (spole¢né dale ,,Smlouva o zpracovani
udaji‘), je nedilnou soucasti Smlouvy.

Vsechny definované vyrazy pouzité¢ ve Smlouve
budou mit stejny vyznam, kdyz jsou pouZity v této
Smlouvé o zpracovani udaja.

1 SCOPE OF THE DATA PROCESSING 1 ROZSAH SMLOUVY
AGREEMENT O ZPRACOVANI UDAJU

1.1 The Institution and the Investigator 1.1 Zdravotnické zafizeni a ZkouSejici (dale
(hereinafter jointly and severally referred spole¢né oznacovani jako ,.Zpracovatel)
to as the “Processor’) act as data processors pusobi jako zpracovatelé tdaji pro
for the Sponsor who acts as data controller, Zadavatele, ktery pusobi jako spravce
as the Processor processes Personal Data udaju, kdyz Zpracovatel zpracovava
for the Sponsor as set out in Annex 1. Osobni udaje pro Zadavatele tak, jak je

stanoveno v Piiloze 1.

1.2 The Personal Data to be processed by the 1.2 Osobni udaje, které ma zpracovavat
Processor concerns the categories of data, Zpracovatel, se tykaji kategorii tdajd,
the categories of data subjects and the kategorii subjektii idajti a ucelt zpracovani
purposes of the processing set out in Annex stanovenych v Ptiloze 1.

1.

1.3 "Personal Data" means any information 1.3  Pojem ,,Osobni udaje* znamena veskeré
relating to an identified or identifiable informace tykajici se jakékoli
natural person, including without limitation identifikované nebo identifikovatelné
key-coded information as decribed in fyzické osoby, véetné napiiklad veskerych
Applicable Law. informaci kodovanych podle unikatniho

klice tak, jak je popisuji Prislusné pravni
predpisy.

1.4 Applicable Law” means any applicable 1.4 Pojem ,Piislusné pravni piedpisy*

data protection or privacy Laws, including
(a) the Data Protection Directive 95/46/EC
and Privacy Directive 2002/58/EC as
implemented by countries within the
European Economic Area (“EEA”),

(b) when in force, the Regulation (EU)
2016/679 also referred as the General Data
Protection Regulation ("GDPR") and

znamena vSechny prislusné pravni predpisy
na ochranu udaji nebo soukromi. Patii
mezi ne:

(a) smérnice 95/46/ES o ochrané osobnich
udajii a smérnice 2002/58/ES o soukromi a
elektronickych komunikacich, zavedené
zemémi v ramci Evropského
hospodaiského prostoru (,,EHP*),
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(c) other applicable laws that are similar or
equivalent to or that are intended to or
implement the laws that are identified in (a)
and (b) of this definition,

(b) nafizeni o ochrané¢ tdaji (EU)
2016/679 po jeho vstupu v platnost,
nazyvané také ,,Obecné natizeni o ochrané
udaji“  (General Data  Protection
Regulation, GDPR) a

(c) ostatni ptislusné pravni predpisy, které
jsou podobné pravnim  predpisim
uvedenym v odstavcich (a) a (b) této
definice nebo jsou jejich ekvivalenty, nebo
jejichz ucelem je provadét ptislusné pravni

predpisy nebo které tyto piedpisy
provadeéji.
2 PROCESSING OF PERSONAL DATA 2 ZPRACOVANI OSOBNICH UDAJU
2.1 Instructions: The Processor is instructed to 2.1 Pokyny: Zpracovatel na zakladé téchto
process the Personal Data for the term of pokynt zpracovava Osobni tidaje po dobu
this Data Processing Agreement and only platnosti této Smlouvy o zpracovani udaju,
for the purposes of providing the data a to pouze pro ucely provadéni ukold
processing tasks set out in Annex 1. The zpracovani udaji popsanych v Piiloze 1.
Processor may not process or use the Zpracovatel nemize zpracovavat nebo
Sponsor's Personal Data for any other pouzivat Osobni tudaje Zadavatele pro
purpose than provided in the instructions, zadny jiny ucel, nez jak je uvedeno
including the transfer of Personal Data to v takovych pokynech, véetné pirevadéni
any third country or an international Osobnich tdaju do jakékoli treti zemé nebo
organization, unless the Processor is nékteré mezinarodni organizace, pokud tak
required to do so according to Union or neni povinen uéinit podle pravnich
Member State law. In that case, the predpisit  Evropské unie nebo jejiho
Processor shall inform the Sponsor in Clenského statu. V takovém piipadé bude
writing of that legal requirement before Zpracovatel pisemné informovat
processing, unless that law prohibits such Zadavatele o tomto zakonném pozadavku
information on important grounds of public pied zpracovanim daji s vyjimkou
interest. The Sponsor may always change situace, kdy zakon takovéto informovani
any instructions given in writing (such as zakazuje z divodu dulezitého vefejného
supplementing and cancelling). zajmu. Zadavatel maze kdykoli kterékoli
pokyny pisemné zménit (napiiklad je
doplnit nebo zrusit).
2.2 If the Sponsor in the instructions in Annex 2.2 Jestlize Zadavatel v pokynech v Priloze 1

1 or otherwise has given permission to a
transfer of Personal Data to a third country
or to international organizations, the
Processor must ensure that there is a legal
basis for the transfer, e.g. the EU
Commission's  Standard  Contractual
Clauses for the transfer of Personal Data to
third countries.

nebo jinak dovolil prevadéni Osobnich
udajii do tieti zem& nebo mezinarodnich
organizaci, musi Zpracovatel ovéfit, Ze pro
pfevadéni existuje pravni zéklad, napf.
rozhodnuti Komise EU o standardnich
smluvnich dolozkdach pro predavani
Osobnich udajt do tietich zemi.
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2.3 If the Processor considers an instruction 2.3  Jestlize ma Zpracovatel za to, ze pokyn
from the Sponsor to be in violation of the Zadavatele porusuje Pfislusné pravni
Applicable Law, the Processor shall ptedpisy, Zpracovatel otom Zadavatele
immediately inform the Sponsor in writing okamzit¢ pisemné vyrozumi.
about this.

24 If the Processor is subject to legislation of 2.4 Jestlize Zpracovatel podléha pravnim
a third country, the Processor declares not predpisim treti zemé&, Zpracovatel timto
to be aware of the mentioned legislation prohlasuje, ze si neni védom, Ze by
preventing the Processor from fulfilling zminéné  pravni  predpisy  branily
this Data Processing Agreement, and that Zpracovateli vplnéni této  Smlouvy
the Processor will notify the Sponsor in 0 zpracovani udaju, a ze Zpracovatel bez
writing without undue delay, if the zbyte¢ného odkladu pisemné vyrozumi
Processor becomes aware of that such Zadavatele, jestlize se dozvi, ze takova
hindrance is present or will occur. prekazka existuje nebo ze vznikne.

