SMLOUVA
O KLINICKEM HODNOCENI

Mezi

spole¢nosti Medpace Clinical Research, LLC, se
sidlem a mistem podnikani na adrese 5375 Medpace
Way, Cincinnati, Ohio 45227, USA, zastoupenou:

RedactedRedactedRedactedRedactedRedacted

(dale jen ,,Medpace*)
A

Fakultni nemocnice Brno
se sidlem:

Jihlavska 20

625 00 Brno

Ceska republika

ICO: 65269705

DIC: CZ65269705

peS VINEMR edactedRedactedRedactedRedacted

(dale jen ,,Zdravotnické zatizeni)

A

RedactedRedactedRedacted

Adresa vykonu povolani:

Fakultni nemocnice Brno

Interni hematologicka a onkologicka klinika
Jihlavska 20

625 00 Brno

Ceska republika

narozen

[)@ndRedactedRedactedRedactedRedactedRedacted

(dale jen ,,Hlavni zkouSejici”)

(Zdravotnické zafizeni a Hlavni zkouSejici dale
spole¢né oznacovani jako ,,Smluvni partneii”)

uzaviena podle ustanoveni § 1746 odst. 2 zdkona
¢. 89/2012 Sb., obcansky zakonik, ve znéni
pozdéjsich predpist (dale jen ,,obfansky zakonik®)
s G¢innosti ke dni uvefejnéni v registru smluv (dale
jen ,,Smlouva®):

Preambule

CLINICAL TRIAL AGREEMENT

Between

Medpace Clinical Research, LLC, with its
principal office and place of business at 5375
Medpace Way, Cincinnati, Ohio 45227, USA,

(I ERENENOYAR edactedRedactedRedactedRedacted

(hereinafter referred to as the “ Medpace )
AND

Fakultni nemocnice Brno
with its registered seat at:
Jihlavské 20

625 00 Brno

Czech Republic

Company ID: 65269705
VAT ID: CZ65269705

Represented by: REREEREESCEREEEEE

(hereinafter referred to as the “Institution”)

AND

RedactedRedactedRedacted

Employment address:

Fakultni nemocnice Brno

Interni hematologicka a onkologicka klinika
Jihlavska 20

625 00 Brno

Czech Republic

DOB: FErERED]
address: Redacted

RedactedRedacted
(hereinafter referred to as the “Principal

Investigator”)

(the Institution and the Principal
hereinafter  collectively
“Contracting Partners”)

Investigator
referred to as the

entered into pursuant to Article 1746 (2) of Act no.
89/2012 of Coll., the Civil Code, as amended
(hereinafter referred to as the “Civil Code”) and
effective upon publication in the Contracts Registry
(hereinafter referred to as the “Agreement”)

Preamble
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VZHLEDEM KTOMU, ZE Octapharma
Pharmazeutika Produktionsges.m.b.H, Oberlaaer
Stralle 235 1100 Vienna, Rakousko (,,Zadavatel*)

sponzoruje  klinické hodnoceni s hodnocenym
lé¢ivym  piipravkem  Lidsky  intravendzni
imunoglobulin 10% (Panzyga) (dale jen

,Hodnoceny 1ék*) s ndzvem ,,DDvojit¢ zaslepena,
randomizovana, placebem kontrolovana,
prospektivni studie faze III hodnotici ucinnost a
bezpecnost piipravku Panzyga k primarni prevenci
infekci u pacienti s chronickou lymfocytarni
leukémii (studie ,,PRO-SID*) (dale jen ,,Studie®),
které je blize popsano v protokolu ¢. NGAM-12,
ktery Smluvnim partnerim piedd Medpace nebo
Zadavatel, a ktery mlze byt ¢as od Casu Zadavatelem
jednostranné dopliovan (dale jen jako ,,Protokol*).

VZHLEDEM K TOMU, ZE Medpace je smluvni
vyzkumnou organizaci, kterd byla Zadavatelem
najata pro fizeni a spravu této studie, mimo jiné
véetné vyjednani a uzavieni této Smlouvy; a

VZHLEDEM K TOMU, ZE Smluvni partnefi
disponuji  znalostmi, zkuSenostmi a  zdroji
nezbytnymi k provedeni Studie, dle jejich nejlepsiho
védomi maji pfistup k pozadovanému poctu subjekti
hodnoceni dle kritérii pro zafazeni nebo vyfazeni, jak
jsou stanoveny v Protokolu, a jsou ochotni Studii
provest,

PROTO se smluvni strany (dale jen ,,strany* nebo
Lwsmluvni strany*) dohodly nasledovné:

ClL 1- P¥edmét Smlouvy

1.1 Pfedmétem této Smlouvy je provedeni Studie ve
Zdravotnickém zafizeni a rozdéleni povinnosti
souvisejicich ~ se Studii  mezi  Medpace,
Zadavatele a Smluvni partnery. Pfedmétem této
Smlouvy jsou zavazky Smluvnich partnert
k provedeni Studie za podminek sjednanych
v této Smlouvé a zavazek Zadavatele k ihradé
odmény za tadné provedeni Studie. Jakékoli
odchylky od Protokolu a dodatkt k Protokolu,
vcetné veskerych vySetfeni nebo hodnoceni
tykajici se klinickych ¢i laboratornich parametrt,
vyzaduji pfedchozi pisemny souhlas Medpace
nebo Zadavatele.

CL 2 - Povinnosti Smluvnich partneri

2.1 Smluvni partnefi se zavazuji provést a
zdokumentovat Studii hospodarné a s nalezitou
odbornou péc¢i vpiisném souladu s (a)
Protokolem; a (b) podminkami této Smlouvy; a

WHEREAS, Octapharma Pharmazeutika
Produktionsges.m.b.H, Oberlaaer Strafle 235 1100
Vienna, Austria (“Sponsor”) is sponsoring a
clinical trial involving the study drug Immune
Globulin Intravenous, Human 10% (Panzyga)
(hereinafter called the “Study Drug”) named
Double-blind, Randomized, Placebo-controlled,
Prospective Phase Il Study Evaluating Efficacy
and Safety of Panzyga in Primary Infection
Prophylaxis in Patients with Chronic Lymphocytic
Leukemia (“PRO-SID” study)(hereinafter referred
to as the “Study”) as described in more detail in
protocol no. NGAM-12 which will be provided to
the Contracting Partners by Medpace or Sponsor
and which may be from time to time unilaterally
updated by the Sponsor (hereinafter referred to as
the “Protocol™).

WHEREAS Medpace is a contract research
organization which has been contracted by Sponsor
to manage and administer the Study, including, but
not limited to, negotiation and execution of this
Agreement; and

WHEREAS, the Contracting Partners possess
knowledge, experience and resources necessary for
conducting the Study, have — to the best of their
knowledge - access to the required number of trial
subjects based on the inclusion or exclusion criteria
as laid down in the Protocol and are willing to
conduct the Study.

THEREFORE the parties (hereinafter referred to as
the “Parties” or the “Contracting Parties”) have
agreed as follows:

Avrticle 1 - Subject of the Agreement

1.1 The subject of the Agreement is the performance
of the Study at the Institution and the division of
Study-related obligations among Medpace, the
Sponsor and the Contracting Partners. The
subject of the Agreement are covenants of the
Contracting Partners to conduct the Study under
the terms and conditions agreed herein and the
covenant of the Sponsor to pay remuneration for
a duly conducted Study. Any deviations from the
Protocol or amendments of the Protocol,
including without limitation, any investigation or
evaluation of additional clinical or laboratory
parameters, require the prior written approval of
Medpace or the Sponsor.