2.5  The Sponsor shall not owe an additional fee 2.5  Zadavatel nebude povinen hradit zadny
for a change of instructions in accordance dodate¢ny poplatek za zménu pokyni
with Clause 2.4 in so far as such change is podle ustanoveni odstavce 2.4, pokud je
reasonably required to ensure (continued) takovato zména ddvodné  zapotiebi
compliance with the Applicable Law. In k zajisténi (nebo zachovani) dodrzovani
other cases, the parties shall determine the Piislusnych pravnich piedpisi. V jinych
obligation to pay any supplemental fee and ptipadech smluvni strany se strany
the amount thereof in joint consultation. spole¢né dohodnou na ptipadné povinnosti

uhradit jakykoli dodate¢ny poplatek a na
jeho vysi.

3 THE PROCESSOR'S GENERAL 3 OBECNE POVINNOSTI
OBLIGATIONS ZPRACOVATELE

3.1 The Processor must ensure that persons 3.1 Zpracovatel musi zajistit, aby se osoby
authorized to process the Personal Data povéfené zpracovanim Osobnich udaju
have committed themselves to zavazaly zachovavat jejich duvérnost, nebo
confidentiality or are under an appropriate se ujistit, Ze se na tyto osoby vztahuje ze
statutory obligation of confidentiality. zakona pfislusnd povinnost zachovavat

davérnost.

3.2 The Processor shall implement appropriate 3.2  Zpracovatel zavede vhodna technicka a

technical and organizational measures to
prevent that the Personal Data processed is

Q) accidentally or unlawfully

destroyed, lost or altered,
(i) disclosed or made available
without authorization, or

organizacni opatfeni, ktera zabrani tomu,
aby zpracovavané Osobni udaje byly

Q) nahodné nebo nezakonné zniceny,

ztraceny nebo pozménény,
(i) neopravnéné sdéleny nebo
zptistupnény, nebo
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(iii)  otherwise processed in violation of (iii)  jinak  zpracovany  zpusobem
Applicable Law poruSuyjicim  Pfislusné  pravni
ptredpisy.

3.3 The Processor must also comply with the 3.3 Zpracovatel musi rovnéZ jednat v souladu
special data security requirements that se zvlastnimi pozadavky na zabezpeceni
apply to the Sponsor, see Annex 1, and with udajt, vztahujicimi se na Zadavatele (viz
any other applicable data security Pfiloha 1) a se v§emi ostatnimi pfislusnymi
requirements that are directly incumbent on pozadavky na zabezpeCeni udaju, které
the Processor; including the data security piimo plati pro Zpracovatele, véetné
requirements in  the country of pozadavki na zabezpeCeni udaji v zemi
establishment of the Institution, or in the ziizeni Zdravotnického zafizeni nebo
country where the data processing will be v zemi, kde budou tdaje zpracovavany.
performed.

34 The appropriate technical and 3.4  Vhodna  technicki a  organizaéni
organizational security measures must be zabezpeCovaci opatfeni musi byt urCena
determined with due regard for s nalezitym ohledem na
(i the current state of the art, (i) soucasné nejmoderné;jsi prostiedky

V této oblasti,

(i) the cost of their implementation, (i) naklady na jejich zavadéni a
and

(iii)  the nature, scope, context and (iii)  povahu, rozsah, souvislosti a ucely
purposes of processing as well as zpracovani, stejné jako na ruzné
the risk of varying likelihood and urovné pravdépodobnosti a
severity for the rights and freedoms zavaznosti piipadného ohrozeni
of natural persons. prav a svobod fyzickych osob.

35 The Processor shall upon request provide 3.5 Zpracovatel na pozadani  poskytne
the Sponsor with sufficient information to Zadavateli dostate¢né informace
enable the Sponsor to ensure that the umoziujici ~ Zadavateli  ovéfit, zda
Processor's obligations under this Data Zpracovatel jedna vsouladu se svymi
Processing Agreement are complied with, povinnostmi stanovenymi v této Smlouveé
including ensuring that the appropriate 0 zpracovani udaji, vCetné ovéfeni toho,
technical and organizational security zda byla zavedena vhodna technicka a
measures have been implemented. organizac¢ni zabezpecovaci opatieni.

3.6 Taking into account the nature of the 3.6 S ohledem na povahu zpracovani udaju

processing, the Processor shall assist the
Sponsor, by means of appropriate technical
and organizational measures, in fulfilling
its obligation to respond to requests from
data subjects pursuant to laws and
regulations in the area of privacy and data

bude Zpracovatel napomahat Zadavateli
prostiednictvim vhodnych technickych a
organizaCnich opatfeni v plnéni jeho
povinnosti reagovat na zadosti subjektt
udaju, podané podle ustanoveni zakond a
predpistt v oblasti ochrany soukromi a
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protection (such as, the right of access, the udaji (napf. prava na pristup k Gdajim,

right to rectification, the right to erasure, prava na opravu udajii, prava na vymazani
the right to restrict the processing, the right udaji, prava na omezeni zpracovavani,
to data portability and the right to object). prava na prenositelnost tidaji a prava na

vzneseni namitky).

3.7 If a data subject submits a request as 3.7 Jestlize subjekt udaji predlozi Zadost

referred to in Clause 3.12(iii) directly to the zminénou v odstavei  3.12(iii) pfimo
Processor, the Processor shall inform the Zpracovateli, informuje o tom Zpracovatel
Sponsor of this. The Processor shall never Zadavatele. Zpracovatel nikdy nevyhovi
comply with such a request from a data takovéto Zadosti subjektu udaji bez ucasti
subject without the Sponsor's involvement. Zadavatele.

3.8 The Sponsor is entitled at its own cost to 3.8  Zadavatel je opravnén na vlastni naklady

appoint an independent expert, reasonably povétit nezavislého odbornika, ktery bude
acceptable to Insitution, who shall have pro Zdravotnické =zafizeni na zakladé
access to the Processor's data processing rozumného usudku pfijatelny, ktery bude
facilities and receive the necessary mit pfistup do prostor Zpracovatele,
information in order to be able to audit V nichz se uskuteciiuje zpracovani udaji, a
whether the Processor has implemented ktery obdrzi nezbytné informace, aby mohl
and maintained said technical and provést zkontrolovat, zda Zpracovatel
organizational security measures. The zavedl a udrZuje zminéna technicka a
expert shall upon the Processor's request organizaéni zabezpe€ovaci opatieni. Tento
sign. a  customary  non-disclosure odbornik na zadost Zpracovatele podepise
agreement, and treat all information obvyklou dohodu o0 zachovani davérnosti,
obtained or received from the Processor bude se vSemi informacemi ziskanymi
confidentially, and may only pass on the nebo obdrzenymi od Zpracovatele nakladat
results of such audit to the Sponsor. se zachovavanim duavérnosti a vysledky
takové kontroly bude moci predat vyhradné
Zadavateli.

3.9 The Processor must provide information, 3.9 Zpracovatel musi poskytnout informace

insofar not confidential, related to the (pokud nejsou  daveérné)  souvisejici
provision of the services to authorities or s poskytovanim sluzeb ufadim nebo
the Sponsor's external advisors, including Zadavatelovym externim poradctim, véetné
auditors, if this is necessary for the auditort, jestliZe je to nezbytné pro vykon
performance of their duties in accordance jejich povinnosti na zakladé pravnich
with Union or Member State law. predpisit  Evropské unie nebo jejiho

¢lenského statu.

3.10  The Processor must give authoritieswho by 3.10  Zpracovatel musi poskytnout wradim,

Union or Member State law have a right to které maji na zakladé pravnich piredpisu
enter the Sponsor's or the Sponsor's Evropské unie nebo jejiho ¢lenského statu
processor's facilities, or representatives of pravo vstoupit do prostor Zadavatele nebo
the authorities, access to the Processor's do prostor Zadavatelova zpracovatele
physical facilities against proper proof of udaji, nebo zastupcum téchto ufadu,
identity and mandate. ptistup do fyzickych prostor Zpracovatele
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3.11  The Processor must without undue delay in
writing notify the Sponsor about:

(M any request for disclosure of
Personal Data processed under the
Agreement by authorities, unless
expressly prohibited under Union
or Member State law,

(i) any suspicion or finding of (a)
breach of security that results in
accidental or unlawful destruction,
loss, alteration, unauthorized
disclosure of, or access to, Personal
Data transmitted, stored or
otherwise processed by the
Processor under the Agreement, or
(b) other failure to comply with the
Processor's  obligations  under
Clauses 3.2 and 3.3, or

(ili)  any request for access to the
Personal Data (with the exception
of medical records for which the
Processor is considered data
controller) received directly from
the data subjects or from third
parties.

3.12  Such a notification from the Processor to
the Sponsor with regard to a breach of
security as meant in Clause 3.12 (ii)(a) will
contain at least the following information:

(1) The nature of the Personal Data
breach, stating the categories and
(by approximation) the number of
data subjects concerned, and stating
the categories and (by
approximation) the number of the
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3.11

3.12

na zakladé predlozeni tadného prikazu
totoznosti a povéteni.

Zpracovatel musi bez zbyte¢ného odkladu
pisemn¢ oznamit Zadavateli:

Q) veskeré Zadosti ufadt o sdéleni
Osobnich 1daji zpracovavanych
podle  Smlouvy, S vyjimkou
situace, kdy pravni predpisy
Evropské unie nebo  jejiho
¢lenského statu oznameni vyslovné
zakazuji,

(i)  jakékoli podezieni nebo zjisténi, ze
doslo (a) k poruSeni zabezpeceni,
jehoz dusledkem je nadhodné nebo
nezakonné zniceni, ztrata,
pozménéni, neopravnéné sdéleni
Osobnich tdaji nebo neopravnény
pristup k Osobnim udajim
ukladanym nebo jinak
zpracovavanym  Zpracovatelem
podle Smlouvy, nebo (b) ze doslo
kjinému poruseni  povinnosti
Zpracovatele, které mu ukladaji
odstavce 3.2 a 3.3, nebo

(iii)  jakékoli zadosti o pristup
k Osobnim udajum (s vyjimkou
zdravotnich zdznamt, pro které je
Zpracovatel povazovan za spravce
udaji) obdrzené¢ piimo subjektil
udaji nebo od tretich stran.

Takové ozndmeni Zpracovatele Zadavateli,
tykajici se poruseni zabezpeCeni, jak je
vymezeno Vv odstavci 3.12 (ii)(a), bude
obsahovat nejméné tyto informace:

(i) povahu poruseni  zabezpecCeni
Osobnich  udaji = suvedenim
kategorii a (podle pfiblizného
odhadu) poétu subjektd udaju,
kterych se poruSeni tyka, a
Suvedenim kategorii a (podle
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personal data registers affected
(datasets);

(i) The likely consequences of the
Personal Data breach;

priblizného odhadu) poctu registrii
udaju (datovych soubortl), na které
ma poruseni dopad;

(i) pravdépodobné dusledky poruseni
zabezpeceni Osobnich udaji;

(iii) A proposal for measures to be taken (ili)  navrh opatfeni, ktera je nutno
to address the Personal Data podniknout pro feseni takového
breach, including (where poruSeni zabezpeCeni Osobnich

appropriate) measures to mitigate
any possible adverse effects of such

udaji, vcetné (tam, kde je to
vhodné) opatfeni ke zmirnéni

breach. jakychkoli moznych nezadoucich
ucinkt takového poruseni
zabezpeceni.

3.13  The Processor shall document (and shall 3.13  Zpracovatel bude dokumentovat (a uchova
keep such documentation available for the dokumentaci tak, aby byla kdispozici
Sponsor) any Personal Data breaches, Zadavateli) jakakoli poruseni zabezpeCeni
including the facts related to the Personal Osobnich  daji, véetné skutecnosti
Data breach, its effects and the corrective souvisejicich s porusenim zabezpeceni
measures taken. Osobnich  udaji, jeho dusledki a

provedenych opatfeni k naprave.

3.14  After consulting with the Sponsor, the 3.14 Po poradé se Zadavatelem podnikne
Processor shall take any measures needed Zpracovatel veskera opatieni potiebna
to limit the (possible) adverse effects k omezeni (moznych) nezadoucich Géinki
(unless such consultation cannot be (s vyjimkou situace, kdy nelze ¢ekat na
awaited due to the nature of the Personal takovouto poradu s ohledem na povahu
Data breach). poruseni zabezpeceni Osobnich udajt).

3.15 The Processor must promptly reasonably 3.15 Zpracovatel musi neodkladné piimétené

assist the Sponsor (with the handling of (a)
responses to any breach of security as
described in 3.12 (ii) above and (b) any
requests from data subjects under Chapter
111 of the GDPR (upon its entry into force),
including requests for access, rectification,
blocking or deletion. The Processor must
also reasonably assist the Sponsor by
implementing appropriate technical and
organizational measures, for the fulfilment
of the Sponsor's obligation to respond to
such requests. Any reasonable documented
costs and expenses pre-approved in writing
by the Sponsor related to (a) above will be
reimbursed by the Sponsor to the extent

napomahat Zadavateli pfi Cinnostech
souvisejicich (a) steSenim jakéhokoli
poruseni zabezpeceni tak, jak vyse uvadi
odstavec 3.12 (ii) a (b) sjakymikoli
zadostmi subjekt udaji podle ustanoveni
kapitoly III Obecného natfizeni o Ochrané
udaji (po jeho vstupu v platnost), véetné
zadosti o pfistup k udajim, jejich opravu,
zablokovani nebo vymazani. Zpracovatel
musi rovnéz zavedenim  vhodnych
technickych a organizacnich opatfeni
pfiméfené napomahat Zadavateli pfi plnéni
jeho povinnosti reagovat na takovéto
zadosti. Jakékoli pfimétené
dokumentované naklady a vydaje, které
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such costs and expenses are not related to
any requirements according to Applicable
Law imposed on the Processor or due to
any breach of this Attachment B or the
Agreement by Processor.