Article 2 - Article 2 — Obligations of the
Contracting Partners

2.1 The Contracting Partners shall conduct and
document the Study in a diligent and efficient
manner in strict compliance with (a) the
Protocol; and (b) the terms and conditions of this

Clinical Study Agreement |Version 1#

CONFIDENTIAL
Sponsor: Octapharma Pharmazeutika Produktionsges.m.b.H| Protocol: NGAM-12

RedactedRedactedRedactedRedacted

Page 2 of 31



2.2 Studie

(c) etickymi zasadami Helsinské deklarace; a (d)
Harmonizovanym Tiistrannym Guideline ICH
pro spravnou Kklinickou praxi véetné jeho
naslednych zmén a obecné piijimanymi
standardy spravné klinické praxe; a (e) vSemi
ptislusnymi pravnimi piedpisy; a (f) veskerymi
ptikazy a smérnicemi piislusnych organti vetejné
moci a spravy a etickych komisi, jsou-li takové.
Zdravotnické zafizeni se zavazuje poskytnout
odpovidajici zdroje a vybaveni k provadéni
Studie.

bude ve Zdravotnickém zafizeni
provadéna pod dohledem Hlavniho zkousejiciho,
ktery je odpovédny za jeji fadny pribéh. Hlavni
zkousejici je odpovédnym vedoucim skupiny
zkousejicich v pfipadé, Ze Studie je
ve Zdravotnickém zafizeni provadéna vicero nez
jednim zkousejicim (takovi dalsi zkousSejici se
dale oznacuji jako ,,ZkousSejici). Hlavni
zkousejici je odpovédny za blaho subjektd
hodnoceni ucastnicich se Studie z hlediska
poskytovani zdravotnich sluzeb na nalezité
odborné drovni.

2.3 Hlavni zkousSejici soucasné¢ bude slouzit pro

Medpace jako kontaktni osoba v ramci
Zdravotnického zafizeni ve vztahu ke Studii,
pokud neni nize v této Smlouve stanoveno jinak.
Hlavni zkouSejici provadi Studii v rdmci svého
zaméstnaneckého poméru ke Zdravotnickému
zafizeni.

2.4 Zdravotnické zafizeni se zavazuje umoznit a

Hlavni zkouSejici se zavazuje zajistit, aby
Zkousejici a ostatni osoby zahrnuté do provadéni
Studie (dale jen ,,Clenové studijniho tymu®)
jednali v souladu s podminkami této Smlouvy.
Zdravotnické zafizeni se prostfednictvim
Hlavniho zkousejiciho zavazuje zajistit, Ze
pivodni i novi Clenové studijniho tymu jsou
fadn¢ proskoleni, kvalifikovani a vzd¢lani,
obzvlast’ ze se z(casthiuji vSech Skoleni o Studii,
vcetn¢ Skoleni na spravnou klinickou praxi
vyzadovanych a zajiStovanych Medpace nebo
Zadavatelem (Clenové studijniho tymu vSak
nemusi Skoleni na spravnou klinickou praxi
absolvovat, pokud se prokazi -certifikdtem
Z absolvovaného skoleni spravné klinické praxe
ne star§im 2 let k datu zahajeni Studie). Medpace
ma pravo odmitnout konkrétni Cleny studijniho
tymu, pokud se Zadavatel nebo Medpace
domniva, Ze nejsou prislusné vzdélani a/nebo
kvalifikovani. Clenové studijniho tymu jsou
zaméstnanci Zdravotnického zafizeni. Clenové
studijniho tymu a Hlavni zkousejici se budou
ucastnit Skoleni, které v souvislosti se Studii pro
tyto osoby Medpace nebo Zadavatel zorganizuje
a Zdravotnické zafizeni je povinno takovou ucast
umoznit. Medpace nebo Zadavatel nahradi
priméfené cestovni a ubytovaci néaklady
souvisejici se vzdélavanim podle tohoto ¢lanku,

2.2

2.3

2.4

Agreement; and (c) the ethical principles of the
Declaration of Helsinki; and (d) the ICH
Harmonised Tripartite Guideline for Good
Clinical Practice as amended from time to time
as well as generally accepted standards of Good
Clinical Practice; and (e) all applicable legal
regulations; and (f) all orders and directives of
competent public administration authorities and
ethics committees, if any. The Institution shall
provide adequate resources and facilities for the
performance of the Study.

The Study at the Institution shall be conducted
under the supervision of the Principal
Investigator who shall be responsible for due
course of the Study. The Principal Investigator is
the responsible head of the group of investigators
in case the Study is conducted at the Institution
by several investigators (such additional
investigators  hereinafter referred to as
“Investigators”). The Principal Investigator is
responsible for the well-being of the trial
subjects participating in the Study in terms of
professional medical services provided.

The Principal Investigator shall also serve as the
contact person for Medpace with regard to the
Study at the Institution, unless this Agreement
specifies otherwise. The Principal Investigator
shall conduct the Study as part of his or her
employment at the Institution.

The Institution shall allow and the Principal
Investigator shall ensure that the Investigators
and other persons involved with the Study
(hereinafter referred to as “Study Team
Members”) comply with the terms and
conditions of this Agreement. The Institution
shall ensure through the Principal Investigator
that original and new Study Team Members are
appropriately trained, qualified and educated, in
particular that they participate in all training
sessions regarding the Study, including any good
clinical practice training required and organized
by Medpace or the Sponsor (Study Team
Members, who have a good clinical practice
certificate that is not older than two years as of
the first day of the Study, are not required to
participate in good clinical practice training).
Medpace shall have the right to reject specific
Study Team Members, if the Sponsor or
Medpace deems them not appropriately educated
and/or qualified. Study Team Members are
employees of the Institution. Study Team
Members and the Principal Investigator shall
attend trainings organized for them by Medpace
or the Sponsor in connection with the Study, and
the Institution shall allow such persons to attend.
Medpace or the Sponsor shall reimburse
reasonable travel and accommodation costs, if
applicable related to the trainings under this
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2.6 Jakékoli

2.6.1

2.6.2

2.7.1

bude-li to tfeba, ale za udast na takovém
vzdélavani nenalezi UCastnikim ani nikomu
jinému zadna odména.

2.5 Zdravotnické zafizeni se zavazuje umoZnit

Hlavnimu zkousejicimu, Zkousejicim a Clentim
studijniho tymu, tucastnit se podle potieby
setkani  zkousSejicich a  telekonferenci
uskute¢tiovanych v pribéhu Studie v rozsahu
pozadovaném Medpace nebo Zadavatelem.

smlouva o plnéni  povinnosti
Zdravotnického zafizeni dle této Smlouvy tfeti
stranou vyZzaduje piedchozi pisemny souhlas
Medpace. Udéleni takového souhlasu je na
vyluéném rozhodnuti Medpace. V piipadé
udéleného souhlasu je povinnosti
Zdravotnického zafizeni:

je povinno zajistit u subjektu, na néjz svou
povinnost pfenasi, dodrzovani podminek,
(@ které jsou vzhledem k charakteru
pozadované sluzby relevantni a podobné
podminkam této Smlouvy, véetné, avsak
nejen, lhit k plnéni povinnosti, (b) na
zéklad¢ kterych tfeti strana postoupi veskera
prdva k vysledkim své ¢Cinnosti/Studie na
Zdravotnické zafizeni, Medpace anebo
Zadavatele a (c) dle kterych tieti strana
umozni Medpace, Zadavateli nebo tietim
strandm smluvné opravnénym Zadavatelem
nebo Medpace a piislusSnym regulatornim
ufadiim provedeni auditii a inspekci u takové
tteti strany, coz soucasné¢ neznamena
omezeni  povinnosti  Zdravotnického
zafizeni ve vztahu k auditim a inspekcim; a

bude nést odpovédnost za tadné plnéni
vSech zajisténych nebo delegovanych
povinnosti.