Zadavatel predbézné pisemné schvalil a
které souviseji s ¢innostmi vymezenymi
vySe v bodu (a), uhradi Zadavatel v tom
rozsahu, Vv jakém takovéto naklady a
vydaje nesouviseji s jakymikoli pozadavky
ulozenymi  Zpracovateli  Ptislusnymi
pravnimi pfedpisy, nebo v jakém nevznikly
v dusledku jakéhokoli poruseni ustanoveni
této  Piilony B  nebo  Smlouvy
Zpracovatelem.

3.16 The Processor must reasonably assist the 3.16 Zpracovatel musi pfiméfené napomahat
Sponsor with meeting the other obligations Zadavateli pfi plnéni jinych povinnosti,
that may be incumbent on the Sponsor které mohou byt Zadavateli ulozeny podle
according to Union or Member State law pravnich piedpist Evropské unie nebo
where the assistance of the Processor is jejiho ¢lenského statu a pii jejichz plnéni se
implied, and where the assistance of the pomoc Zpracovatele ptredpoklada, a také
Processor is necessary for the Sponsor to tam, kde je pomoc Zpracovatele Zadavateli
comply with its obligations. This includes, pii jejich plnéni nezbytna. To zahrnuje
but is not limited to, at the request to naptiklad povinnost poskytnout Zadavateli
provide the Sponsor with all necessary na pozadani vSechny nezbytné informace
information about an incident under Clause o incidentu podle odstavce 3.12 (ii) a
3.12 (ii), and all necessary information for vSechny  nezbytné  informace  pro
an impact assessment in accordance with vyhodnoceni disledkl podle ¢lanku 35 a
Avrticle 35 and Article 36 of the GDPR. Any ¢lanku 36 Obecného nafizeni o ochrané
reasonable documented costs and expenses udaju. Jakékoli pfiméfené dokumentované
pre-approved in writing by the Sponsor naklady a vydaje, které Zadavatel
related to the above will be reimbursed by piedbézné pisemné schvalil a které
the Sponsor to the extent such expenses are souviseji s ¢innostmi vymezenymi vySe
not related to any requirements according vbodu (a), uhradi Zadavatel v tom
to Applicable Law imposed on the rozsahu, Vvjakém takovéto  vydaje
Processor or due to breach of this nesouviseji ~ Sjakymikoli  pozadavky
Attachment B or the Agreement by ulozenymi  Zpracovateli  ptislusnymi
Processor. pravnimi piedpisy, nebo v jakém nevznikly

v disledku  poruseni ustanoveni této
Piilohy B nebo Smlouvy Zpracovatelem.
3.17 In Annex 1, the Processor has stated the 3.17 'V Ptiloze 1 Zpracovatel uvedl fyzickou

physical location of the servers, service
centers etc. used to provide the data
processing services. The  Processor
undertakes to keep the information about
the physical location updated by providing
a prior written notice of two months to the
Sponsor. This does not require a formal
amendment of Annex 1, prior written
notice by mail or email suffices.

lokalitu serverii, stfedisek poskytovani
sluzeb atd., které pouziva k poskytovani
sluzeb zpracovani udaji. Zpracovatel se
zavazuje, ze bude informace o fyzické
lokalité aktualizovat pisemnym
oznamenim zaslanym Zadavateli dva
meésice predem. To nevyZaduje formalni
dodatek k Piiloze 1; postacuje predbézné
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pisemné oznameni zaslané postou nebo e-
mailem.

4 SUBPROCESSORS 4 DILCi ZPRACOVATELE UDAJU

4.1 The Processor may only engage a 4.1 Zpracovatel mize povéfit  dil¢iho
subprocessor, with prior specific or general zpracovatelé udaji  vykonem  ¢innosti
written notice to the Sponsor. At the time pouze poté, co to piedem oznami
of this Data Processing Agreement, the Zadavateli zvlastnim nebo obecnym
Processor uses the subprocessor appearing pisemnym oznamenim. V dobé¢ uzavieni
from Annex 2. The Processor undertakes to této Smlouvy o zpracovani udaji pouziva
inform the Sponsor of any intended Zpracovatel dil¢iho zpracovatelé udaju
changes concerning the addition or uvedeného v Piiloze 2. Zpracovatel se
replacement of a subprocessor by zavazuje, ze bude Zadavatele informovat
providing a reasonable prior written notice 0 jakychkoli ~ zamysSlenych  zménach,
to the Sponsor. The Sponsor may tykajicich se piidani dalsiho dil¢iho
reasonably and in a duly substantiated zpracovatele udaji  nebo  nahrazeni
manner object to the use of a subprocessor. stavajiciho dil¢iho zpracovatele udaju
The Processor must inform the Sponsor in jinym tak, ze to Zadavateli pisemn¢ oznami
writing of the discontinued use of a Vv pfimétené dob¢ predem. Zadavatel muze
subprocessor. vaci pouziti diléiho zpracovatele udaju

vznést opodstatnéné a fadné zdivodnéné
namitky. Zpracovatel musi Zadavatele
pisemné informovat o ukonceni pouZzivani
dil¢iho zpracovatele tidaja.

4.2 Prior to the engagement of a subprocessor, 4.2 Piedtim, nez Zpracovatel povéii dil¢iho
the Processor shall conclude a written zpracovatelé udaji vykonem ¢&innosti, je
agreement with the subprocessor, in which povinen s nim uzaviit pisemnou smlouvu,
at least the same data protection obligations ktera bude dil¢imu zpracovateli udaji
as set out in this Data Processing ukladat ~ voblasti  ochrany  udaju
Agreement shall be imposed on the pfinejmensim tytéz povinnosti, jaké jsou
subprocessor, including obligations to stanoveny v této Smlouvé o zpracovani
implement appropriate technical and udajt, véetné povinnosti zavést vhodna
organizational measures and to ensure that technicka a organizacni opatfeni a zajistit
the transfer of Personal Data is done in such prevadéni Osobnich udaju  takovym
a manner that the processing will meet the zpusobem, aby jejich zpracovani spliiovalo
requirements of the Applicable law. pozadavky Pfislusnych pravnich predpist.