2.7 Smluvni partnefi se zavazuji vynaloZit veskeré

Usili k zafazeni subjekti hodnoceni do Studie
v souladu s pozadavky na zatazovani a lhitami
stanovenymi v Protokolu. Souc¢asné lhity
vztahujici se k provadéni Studie jsou nasledujici:

Naboru subjektd do hodnoceni je zacal

Redacted a predpokladané ukonceni
naboru (prvni navstéva posledniho pacienta)
JBRedacted Planované trvani studie je

do (posledni nav Stéva
posledniho  pacienta). Nabor subjekta
hodnoceni se vzdy ftidi aktualnimi

podminkami Protokolu. Ocekava se, Ze
Smluvni partneti zahaji nabor do hodnoceni
ihned po podpisu smlouvy a provedeni

2.5

2.6

2.6.1

2.6.2

2.7

2.7.1

article, but no remuneration shall be provided to
participants or any other persons for attending
such trainings.

The Institution shall make it possible for the
Principal Investigator, Investigators and Study
Team Members, as required, to participate in
Investigators” meetings and teleconferences held
in the course of the Study to the extent requested
by Medpace or Sponsor.

Any subcontracting of any of the Institutions’
obligations under this Agreement to a third party
requires the prior written consent of Medpace.
Granting of such consent shall be within
Medpace’s sole discretion. In the case that such
consent is granted, the Institution shall:

make sure that such subcontractors observe
the terms and conditions (a) that are relevant
to the nature of requested services and
similar to the terms and conditions of this
Agreement, including — without limitation -
the timelines for fulfilling obligations, (b)
based on which the third party shall assign
all rights with regard to the results of its
performance/the Study to the Institution,
Medpace or the Sponsor and (c) based on
which the third party shall allow Medpace,
the Sponsor or third parties contracted by the
Sponsor or Medpace and competent
regulatory authorities to perform audits and
inspections at such a third party’ site,
whereas this shall not limit the Institution’s
obligations with respect to audits and
inspections; and

be responsible for due performance of all
delegated or subcontracted duties.

The Contracting Partners agree to make
maximum efforts to enroll trial subjects in the
Study in accordance with the inclusion
requirements and timelines set forth in the
Protocol. The current timelines for conducting
the Study are as follows:

Recruitment of trial subjects started on
and to be completed

by GERECTRI (last patient fist visit).

Expected study duration is up to
(last patient last visit).

Recruitment of trial subjects is always
governed by current terms and conditions of
the Protocol. It is expected that Contracting
Partners will start with patients recruitment
as soon as this Agreement is fully executed
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.....

iniciaéni navstévy. Odhadovany pocet
zatazenych pacientl je BH

2.7.2 Hlavni zkouSejici souhlasi, Ze Zadavatel

nebo Medpace muze na zakladé Zadosti
Zadavatele jednostranné kdykoli zménit
pocet subjektdi hodnoceni, které Hlavni
zkousejici do Studie miize zatradit a/nebo
casovy harmonogram naboru, a to
prostfednictvim vydani pfislusného pokynu
ke Studii. Takovy pokyn se nedotkne jiz
zafazenych subjektl hodnoceni.

2.8 Hlavni zkousejici se zavazuje do Studie zafadit

pouze fadné zplsobilé subjekty hodnoceni v
souladu s Protokolem.

2.9 Smluvni partnefi se zavazuji zajistit, Ze Studie

bude provadéna v souladu s povolenim nebo
souhlasem k ohlaSeni vydanym Statnim tstavem
pro kontrolu 1éCiv a souhlasy pfislusnych
etickych komisi. Smluvni partneti se zavazuji
poskytnout Medpace soucinnost pii piipravé
dokumentti tykajicich se Studie a piedat
Medpace nebo tieti strané uréené Zadavatelem
nebo Medpace bezodkladné veskera prohlaseni
nezbytnd k povoleni Studie regulatornimi organy
a/nebo etickymi komisemi, vCetné avsak nejen
(i) Prohlaseni o finan¢nich zajmech, (ii) CV a
(iii) potvrzeni o odpovidajicim vybaveni mista
hodnoceni. Smluvni partnefi se zavazuji zajistit,
ze poskytnuté dokumenty tykajici se Studie jsou
uplné a spravné. Napiiklad, ProhlaSeni o
finan¢nich zajmech musi obsahovat veskeré
finan¢ni vztahy mezi Hlavnim zkouSejicim a
kterymkoli Clenem studijniho tymu, a jejich
finan¢ni zajmy, na jedné stran¢ a Zadavatelem
anebo kteroukoli spolecnosti propojenou se
Zadavatelem, na strané druhé, vetné — avSak
nejen — odmény nebo jiného finanéniho
prospéchu  pfijattho kazdym znich od
Zadavatele nebo kterékoli ze spole€nosti
propojenych se Zadavatelem za konzulta¢ni
¢innosti nebo jiné sluzby nepokryté touto
Smlouvou. Potvrzeni o finan¢nich z&jmech by
méla byt predlozena v pribéhu Studie, pii jeji
zméné a jeden rok po skonceni Studie.
»~Propojenou osobou“ se rozumi jakakoli
pravnickd osoba nebo spolecnost, ktera piimo
nebo nepfimo, prostiednictvim jednoho ¢i vice
prostredniku, vykonava kontrolu, je
kontrolovana anebo je pod spole¢nou kontrolou
se smluvni stranou nebo Zadavatelem.

2.10 Hlavni zkouSejici se zavazuje vSechny

subjekty hodnoceni odpovidajicim zplisobem
informovat o cilech, metodach, ptedpokladanych
ptinosech a potencialnich rizicich Studie a o
okolnostech, za kterych by jejich osobni Gdaje
mohly byt zpfistupnény Medpace a / nebo

and after Study initiation visit. Expected
number of enrolled subjects is g

2.7.2 The Principal Investigator agrees that the

Sponsor or Medpace upon Sponsor’s
request, may unilaterally change the number
of trial subjects that the Principal
Investigator shall include in the Study and/or
the recruitment timeframe by issuing a
relevant instruction for the Study. Such an
instruction shall not concern the already
included trial subjects.

2.8 The Principal Investigator agrees to include in

the Study only such trial subjects that are duly
suitable for the Study in compliance with the
Protocol.

2.9 The Contracting Partners agree to ensure that the

Study shall be conducted in compliance with the
approval or consent with notification issued by
the State Institute for Drug Control and
approvals of the competent ethics committees.
The Contracting Partners agree to cooperate with
Medpace in preparing documents concerning the
Study and to immediately provide Medpace or a
third party specified by Medpace or the Sponsor
with all declarations necessary for the approval
of the Study by regulatory authorities and/or
ethics committees, including without limitation,
if applicable, (i) Financial Interest Declarations,
(if) CVs and (iii) confirmation of adequate trial
site facilities. The Contracting Partners shall
ensure that the provided Study documents are
complete and correct. For example, the Financial
Interest Declarations shall contain all financial
relations between, and financial interests of, the
Principal Investigator and any Study Team
Member, on one hand, and the Sponsor or any of
the Sponsor’s affiliates, on the other hand,
including - but not limited to - remuneration or
other financial benefits received by each of them
from the Sponsor or any of the Sponsor’s
affiliates for consultations or other services not
covered in this Agreement. The Financial
Interest Declarations should be submitted in the
course of the Study, upon a change in the Study
and one year after completion of the Study.
“Affiliate” shall mean any legal entity or
company, which directly or indirectly, through
one or more intermediaries, controls, is
controlled by or is under joint control with a
Contracting Party or the Sponsor.

2.10 The Principal Investigator agrees to

appropriately inform all trial subjects of the
aims, methods, expected benefits and potential
risks of the Study and the circumstances under
which their personal data might be disclosed to
Medpace and/or the Sponsor, their Affiliates,
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Zadavateli, jeho  Propojenym  osobam,
pfislusnym organtim, tfetim stranam, jez
poskytuji sluzby Medpace a / nebo Zadavateli
a/nebo etickym komisim, a to v rozsahu
informovaného souhlasu subjektu hodnoceni
poskytnutého  ptimo  Zadavatelem  nebo
prostiednictvim Medpace. Hlavni zkousejici se
zavazuje zajistit, ze subjekty hodnoceni se
zicCastni Studie teprve poté, co podepisi
informovany souhlas subjektu hodnoceni
poskytnuty Medpace a / nebo Zadavatelem.
Hlavni zkousejici uchova original takového
souhlasu ve zdravotnické dokumentaci subjektu
hodnoceni. Pokud subjekt hodnoceni sviyj
souhlas v prubéhu Studie odvola, Smluvni
partnefi nesmi ve vztahu ktomuto subjektu
hodnoceni provést zadné dalsi postupy v ramci
Studie vyjma ptipadnych opatfeni tykajicich se
néslednych sledovani pfedepsanych Protokolem,
snimiz subjekt hodnoceni souhlasil. Nasledna
1é¢ba subjektu hodnoceni, ktera nesouvisi se
Studii, je vyhradni lékatskou odpovédnosti a
pravni odpovédnosti Smluvnich partnert

2.11  Smluvni partnefi se zavazuji zajistit, Ze

subjekty hodnoceni zatazené do Studie se
vramci Zdravotnického zafizeni nebudou
ucastnit specifického 1é¢ebného programu dle §
49 zédkona ¢. 378/2007 Sb., o lé¢ivech (dale jen
»Zakon o léfivech®) ani jiného klinického
hodnoceni, pfi kterém by subjekty hodnoceni
uzivaly v Ceské republice neregistrovany 1é&ivy
ptipravek v prib¢hu Studie ani béhem doby
preruseni Studie specifikované v Protokolu bez
pfedchoziho pisemného souhlasu Medpace a
Zadavatele.

2.12  Pokud v pribéhu Studie ve Zdravotnickém

zafizeni dojde k poskozeni zdravi subjektu
hodnoceni, Smluvni partnefi se zavazuji
informovat o kazdé takové udalosti Medpace (i)
Vv ptipad¢ zavazné¢ho nezadouciho G¢inku a/nebo
zavazné nezadouci piihody a/nebo v ptipadech
téhotenstvi, jsou-li takové, nejpozdéji do 24
hodin a (ii) v pfipadé nezadouciho u¢inku a/nebo
nezadouci piihody neprodlené v ramci Ihit
stanovenych v Protokolu a jinych pokynech
danych Medpace a / nebo Zadavatelem o hlaseni
dat tykajicich se bezpe¢nosti. Soucasti takového
hlaSeni musi byt také posouzeni pficinné
souvislosti. O jakémkoliv jiném poSkozeni
zdravi subjektu hodnoceni nebo jakémkoliv
zavazném poruseni Protokolu nebo pokyni
spravné klinické praxe musi Smluvni partneti
informovat Medpace bez zbyte¢ného odkladu.

2.13  Smluvni partneti se zavazuji bez zbytecného

odkladu zodpovedét vsechny dotazy Medpace a
/ nebo Zadavatele nebo osob povéfenych
Medpace a / nebo Zadavatelem tykajici se
dokumentace nezadouci udalosti. Toto zahrnuje
zejména aktivni nasledné sledovani a objasnéni

2.13 The Contracting

competent authorities, third parties providing
services for Medpace and/or the Sponsor and/or
ethics committees, to the extent of the inform
consent form provided by the Sponsor directly or
through Medpace. The Principal Investigator
agrees to ensure that the trial subjects shall not
participate in the Study until after they sign their
informed consent provided by Medpace and/or
the Sponsor. The Principal Investigator shall
keep the original of such consent in the trial
subjects” medical records. If such consent is
revoked in the course of the Study, no further
Study-related procedures may be performed by
the Contracting Partners with regard to the
respective trial subject, except for any Study-
related follow-up monitoring laid down in the
Protocol and consented to by the trial subject.
Subsequent treatment of the trial subject, which
is not related to the Study, lies in the sole medical
responsibility and legal liability of the
Contracting Partners.

2.11  The Contracting Partners shall ensure that

the trial subjects included in the Study do not
participate in a specific treatment program
according to Article 49 of Act No. 378/2007
Coll,, on Medicinal Products (“Act on
Medicinal Products”) or in any other clinical
trial in which the trial subjects would use
medicinal products not registered in the Czech
Republic in the course of the Study or during any
suspension period specified in the Protocol
without the prior written consent of Medpace and
the Sponsor.

2.12  Ifiinthe course of the Study at the Institution

trial subjects' health is harmed, the Contracting
Partners shall inform Medpace of any such event
(i) in case of any serious adverse effect and/or
serious adverse events and/or, if applicable, in
case of pregnancy, within 24 hours at the latest
and (ii) in case of any adverse effect and/or
adverse event immediately within the timelines
specified in the Protocol and other instructions
on safety-related data reporting provided by
Medpace and/or the Sponsor. Such reporting
must also include an assessment of causality.
Any other harm to health of trial subjects or any
serious breach of the Protocol or good clinical
practice guidelines must be reported to Medpace
without undue delay.

Partners agree to
immediately answer any questions of Medpace
and/or the Sponsor or persons authorized by
Medpace and/or the Sponsor regarding adverse
event documentation. This includes - but is not
limited to - active follow-up monitoring and
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ptislusnych nesrovnalosti v hlasenich
nezadoucich ptihod a ptipadd téhotenstvi. Za
ucelem hlaseni nezadoucich pirihod a ptipadd
téhotenstvi jsou Smluvni partnefi povinni
pouzivat formulaie poskytnuté Medpace a / nebo
Zadavatelem, jsou-li takové.