4.3 The Sponsor has the right to receive acopy 4.3 ~ Zadavatel ma pravo si vyzadat Kkopii
of the relevant provisions of Processor's relevantnich ustanoveni smlouvy
agreement with the subprocessor related to Zpracovatele  sdil¢cim  zpracovatelem

data protection obligations. The Processor
shall remain fully liable to the Sponsor for
the performance of the subprocessor
obligations under this Data Processing
Agreement. The fact that the Sponsor has

udaji, tykajicich se povinnosti pti ochran¢
udaju. Zpracovatel ponese vici Zadavateli
i nadale plnou odpovédnost za to, ze dil¢i
zpracovatel udaji bude plnit povinnosti
v souladu s ustanovenimi této Smlouvy
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given consent to the Processor's use of a
subprocessor is without prejudice for the
Processor's duty to comply with this Data
Processing Agreement.

0 zpracovani udaji. SkuteCnosti, zZe
Zadavatel udé€lil Zpracovateli souhlas
k pouzivani dil¢iho zpracovatele udaju,
neni nijak dotéena povinnost Zpracovatele

jednat vsouladu sustanovenimi této
Smlouvy 0 zpracovani tdaju.

5 CONFIDENTIALITY 5 DUVERNOST

5.1 The Processor shall keep Personal Data 5.1 Zpracovatel bude zachovavat davérnost
confidential. Osobnich udaju.

52  The Processor shall not disclose the 5.2  Zpracovatel nepteda Osobni tdaje tfetim
Personal Data to third parties or take copies stranam a nezhotovi kopie Osobnich udaju,
of Personal Data unless strictly necessary pokud to neni zcela nezbytné pro plnéni
for the performance of the Processor's povinnosti Zpracovatele vu¢i Zadavateli
obligations towards the Sponsor according v souladu s ustanovenimi této Smlouvy
to this Data Processing Agreement, and on 0 zpracovani udaju a s tou podminkou, Ze
condition that whoever Personal Data is kdokoli, komu budou Osobni udaje
disclosed to is under the responsibility of a ptedany, je odbornym pracovnikem
professional subject to the obligation of odpovédnym za dodrZzovani povinnosti
professional secrecy under Union or zachovavat profesni tajemstvi v souladu
Member State law or rules established by S pravnimi piedpisy Evropské unie nebo
national competent bodies or by another jejiho ¢lenského statu nebo pravidly
person also subject to an obligation of stanovenymi prislusnymi statnimi organy,
secrecy under Union or Member State law nebo je jinou osobou rovnéz povinnou
or rules established by national competent zachovavat tajemstvi v souladu s pravnimi
bodies. predpisy Evropské unie nebo jejiho

¢lenského statu nebo pravidly stanovenymi
prislusnymi statnimi organy.

5.3 If the Institution is a legal entity all terms 5.3  Jestlize je  Zdravotnické  zafizeni
of this Data Processing Agreement apply to pravnickou osobou, vztahuji se ustanoveni
any of the Institution's employees and the této Smlouvy o zpracovani udaji na
Institution must ensure that its employees vSechny zaméstnance Zdravotnického
comply with this Data Processing zafizeni a Zdravotnické zafizeni musi
Agreement. zajistit, ze jeho zamestnanci budou jednat

v souladu s touto Smlouvou 0 zpracovani
udaja.

54  The Processor must limit the access to 5.4 Zpracovatel  musi  omezit  pfistup
Personal Data to Institution’s employees k Osobnim udajim pouze na ty

for whom access to said data is necessary
to fulfil the Processor's obligations towards
the Sponsor.

zamestnance Zdravotnického zatizeni, pro
které je pfistup k témto udajim nezbytny
k plnéni povinnosti Zpracovatele vuci
Zadavateli.
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5.5

5.6

6.1

6.2

7.1

7.2

The obligations of the Processor under
Clause 5 persist without time limitation and
regardless of whether the cooperation of
the parties has been terminated.

The Sponsor shall treat confidential
information received from the Processor
confidentially and may not unlawfully use
or disclose the confidential information.

AMENDMENTS AND ASSIGNMENTS

The parties may at any time agree to amend
this Data  Processing  Agreement.
Amendments must be in writing.

The Processor may not assign or transfer
any of its rights or obligations arising from
this Data Processing Agreement without
the Sponsor's prior, written consent, not to
be unreasonably withheld or delayed.

TERM AND TERMINATION OF THE
DATA PROCESSING AGREEMENT

Regardless of the expiry or termination, for
whatever reason, of the Agreement, this
Data Processing Agreement remains in
force and applicable as long as the
Processor processes the Personal Data, for
which the Sponsor is data controller, under
the Agreement.

In case of termination of the Agreement,
regardless of the legal grounds therefore,
the Processor must provide the necessary
transition services to the Sponsor. The
Processor is obliged to reasonably assist in
a loyal way, at Sponsor’s expense and as
fast as possible with transferring the
Personal Data to another processor or
return them to the Sponsor.
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5.5

5.6

6.1

6.2

7.1

7.2

Povinnosti Zpracovatele podle ¢lanku 5
budou trvat i nadale bez ¢asového omezeni
a bez ohledu na to, zda byla spoluprace
mezi stranami ukoncena.

Zadavatel bude zachovédvat divérnost
davérnych informaci obdrzenych od
Zpracovatele a nemuze tyto duveérné
informace nezakonn¢ pouzivat nebo
predavat.

ZMENY A POSTOUPENI

Strany se mohou kdykoli dohodnout na
zmeéné této Smlouvy o zpracovani udaju.
Zmény musi byt v pisemné podobg.

Zpracovatel nemtize postoupit nebo prevést
zadna sva prava nebo povinnosti z této
Smlouvy 0 zpracovani  udaji  bez
predchoziho pisemného souhlasu
Zadavatele, ktery nebude takovyto souhlas
neodvodnéné odpirat nebo zdrzovat.

DOBA PLATNOSTI A UKONCENI
SMLOUVY O ZPRACOVANI UDAJU

Bez ohledu na uplynuti doby platnosti
Smlouvy nebo jeji ukonéeni z jakéhokoli
diivodu zlstane tato Smlouva o zpracovani
udaji  platnd a pouzitelnd, dokud
Zpracovatel inadale zpracovava Osobni
udaje, jejichz spravcem je podle Smlouvy
Zadavatel.

V ptipad¢ ukonceni Smlouvy, bez ohledu
na jeho pravni divody, musi Zpracovatel
poskytnout Zadavateli potiebné sluzby
souvisejici s pievedenim Osobnich tdaju.
Je povinnosti Zpracovatele loajalnim
zptisobem, na naklady Zadavatele a co
moznd nejrychleji pfiméfené napomahat
Zadavateli s pfevedenim Osobnich udaji
jinému  zpracovateli, nebo je vratit
Zadavateli.
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7.3 On the Sponsor's request the Processor 7.3  Zpracovatel na  zadost Zadavatele
shall promptly transfer or delete Personal neprodlené pievede nebo vymaze Osobni
Data, which the Processor is processing for udaje, které zpracovava pro Zadavatele,
the Sponsor, unless Union or Member State s vyjimkou situace, kdy pravni piedpisy
law requires storage of the Personal Data. Evropské unie nebo jejiho ¢lenského statu

vyzaduji uchovani Osobnich tudajt.