2.14  Béhem a po skonCeni Studie se Smluvni

partneti zavazuji predlozit Medpace veskeré
dokumenty pfijaté od ufadu, etickych komisi
a/nebo piislusnych regulatornich organt tykajici
se jakychkoli souhlasi nebo povoleni nebo
ptislusné komunikace vztahujici se
Kk bezpecnosti ve vztahu ke Studii do 24 hodin od
jejich obdrzeni.

2.15  Smluvni partnefi se zavazuji pouzivat

Hodnoceny 1€k vyhradné pro ucely provadéni
Studie a pouze zpisobem specifikovanym
Vv Protokolu. Smluvni partnefi jsou odpovédni za
fadné¢  pfijimani, pouzivani,  nakladani,
skladovani a vedeni dtikladné a pfesné evidence
zachazeni s Hodnocenym lékem v pribéhu
Studie v souladu s pozadavky spravné klinické
praxe, spravné lékarenské praxe a Protokolem.
Navic se Smluvni partnefi zavazuji vratit anebo
zajistit ~ fadnou likvidaci  nepouzitého
Hodnoceného léku, pokud si Medpace likvidaci
vyzadal (na naklady Zadavatele), a tuto likvidaci
fadn¢ zdokumentovat. V piipad¢ nacatého a
nespotfebovaného Hodnoceného 1éku, jehoz
forma podani je infuze, zajisti Smluvni partnefi
likvidaci ihned po pripravé ¢i  Gpraveé
Hodnoceného léku.

2.16  Zdravotnické zafizeni se timto zavazuje

zajistit uskladnéni, ptipravu, kontrolu a
distribuci Hodnoceného Iéku v souladu s
ustanovenim Protokolu, platnych zdkond a v
souladu se vSemi ustanovenimi pokynu LEK-12
Statniho ustavu pro kontrolu 1é¢iv. Smluvni
partnefi  nebudou  vyzadovat  zaplaceni
Hodnoceného 1éku nebo jakékoliv sluzby
hrazené Medpace a / nebo Zadavatelem podle
této Smlouvy po subjektu hodnoceni nebo tieti
strané, jako je napiiklad zdravotni pojistovna.

2.17  Zdravotnické zafizeni se zavazuje jmenovat

dostateCny pocet zastupcl, ktefi spliuji
kvalifikaéni pozadavky na vykon povolani
farmaceuta ve smyslu zékona ¢. 95/2004 Sb.,
0 podminkach ziskdvani a uznavani odborné
zpUsobilosti a specializované zpuasobilosti k
vykonu zdravotnického povolani lékate, zubniho
Iékate a farmaceuta, ve znéni pozdé&jSich
ptedpisti, nebo farmaceutického asistenta ve
smyslu zakona ¢. 96/2004 Sb., o nelékaiskych
zdravotnickych povolanich, ve znéni pozdg&jsich
predpisi. Tito zastupci budou odpovédni za
nakladani s Hodnocenym lékem a za vedeni
souvisejicich zaznamil a dokumentace. Thned po

clarification of relevant inconsistencies in
adverse event and pregnancy reports. For the
purposes of adverse event and pregnancy
reporting, the Contracting Partners must use the
forms provided by Medpace and/or the Sponsor,
if applicable.

2.14 During and after completion of the Study,

the Contracting Partners shall submit to
Medpace all documents received from
authorities,  ethics ~ committee/s,  and/or
competent regulatory authorities regarding any
consent or authorization or safety - related
communication with respect to the Study within
24 hours following their receipt.

2.15  The Contracting Partners agree to use the

Study Drug exclusively for the purposes of
conducting the Study and only as specified in the
Protocol. The Contracting Partners are
responsible for the proper receipt, use, handling,
storage and keeping detailed and accurate
records of handling of the Study Drug in the
course of the Study pursuant to the requirements
of good clinical practice, good pharmacy
practice and Protocol. The Contracting Partners
agree to return any unused Study Drug or
properly destroy any unused Study Drug,
provided that Medpace requested such
destruction (at the expense of the Sponsor), and
properly document such destruction. The
Contracting Partners shall immediately destroy
any unfinished or unused Study Drug
administered by infusion immediately after its
preparation or modification.

2.16  The Institution hereby agrees to ensure that

the Study Drug is stored, prepared, inspected and
distributed in compliance with the Protocol, the
applicable law and all provisions of the LEK-12
guideline issued by the State Institute for Drug
Control. The Contracting Partners shall not
charge any trial subject or third party, such as a
health insurance company, for the Study Drug or
for any services paid for by Medpace and/or the
Sponsor under this Agreement.

2.17  The Institution agrees to appoint a sufficient

number  of  representatives who  meet
qualification requirements for the position of a
pharmacist pursuant to Act no. 95/2004 Coll., on
conditions for acquisition and recognition of
professional qualifications and specialized
qualifications for physicians, dentists and
pharmacists, as amended, or for pharmaceutical
assistants pursuant to Act no. 96/2004 of Coll.,
on non-medical health professions, as amended.
These representatives shall be responsible for
handling the Study Drug and for keeping related
records and documentation. Immediately after
the appointment of the representative(s), the

Clinical Study Agreement |Version 1#

CONFIDENTIAL
Sponsor: Octapharma Pharmazeutika Produktionsges.m.b.H| Protocol: NGAM-12

RedactedRedactedRedactedRedacted

Page 7 of 31



jmenovani tohoto zastupce nebo zastupcil,
oznami Zdravotnické zatizeni Medpace pisemné
jmeéno a pfijmeni povéfenych osob ¢i osob, spolu
s ptislusnymi kontaktnimi informacemi.

2.18 Hlavni zkouSejici se =zavazuje vydavat

Hodnoceny Iék v souladu s Protokolem, a to v
davkovani potifebném pro kazdou jednotlivou
navstévu subjektu hodnoceni.

2.19  Kdykoli o to Medpace pozada, zavazuji se

Smluvni partnefi podat hlaseni o postupu ve
Studii v ramci Zdravotnického zatizeni véetné
udajl o zatazovani subjekti hodnoceni.

2.20  Hlavni zkouSejici je povinen shromazd’ovat

data a vkladat je pouze v angli¢tingé bez
zbytecného odkladu od jejich vytvoreni a
v souladu s pozadavky Studie do elektronickych
zaznamovych listi (dale jen ,,CRF*) v souladu
s nalezitostmi stanovenymi v Protokolu. Hlavni
zkousejici se zavazuje pravideln¢ predavat
Medpace CRF a veSkerou dokumentaci
vyzadovanou Protokolem, aby je Medpace mohl
pfimo ¢i prostfednictvim jiného subjektu
pribézné¢ zpracovavat. V pfipadé¢ prodleni
delsim nez bez zbyte¢ného odkladu nebo
Vv rozporu s pozadavky Studie na vkladani udaji,
je Medpace a / nebo Zadavatel opravnén na
zakladé¢ pisemného ozndmeni doruceného
Hlavnimu zkousSejicimu, zastavit zatazovani
subjektd hodnoceni Hlavnim zkousejicim az do
doby, kdy je vkladani udaja aktualizované.
Pokud bude mit toto za nasledek prodleni v
zatazovani  subjektd  hodnoceni, Medpace
pfisludi prava stanovend v ¢l. 12.4. Ve Ilhité 5
pracovnich dnii po oSetieni posledniho ze
subjektd hodnoceni, musi byt dokonceno vlozeni
vesSkerych  zbyvajicich CRF, souvisejici
dokumentace a rovnéz nepouzité CRF v listinné
podobé, jsou-li takové, musi byt predany
Medpace anebo na pozadani Medpace zni¢eny.
Smluvni partneti se zavazuji poskytovat
sou¢innost  pii  pohotovém  objasiovani
jakychkoli dotazl tykajicich se udaji v CRF a
vénovat se témto dotazim a zodpovidat je bez
zbyte¢ného odkladu a v souladu s pozadavky
Studie. Medpace muze pozadovat odpovédi i
Vv krat§im casovém useku s ohledem na klicova
stadia Studie, jako napf. Cistd databaze. Smluvni
partneii se dale na zadost Medpace nebo
Zadavatele zavazuji poskytovat pfimétenou
soucinnost pii pripravé celkové zpravy o Studii.
Zdravotnické zafizeni zajisti, ze CRF nebudou
pristupné nikomu jinému nez Clentim studijniho
tymu a Hlavnimu zkousejicimu a pfistup k nim,
pokud budou vV elektronické podobé, bude
chranén piistupovym jménem a heslem.

2.21  Hlavni zkouSejici je povinen zajistit, Ze

vSechny CRF poskytnuté Medpace jsou
pravdive, presné¢ a fadné vyplnény a Ze jsou

Institution shall notify Medpace in writing about
the first and last name and contact details of such
appointees.

2.18 The Principal Investigator agrees to

administer the Study Drug in compliance with
the Protocol and in doses required for every visit
of the trial subject.

2.19  The Contracting Partners agree to report on

the progress of the Study at the Institution,
including information about the enrolment of
trial subjects, upon Medpace's request.

2.20  The Principal Investigator must collect data

and enter them only in English without undue
delay of their generation and in compliance with
the Study requirements in the electronic case
report forms (hereinafter referred to as “CRFS”)
in accordance with the requirements set forth in
the Protocol. The Principal Investigator agrees to
regularly forward CRFs and any documentation
required in the Protocol to Medpace so that
Medpace could process them directly or through
another entity on a continuous basis. In case of a
delay with data entering longer than without
undue delay or not in compliance with the Study
requirements, Medpace and/or the Sponsor shall
have the right by giving written notice to the
Principal Investigator to stop the recruitment of
trial subjects by the Principal Investigator until
data entering is up to date. If this results in a
delay with recruiting trial subjects, Medpace
shall have the rights set forth in Article 12.4.
Within five working days of the last trial
subject’s treatment, all outstanding CRFs must
be entered and related documentation as well as
unused paper CRFs, if applicable, must be
forwarded to Medpace or destroyed upon
Medpace’s request. The Contracting Partners
agree to assist in promptly clarifying any
questions concerning CRF data and to address
and answer such guestions without undue delay
and in compliance with the Study requirements.
Medpace may request answers sooner than that
due to key Study milestones, such as a clean
database. Furthermore, the Contracting Partners
agree to reasonably assist in preparing the overall
Study report upon Medpace’s or Sponsor’s
request. The Institution shall ensure that CRFs
shall not be available to any persons other than
Study Team Members and the Principal
Investigator and that access to CRFs, if they are
in electronic form, shall be protected by user
name and password.

2.21  The Principal Investigator shall ensure that

all CRFs submitted to Medpace are true,
complete, correct and accurate and reflect the
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2.22  Zdravotnické

vérnym odrazem skuteénych vysledkti Studie.
Hlavni zkouSejici se rovnéz zavazuje piedat
Medpace kopie vSech zprav, vcetné vSech
aktualizaci a zmén, které si vyzadala eticka
komise.

zafizeni se  zavazuje
uchovavat veSkerou elektronickou i jinou
dokumentaci, véetn¢ zdrojové dokumentace a
slozky ~ ZkousSejiciho, vyzadovanych ICH
predpisy a piislusSnymi pravnimi piredpisy
upravujicimi  provadéni Studie, po delsi
z nasledujicich dvou dob: 1) dvace pét (25) let po
skonceni Studie nebo 2) jakoukoli delsi dobu pro
archivaci dokumentace stanovenou piisluSnymi
pravnimi pfedpisy. Studijni dokumentace musi
byt uchovavana na vhodném misté¢ a vhodnym
zpisobem a Zdravotnické zafizeni je povinno
vést zaznamy o misté, kde je dokumentace
Studie uchovavéna, aby tato byla pohotové
k dispozici na zadost povéfeného zastupce
Zadavatele, etické komise, auditora nebo
pfislusnych wfadld. Zdravotnické zafizeni je
povinno Medpace informovat v pfipad¢, ze
planuje archivovat dokumentaci Studie mimo
své vlastni prostory.

2.23  Smluvni partnefi jsou si védomi, Ze

Medpace dikladné monitoruje provadéni Studie
a pravidelné navstévuje Zdravotnické zafizeni.
Smluvni partnefi se zavazuji pfiméfené
podporovat tyto monitorovaci aktivity, a to
zejména poskytnutim pfistupu poveéfenému
zastupci Medpace do prostor a k datim dle
potieby a spolupracovat s Medpace a / nebo se
Zadavatelem nebo prisluSnou tieti stranou
vtomto ohledu. Zastupci Medpace a/nebo
Zadavatele mohou kontrolovat Udaje odvozené
z této studie a/nebo pozadovat kopie téchto tidaji
a smluvni partnefi takové udaje okamzité
poskytnou. Na Zadost Medpace jsou Hlavni
zkousejici a Clenové studijniho tymu povinni se
zucastnit osobni diskuze.

2.24  Medpace, Zadavatel a statni organy, jako je

napi. Utad pro potraviny a léky Spojenych statu
americkych (,,FDA*) maji pravo provadét audit
¢i inspekci zdznaml@i Smluvnich partnert,
veskeré jiné dokumentace a prostor souvisejicich
s provadénim Studie, a to kdykoli v pribéhu
a/nebo po dobu 25 let po skonceni Studie a bez
jakychkoli narokti Smluvnich partnerit na
zvlastni platbu. Takovy audit ¢i inspekci je
Medpace nebo Zadavatel povinen pfiméfené
pfedem ohlasit v pfipadé, Ze je provadén
Medpace nebo Zadavatelem. Smluvni partneti
jsou povinni poskytovat Medpace nebo
Zadavateli, jejich povéfenym zastupcim nebo
veskerym statnim organiim souc¢innost pfi plnéni
jejich tloh v souladu s Protokolem a podniknout
veskeré ptiméiené kroky pozadované Medpace
nebo Zadavatelem nebo statnimi organy za

actual results of the Study. The Principal
Investigator also agrees to provide Medpace with
copies of all reports, including all updates and
changes that were requested by the ethics
committee.

2.22  The Institution shall keep all electronic and

other documents, including without limitation,
source documents and the Investigator’s files
required by ICH guidelines and applicable laws
regulating Study performance for the longer of
the two following periods: 1) twenty-five (25)
years after the end of the Study, or 2) any longer
documentation archiving period laid down in
applicable legal regulations. Study
documentation must be kept in a suitable
location and manner, and the Institution must
keep record of the location where Study
documentation is stored to ensure that it is
readily available upon the request of the
Sponsor’s appointed representative, the ethics
committee, an auditor or competent authorities.
The Institution must notify Medpace in the event
that the Institution plans to archive Study
documentation outside of its own premises.