7.4 If the Processor is required based on Union 7.4 Jestlize se na zakladé¢ pravnich ptedpist
or Member State law to retain all or part of Evropské unie nebo jejiho ¢lenského statu
the Personal Data for a longer period than od Zpracovatele vyzaduje uchovat vSechny
is possible based on the period mentioned Osobni udaje nebo jejich cast po delsi
in the Data Processing Agreement, the dobu, nez je to mozné na zakladé doby
Processor shall immediately communicate stanovené ve Smlouvé o zpracovani udaju,
this to the Sponsor, stating the basis, term Zpracovatel otom okamZité uvédomi
and scope of such obligation. Once Zadavatele suvedenim pravniho zakladu,
compliance with the obligation is no longer trvani a rozsahu takovéto povinnosti.
impeded by Union or Member State law, Jakmile pravni piedpisy Evropské unie
the Processor shall as yet erase the data in nebo jejiho ¢lenského statu jiz nebrani
accordance with the provisions in the Data dodrzeni  zavazku, bude povinnosti
Processing Agreement. Zpracovatele  vymazat udaje  podle

ustanoveni Smlouvy o zpracovani udaju.

7.5  The Processor is under no circumstances 7.5  Zpracovatel neni za Zzadnych okolnosti
entitled to condition the full and unlimited opravnén podminovat Gplné a neomezené
compliance with the Sponsor's instructions plnéni pokyni Zadavatele tim, ze
on the Sponsor's payment of outstanding Zadavatel musi zaplatit splatné faktury
invoices etc., and the Processor has no right nebo  podobnymi  skuteénostmi, a
to exercise a right of retention over any Zpracovatel neni opravnén  uplatnit
Personal Data. zadrzovaci pravo ohledné jakychkoli

Osobnich udaju.
8 PRIORITY 8 PREDNOST
8.1 If any of the provisions of the Data 8.1  Jestlize je kterékoli ustanoveni Smlouvy

Processing Agreement conflict with the
provisions of any other written or oral
agreement concluded between the parties,
then the provisions of the Data Processing
Agreement shall prevail. However, the
requirements in Clause 3 do not apply to
the extent that the parties in another
agreement have set out stricter obligations
for the Processor. Furthermore, the Data
Processing Agreement shall not apply if
and to the extend the EU Commission's
Standard Contractual Clauses for the
transfer of Personal Data to third countries

0 zpracovani udaju v rozporu
S ustanovenimi kteréhokoli jiného
pisemného nebo tustniho ujednani mezi
stranami, budou mit pfednost ustanoveni
Smlouvy 0 zpracovani udaji. Pozadavky
¢lanku 3 se vSak nebudou uplatiiovat v tom
rozsahu, v jakém strany vramci jiného
ujednani  stanovily pro Zpracovatele
piisnéjsi povinnosti. Ustanoveni Smlouvy
0 zpracovani udaji se rovnéz neuplatni
v piipad¢, kdy je ujednéno, Ze (a v jakém
rozsahu) se na pievadéni Osobnich udaji
budou vztahovat Rozhodnuti Komise EU
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are concluded and such clauses set out 0 standardnich smluvnich dolozkach pro

stricter obligations for the Processor and or piedavani osobnich udaji do tietich zemi,

for subprocessors. a jestlize jeho pfislusné ¢lanky stanovi
ptisngj§i povinnosti pro Zpracovatele
a/nebo pro dil¢i zpracovatele daju.

Annexes: Piilohy:
Annex 1: Instructions Ptiloha 1: Pokyny
Annex 2: Subprocessors Ptiloha 2: Dil¢i zpracovatelé idaji
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Annex 1 — Instructions

This Annex 1 constitutes the Sponsor's instruction
to the Processor in connection with the Processor's
data processing for the Sponsor, and is an
integrated part of the Data Processing Agreement.

The processing of Personal Data

Priloha 1 — Pokyny

Ptiloha 1 predstavuje Zadavatelovy pokyny pro
Zpracovatele v souvislosti se zpracovanim udaji
pro Zadavatele a je nedilnou soucasti Smlouvy
0 zpracovani udaji.

Zpracovani Osobnich udaja

a) Purpose and nature of the processing a) Ucel a povaha ¢innosti zpracovani udaji:
operations:
Performance of Clinical drug trial services Vykonavani sluzeb pii klinickém hodnoceni
under the Agreement and for the purpose of 1é¢iva podle Smlouvy a pro tcely povinného
mandatory safety monitoring of medical sledovani bezpeénosti 1é¢ivych piipravka /
products/Investigational ~ products — as hodnocenych 1é¢iv tak, jak je to konkrétné
specifically described in the Protocol. popsano v Protokolu.
b) Categories of data subjects: b) Kategorie subjektt tidaju:
I.  Former, current or future persons and/or I.  osoby a/nebo pacienti, ktefi se
patients who voluntarily enrolled in the dobrovolné ucastnili Studie, Gcastni se ji
Study, and/or their relatives, and/or v souCasnosti nebo se ji zG(castni
vV budoucnosti, a/nebo jejich ptibuzni
a/nebo
Il.  Sponsor employees contractors, Il. zaméstnanci, smluvni  dodavatelé,
managers, and agents (who are natural vedouci pracovnici a zastupci Zadavatele
persons) involved in the conduct and (ktefi jsou fyzické osoby) podilejici se na
management of the Study provadeéni a fizeni Studie.
c) Categories of Personal Data: c) Kategorie Osobnich udaju:
Re b) I. Date of birth and/or age, initials, Co se ty¢e b) I Datum narozeni a/nebo vék,
personal identification number assigned to inicialy, osobni identifikacni Cislo pfifazené
data subjects participating in the Study, subjektu udajt, ktery se tiCastni Studie, popis
description of characteristics of physical charakteristik fyzickych vlastnosti.
features of the body Co se ty¢e b) II: Jméno, e-mailova adresa,
Re b) Il: Name, email address, telephone telefonni ¢islo (kontaktni informace), tidaje
number (contact information), data regarding ohledné€ pracovni praxe a profesni kvalifikace.
their experience and qualifications.
d) Special categories of data: d) Specialni kategorie udajui:

Re b) I: Health information including past
medical history and medical test information

Co se tyCe b) I: Zdravotni informace véetné
anamnézy a informaci o vysledcich
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(such as blood samples results from scans and
biopsies), data revealing racial or ethnic
origin, genetic data and social security number