2.23  The Contracting Partners understand that

Medpace closely monitors the performance of
the Study and regularly visits the Institution. The
Contracting Partners agree to appropriately
support such monitoring activities, including
without limitation, by providing Medpace’s
appointed representative with access to the
facilities and data as necessary and to cooperate
with Medpace and/or the Sponsor or the relevant
third party in this regard. The representatives of
Medpace and/or the Sponsor may review and/or
request copies of data derived from the Study,
and Contracting partners shall promptly provide
such data. The Principal Investigator and Study
Team Members must participate in personal
discussions upon the request of Medpace.

2.24  Medpace, the Sponsor and government

authorities, such as for example the US Food and
Drug Administration (the “FDA”) have the right
to audit or inspect the Contracting Partners’
records, any and all other documentation and the
facility relating to the Study at any time during
the Study and/or for another 25 years after
completion of the Study and without the
Contracting Partners’ right to special payment.
Medpace or the Sponsor must announce such
audit or inspection sufficiently in advance,
provided that it is carried out by Medpace or the
Sponsor. The Contracting Partners must assist
Medpace or the Sponsor, their designated
representatives or all government authorities in
performing their tasks pursuant to the Protocol
and take any and all reasonable actions requested
by Medpace or the Sponsor or government
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ucelem odstranéni nedostatkll zjisténych béhem
auditu nebo inspekce.

2.25  Smluvni partneti se zavazuji, Ze béhem a po

skonceni Studie, umozni a budou podporovat
veskeré kontroly odpovédnych tfadd bez
jakychkoli narokii na zvlastni odménu ¢&i
nahradu. Smluvni partnefi jsou povinni
informovat Medpace a Zadavatele o kazdé
takové inspekci ¢i zaméru takovou inspekci
proveést ihned poté, co se o nich dozvi. Smluvni
partnefi se zavazuji umoznit, aby Medpace a
Zadavatel mohli byt pfitomni na kazdé inspekei
provadéné urady nebo podobnymi institucemi.
Pied vyjadienim se k nalezim takové inspekce,
budou-li n&jaké, jsou Smluvni partneti povinni
odpovéd’ posoudit a prodiskutovat s Medpace a
se Zadavatelem. Smluvni partnefi bez
zbyteéného odkladu poskytnou Medpace a
Zadavateli kopie jakychkoliv zjiSténi nebo
kontrol odpovédnych ufadi ve vztahu ke Studii.

2.26  Smluvni partnefi nesmi védomé vyuzivat

sluzeb, bez ohledu na jejich objem, Zadnych
osob, jimz bylo poskytovani téchto sluzeb
zakazano  FDAnebo  kterymkoli  jinym
pfislusnym orgdnem v pribéhu provadéni
Studie. Smluvni partneti dale zavazné prohlasuji,
ze dle jejich znalosti ani jim ani jejich
zaméstnanctim, zmocnénciim ¢i zastupctim, kteti
se ucCastni provadéni Studie, nebylo zakazano
provadét Cinnosti, jez jsou provadéné v ramci
Studie, ze strany FDA ¢i jiného organu, ani podle
jejich nejlepsiho védomi v soucasné dobé
neprobiha zadné fizeni tykajici se takového
zékazu ve vztahu Ktémto osobam. Smluvni
partnefti se zavazuji v prubéhu Studie a po dobu
3 let po jejim ukonceni ihned informovat
Medpace a Zadavatele, pokud se dozvi, Ze bude
zahdjeno takové fizeni ve vztahu k Hlavnimu
zkouSejicimu, Zdravotnickému zafizeni ¢i jeho
zaméstnancim. Smluvni partnefi dale zarucuji a
zavazuji se, ze dle jejich znalosti nejsou
subjektem predchozich ani probihajicich Setieni,
vyzev, upozornéni nebo vyméhani rozhodnuti
organd statni spravy vztahujicich se ke
Klinickému hodnoceni, které by nebyly
ozndmeny Medpace a Zadavateli. V piipadé, Ze
nastane skute¢nost podle piedchozi véty ve
vztahu ke Studii, Smluvni partneti to bez
zbyte¢ného odkladu sdéli Medpace a Zadavateli.

2.27  V ptipadé, ze Hlavni zkousSejici v priab&hu

Studie ukon¢i pracovnépravni vztah se
Zdravotnickym  zafizenim, Zdravotnické
zatizeni je povinno o této skutecnosti informovat
Medpace bez zbyte¢ného odkladu poté, co se o
tom dozvi, a soucasné navrhnout fadné
kvalifikovanou osobu jako nového Hlavniho
zkousejiciho. Medpace a/ nebo Zadavatel maji
pravo vznést nadmitky vaci tomuto nahrazeni.

2.26  The Contracting

authorities to remedy deficiencies noted during
an audit or inspection.

2.25  The Contracting Partners shall, during and

after the Study, allow and support any
inspections of responsible authorities without
any right to special payment or reimbursement.
The Contracting Partners must inform Medpace
and the Sponsor about any such inspection or the
intent to conduct such inspection as soon as they
learn about it. The Contracting Partners shall
allow Medpace and the Sponsor to be present at
any inspection conducted by authorities or
similar institutions. Prior to responding to the
findings of any such inspection, if any, the
Contracting Partners must review and discuss
such response with Medpace and the Sponsor.
The Contracting Partners shall promptly provide
Medpace and the Sponsor with copies of any
findings or inspections of responsible authorities
in relation to the Study.

Partners may not
knowingly use the services, regardless of their
volume, of any person prohibited to provide such
services by the FDA or any other competent
authority in the course of the Study.
Furthermore, the Contracting Partners represent
and warrant that, as far as they know, neither
them nor their employees, agents or
representatives, who are involved in the Study,
have been prohibited by the FDA or any other
competent authority to perform the activities that
are performed during the Study, nor that they are
currently, to the best of their knowledge, the
subject of proceedings concerning such
prohibition by the FDA or any other authority.
During the Study and for a period of 3 years after
its completion, the Contracting Partners agree to
promptly notify Medpace and the Sponsor about
any such proceedings initiated against the
Principal Investigator, the Institution or its
employees. Furthermore, the Contracting
Partners represent and warrant that, as far as they
know, they are not the subject of any past or
current investigations, inquiries, warnings or
enforced decisions of public administration
authorities that concern the clinical trial and have
not been disclosed to Medpace and the Sponsor.
The Contracting Partners shall notify Medpace
and the Sponsor about the fact described in the
previous sentence without undue delay.

2.27 In the event that the Principal Investigator

terminates his or her employment at the
Institution, the Institution shall inform Medpace
as soon as it learns about it and shall propose a
duly qualified person acting as a new principal
investigator. Medpace and/or the Sponsor shall
have the right to object to such replacement. The
Institution shall make maximum efforts to
require the new principal investigator to agree in
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Zdravotnické zafizeni se zavazuje s vynaloZzenim
maximalniho Usili poZadovat po novém Hlavnim
zkousSejicim, aby se pisemné zavazal
k dodrZzovani podminek sjednanych v této
Smlouvé. Pokud se Zdravotnické zafizeni,
Medpace a Zadavatel nejsou schopni domluvit
na osob& nového Hlavniho zkousejiciho anebo
pokud novy Hlavni zkousejici neni ochoten se
zavazat k podminkdm  stanovenym  touto
Smlouvou, Medpace je opravnén vypovedét tuto
Smlouvu v souladu s¢l. 12.5. Zdravotnické
zafizeni a Hlavni zkouSejici jsou povinni
neprodlené¢ pisemné informovat Medpace a
Zadavatele o vSech zménach, které maji vliv na
dostupnost zdrojii a/nebo Clend studijniho tymu
provadgjiciho Studii.