1ékatskych testi/vysetieni (napt. vysledky
vySetieni krevnich vzorkli z vySetfeni a
biopsii), idaje odhalujici rasovy nebo etnicky
puvod a ¢islo socialniho pojisténi.

e) Location of the processing activities: e) Lokalita provadéni ¢innosti zpracovani udaji:
Fakultni nemocnice Brno, Jihlavska 20, 625 Fakultni Elemocnice Brno, Jihlavska 20, 625
00 Brno, Czech Republic. 00 Brno, Ceska republika.

f)  Specific security requirements f)  Konkrétni pozadavky na zabezpeceni

reflect the
requirements

The following requirements
minimum data processing

Nasledujici pozadavky jsou minimalni
pozadavky na zabezpeCeni pii zpracovani

expected of the Processor. It is a condition that udajt, jejichz splnéni se ocekava od
other agreed documents, legislation or Zpracovatele. Obecné plati, Ze budou
industry standards laying down requirements dodrzovany  také  ostatni  dohodnuté

of the processing of data in connection with
Study/ /mandatory safety monitoring of
medical products are complied with as well.

1. The Personal Data may only be used for
the Study/mandatory safety monitoring
of medical products.

2. The collection, registration and other
processing of Personal Data must be
legally authorized under Applicable Law,
or applicable policies issued of the
supervisory authorities.

3. Any person who takes part in the
processing of Personal Data must be
familiar with these requirements.

4. Premises used for the storage and other
processing of data must be arranged in

dokumenty, pravni piedpisy nebo oborové
standardy stanovici pozadavky na zpracovani
udaji v souvislosti se Studii / povinnym
sledovanim bezpecnosti hodnocenych 1éCiv.

1. Osobni udaje mohou byt pouZivany
pouze pro Studii / povinné sledovani
bezpecnosti hodnocenych 1é€iv.

2. Shromazd’ovani, registrace a jiné
zpracovani Osobnich udaji musi byt
zakonné schvaleno podle pfislusnych
pravnich predpisi nebo pfislusnych
pravidel vydanych dozoré¢imi urady Cci
organy.

3. Kterdkoli osoba podilejici se na
zpracovani Osobnich udaji musi byt
S témito pozadavky obeznamena.

4. Prostory pouzivané k uchovavani a jiné
zpracovavani dat musi byt uzplisobeny a

such a way as to prevent unauthorized vybaveny tak, aby byl znemoznén
access. nedovoleny pfistup.
5. Appropriate security measures must be 5. Musi byt zavedena vhodna

implemented to protect data against
accidental or unlawful destruction, loss
or impairment. Furthermore, it must be
ensured that no incorrect or misleading
Personal Data is processed. Incorrect or
misleading data, or data processed in
contravention of the above Applicable
Law, policy of the supervisory authority

zabezpecovaci opatfeni na ochranu udaju
pfed ndhodnym nebo nezédkonnym
zni¢enim, ztratou nebo znehodnocenim.
Je nutno také zajistit, aby nebyly
zpracovavany nespravné nebo matouci
Osobni udaje. Nespravné nebo matouci
udaje, nebo udaje zpracované zplisobem
poruSujicim prislusné pravni piedpisy,
pravidla vydana dozor¢imi ufady ¢i
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or these requirements, shall be rectified
or erased.

organy nebo tyto pozadavky, musi byt
opraveny nebo vymazany.

6. Personal Data may not be stored in a way 6. Osobni udaje nesmi byt uchovavany
that makes it possible to identify the data zpusobem umoziujicim identifikovat
subjects for longer than is necessary for subjekty udaji po dobu del$i nez je
the achievement of the Study/mandatory nezbytné  kuskute¢néni  Studie /
safety monitoring of medical products povinnému  sledovani  bezpecnosti
and medical equipment. hodnocenych Ié¢iv a 1ékaiskych zafizeni.

7. The publication of results from clinical 7. Zvefejnéni vysledki klinickych
drug trials/clinical testing of medical hodnoceni 1é¢iv / klinického testovani
equipment must take place in such a way 1ékatskych zafizeni se musi uskutecnit
that it is impossible to identify individual zpusobem znemoznujicim identifikaci
persons. jednotlivych osob.

8. It is a condition that other legislation 8. Obecn¢ plati, ze budou dodrzovany
laying down requirements of the ostatni pravni pfedpisy  stanovici
processing of data in connection with pozadavky na  zpracovani  udaju
Study/mandatory safety monitoring of V souvislosti se Studii/povinnym
medical products is complied with. sledovanim bezpecénosti hodnocenych

1é¢iv.

Electronic data Elektronické udaje

9. Identification data must be encrypted or 9. Identifika¢ni udaje musi byt zasifrovany
replaced by a code number or similar. nebo nahrazeny kodovym c¢islem nebo
Alternatively, all data stored can be podobnym zajisténim. Je mozno také
encrypted. Encryption keys, code keys, zaSifrovat vSechny uchovavané udaje.
etc. must be stored securely and Sifrovaci kli¢e, kodovaci kli¢e apod. je
separately from the Personal Data. This nutno uchovavat oddélené od Osobnich
also applies to Personal Data that is udaji. To se rovnéz vztahuje na Osobni
stored on portable devices such as laptop data uchovavana na  pfenosnych
PCs, tablets, etc. zafizenich, jako jsou napf. notebooky,

tablety atd.

10. Data may only be accessed by using a 10. Piistup kudajim mize byt pouze
unique user name and a confidential s pouzitim jedine¢ného uzivatelského
password. The password must be jména a tajného hesla. Heslo je nutno
renewed at least once a year and when obnovit nejméné jednou za rok a kdyz je
otherwise necessary in order to ensure the to zapotiebi z jinych divodi k zajisténi
secure processing of the data. zabezpeceného zpracovani tdaju.

11. On the transfer of data identifying 11. Pfi prenosu udaji identifikujicich
individuals via the Internet or other jednotlivé osoby  prostfednictvim
external networks, the necessary security internetu  nebo  jinych  venkovnich
measures must be taken to ensure that the uzivatelskych siti je nutno pouzit
data does not come to the knowledge of nezbytnd  zabezpecovaci opatieni

any unauthorized persons. This includes
that encryption is required if sensitive
Personal Data is transferred via the
Internet (or other open networks), and
security of authenticity (identities of
transmitter and recipient) and integrity

k zajisténi toho, aby se stémito udaji
nemohly obeznamit nepovolané osoby.
To =zahrnuje 1 pozadavek pouzivat
Sifrovani pfi pfenosu citlivych Osobnich
udaji prostfednictvim internetu (nebo
jinych otevienych uzivatelskych siti) a
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(the authenticity of the transmitted data)
must be appropriately ensured by the use
of suitable security measures. On using
internal networks, it must be ensured that
no unauthorized persons can gain access
to the data.

12. Removable storage media, safety copies of
data, etc. must be stored securely and
under lock and key, so that unauthorized
access is prevented.

Manual (*'paper') data

13. Manual material, including print-outs,
error and control lists, etc. with data that
can be attributed to specific individuals,
either directly or indirectly, must be
stored securely under lock and key, and
in such a way as to prevent unauthorized
access.

Biobank and biological material

14. Samples with biological material and
biological material in biobanks must be
stored securely under lock and key so as
to prevent unauthorized access, and in
such a way as to ensure that the material
is not lost, impaired, or accidentally or
illegally destroyed.

15. Biological material marked with a civil
registration number (CPR-no.) or name
must be stored subject to special safety
requirements.

16. Internal guidelines must be laid down
within regarding the project for the
storage of biological material. The
guidelines must be updated at least once
a year.

Information to be given to the clinical trial

participant/data subject

17. Where the Personal Data is obtained from
the clinical trial participant/data subject

zabezpeceni pravosti (totoznosti
odesilatele a ptijemce) a integrity
(pravosti odesilanych idajt), které musi
byt piislusné  zajisténo  pouzitim
vhodnych zabezpecovacich opatieni. Pii
pouzivani vnitfnich uzivatelskych siti je
nutno zajistit, aby kudajim nemohly
ziskat pfistup zadné nepovolané osoby.

12. Vymeénitelna ulozisté, zabezpecCovaci
kopie udajii atd. je nutno uchovavat
zabezpecenym zplsobem a
v uzamcéenych prostorach tak, aby k nim
nebylo mozno ziskat neopravnény
pristup.

Neelektronicky uchovavané (,,papirové)

udaje

13. Udaje na jinych nez elektronickych
médiich, v¢etné vytiskd, seznami chyb a
kontrolnich seznamt atd. s 0daji, které
jsou at jiz piimo nebo nepiimo
vysledovatelné ke konkrétnim
jednotlivym osobam, je nutno uchovavat
zabezpecenym zplsobem v uzamcéenych
prostorach tak, aby k nim nebylo mozno
ziskat neopravnény pristup.

Biobanka a biologicky material

14. Vzorky s biologickymi materialy a
biologické materialy v biobankach je
nutno uchovavat zabezpecenym
zpisobem v uzamcenych prostorach pro
zabranéni neopravnéného pfistupu a
k zajisténi toho, ze material nebude
ztracen, znehodnocen, nebo nahodné ¢i
nezakonné znicen.

15. Biologické materialy oznacené osobnim
registraénim cCislem (Cislem CPR) nebo
jménem je nutno uchovavat s dodrzenim
zvlastnich pozadavkil na zabezpeceni.

16. Pro planované uchovavani biologickych
materiali je nutno vytvofit vnitini
predpisy. Tyto ptedpisy musi byt
aktualizovany nejmén¢ jednou ro¢ng.

Informace  poskytované ucastnikiim

klinického hodnoceni/subjektiim udaju

17. Kdyz jsou od ucastnika klinického
hodnoceni / subjektu udaju ziskavany
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(via interviews, questionnaires, clinical
or para-clinical examination, treatment,
observation, etc.), more detailed
information concerning the
trial/testing/safety monitoring shall be
distributed/forwarded to the data subject
in accordance with Article 13 of the
GDPR (upon its entry into force). The
clinical trial participant must be informed
of the name of the Sponsor, the purpose
of the trial/testing/safety monitoring, the
fact that it is voluntary to participate in
the trial/testing, the identity of any
recipients of data, and the purpose of the
disclosure of data, as well as any further
information which is necessary for the
clinical trial participant to be able to
safeguard his/her interests. The data
subject has been informed about its right
of access to the data that is processed
concerning the person in question.

Disclosure

18. Disclosure/issue of Personal Data to other
parties may take place to the extent that
this is legally authorized under the
GDPR, or other legislation.

On the conclusion of the project

19. At the latest on the conclusion of the
trial/testing/safety monitoring the data
(including biological material) shall be
erased, made anonymous, or destroyed,
unless Union or Member State law
requires continued storage of the
Personal Data. It must not subsequently
be possible to identify individuals
participating in the trial/testing/safety
monitoring. The deletion of data must be
properly documented.

osobni udaje (prostiednictvim rozhovord,
dotazniku, klinickych nebo
paraklinickych vySetteni, 1écby,
pozorovani atd.), budou takovému
subjektu udaji  poskytovany/zasilany
podrobnéj§i  informace tykajici se
klinického
hodnoceni/testovani/sledovani
bezpecnosti v souladu s ¢lankem 13
Obecného nafizeni o ochrané udaju (po
jeno  vstupu v platnost). Ucastnik
klinického  hodnoceni  musi byt
informovan o nazvu Zadavatele, ucelu
klinického
hodnoceni/testovani/sledovani
bezpecnosti, o skuteCnosti, Zze ucast
Vv klinickém  hodnoceni/testovani  je
dobrovolna, o identité kazdého piijemce
udajii a o ucelu predavani udaji; musi
rovné€z obdrzet veskeré dalsi informace,
které potfebuje k tomu, aby mohl hajit
své zajmy. Subjekt udaju je informovan
0 pravu na pfistup ke zpracovavanym
udajim, které se jej tykaji.

Predavani udajua

18. Predavani/vydani Osobnich udaji jinym
stranam lze provést v rozsahu, v jakém je
to zadkonné povoleno  Obecnym
nafizenim o ochran¢ udaji nebo jinymi
pravnimi ptedpisy.

Cinnosti p¥i ukonéeni projektu

19. Nejpozdéji pii ukonceni klinického
hodnoceni/testovani/sledovani
bezpecnosti  budou udaje (vCetné
biologickych  material) vymazany,
anonymizovany nebo zni¢eny
s vyjimkou situace, kdy pravni ptedpisy
Evropské unie nebo jejiho clenského
statu vyzaduji dal§i uchovani Osobnich
udaji. Poté jiz nesmi byt mozno
identifikovat  jednotlivé  ucastniky
klinického
hodnoceni/testovani/sledovani
bezpecnosti. Vymazani udaji musi byt
spravné dokumentovano.
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20. Alternatively, the data may be transferred 20. Podle Zadavatelovych pokynl je mozno

for further storage in archives according také Udaje prenést pro dalsi uchovani
to the Sponsor’s instructions v archivech.

21. Erasure of data from electronic media shall 21. Vymazani udaju z elektronickych médii je
take place in such a manner that it is nutno provést zpisobem znemoziujicim
impossible to recover the data and such obnoveni udaji a takovéto vymazani je
erasure must be properly documented. nutno spravné dokumentovat.

Annex 2 — Subprocessors Ptiloha 2 — Dil¢i zpracovatelé udaji
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