2.28  Smluvni partnefi se zavazuji poskytovat

zdravotni sluzby subjektim, jejichz ucast ve
Studii neskoncila, v ptipadé¢ castecného uzavieni
Studie, a dale také subjektim zafazenym do
nasledného sledovani po skonceni Studie,
v souladu s etickymi pravidly.

229 V ptipadé, ze pii Studii pouziva

Zdravotnické zatizeni, Hlavni zkouSejici nebo
Clenové studijniho tymu piistrojové vybaveni,
které vyZzaduje servis, kalibraci nebo jinou
zvlastni péci, Zdravotnické zafizeni se zavazuje
udrzovat takové pristrojové vybaveni zptisobilé
fadného provozu, o Cemz je povinno Medpace na
vyzadani poskytnout odpovidajici dokumentaci.

Cl. 3 - Povinnosti Medpace

3.1 Kontaktnimi osobami Medpace a Zadavatele ve

vztahu ke Studii jsou:

PRO MEDPACE:

Medpace Clinical Research LLC
Attention General Counsel

5375 Medpace Way

Cincinnati, OH 45227, USA

PRO ZADAVATELE:

Octapharma Pharmazeutika
Produktionsges.m.b.H

Attention: Contract Management — Clinical
R&D

Oberlaaer Strale 235

1100 Vienna

Rakousko

nebo kterékoli dalsi osoby oznamené Hlavnimu
zkousejicimu.

Jakékoli oznameni vyZadované ¢i dovolené dle
této Smlouvy musi byt ucinéno pisemné a bude
povazovano za dorucené tfi (3) dny po odeslani,
pokud bude zaslano doporucenou postou nebo

writing to the terms and conditions stipulated in
this Agreement. If the Institution and Medpace
and the Sponsor are unable to agree on the new
principal investigator or if the new principal
investigator is unwilling to agree to the terms and
conditions stipulated in this Agreement,
Medpace have the right to terminate this
Agreement in accordance with Article 12.5. The
Institution and the Principal Investigator must
immediately inform Medpace and the Sponsor in
writing about any and all changes having an
impact on the availability of resources and/or
Study Team Members conducting the Study.

2.28 The Contracting Partners undertake to

provide medical services to trial subjects whose
participation in the Study has not yet ended, in
the case of a partial closure of the Study, as well
as to subjects included in the post Study follow-
up in compliance with ethics rules.

2.29 In the case that the Institution, the Principal

Investigator or Study Team Members use in the
course of the Study devices that require
servicing, calibration or any other special care,
the Institution agrees to maintain such devices in
due operational condition and to provide relevant
documentation thereof to Medpace upon the
request.

Avrticle 3 - Article 3 — Obligations of Medpace

3.1 The Medpace and the Sponsor’s contact persons

regarding the Study are:

IF TO MEDPACE:

Medpace Clinical Research LLC
Attention General Counsel

5375 Medpace Way

Cincinnati, OH 45227, USA

IF TO SPONSOR:

Octapharma Pharmazeutika
Produktionsges.m.b.H

Attention: Contract Management — Clinical
R&D

Oberlaaer StraRe 235

1100 Vienna

Austria

or any other person announced to the Principal
Investigator.

Any notice required or permitted under this
Agreement shall be in writing and shall be
deemed made and given three (3) days after
sending, if mailed by registered or certified mail,
postage prepaid, return receipt requested, or one
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3.5 Medpace jménem Zadavatele,

postou s potvrzenym dorucenim, s piedplacenym
postovnym nebo postovni doruéenkou, nebo (1)
den po odeslani, pokud bude odeslano expresni
kuryrni  sluzbou ¢i  faxem/elektronickym
prenosem.

3.2 Medpace prohlasuje, z¢ Zadavatel nebo jim

povéfena osoba poskytne Smluvnim partneriim
zdarma v mnozstvi a casovych intervalech
potitebnych pro fadné provedeni Studie
Hodnoceny 1€k, nezbytné vzory CRF a dalsi
informace a dalsi 1é¢ivo/placebo vyzadované pro
provadéni Studie.

3.3 Hodnoceny 1ék (jakoz i dalsi 1é¢ivo, placebo, je-

li vyzadovéno Protokolem) bude dodavan na
nasledujici adresu:

Fakultni nemocnice Brno

Nemocniéni 1ékarna

Pavilon X (DTC = diagnosticko-terapeutické
centrum)

Jihlavska 340/20

625 00 Brno

Ceska republika

k rukam: studie "NGAM-12"[IZECEEIN

Hodnoceny 1€k, nezbytné vzory CRF a dalsi
informace vyzadované pro provadéni Studie
poskytnuté Zdravotnickému zafizeni jsou a
zustavaji vlastnictvim Zadavatele.

3.4 Medpace se zavazuje poskytovat Hlavnimu

zkousejicimu  prislusné nové informace o
bezpecnosti tykajici se Hodnoceného 1éku bez
zbytecného odkladu.

se zavazuje
poskytnout Smluvnim partneram tablet pro
potieby sbéru dotaznikii subjekti studie a infuzni
pumpu pro aplikaci studijni medikace pro tcely
jeho vyhradniho pouziti ve Studii, o kterém
Smluvni partneti povedou pisemnou evidenci.
Vybaveni uvedené vySe je poskytovano
Zdravotnickému zafizeni na zaklad¢ samostatné
smlouvy uzaviené mezi Zadavatelem a
Zdravotnickym zafizenim. Smluvni partnefi
vybaveni po skonceni Studie vrati Zadavateli.

3.6 Medpace jménem Zadavatel prohlaSuje, ze do

dne podpisu Smlouvy vznesl vSechny
pozadavky na IT  vybaveni, vcetné
systémovych a piistupovych prav, potvrzuje
jejich  funkénost a v budoucnu nebude
vyzadovat dal§i pozadavky a podminky.
Medpace si je védoma, ze pii piipadnych
budoucich pozadavcich ji nemusi byt ze strany
Zdravotnického zatizeni vyhovéno.

(1) day after sending, if sent by express courier
service or facsimile/electronic transmission.

3.2 Medpace declares that the Sponsor or its

designee agrees to provide the Contracting
Partners with the Study Drug, necessary CRF
templates, other information and other
drugs/placebo required for the performance of
the Study free of charge and in the quantity and
frequency necessary for the proper performance
of the Study.

3.3 The Study Drug (as well as any other drugs,

3.4

3.5

3.6

placebo, if required by the Protocol) shall be
delivered to the following address:

Fakultni nemocnice Brno

Nemocnicéni 1ékarna

Pavilon X (DTC = diagnosticko-terapeutické
centrum)

Jihlavska 340/20

625 00 Brno

Czech Republic

attention: studie "NGAM-12°/IIECEEIN

The Study Drug, necessary CRF templates and
other information required for the performance
of the Study and provided to the Institution are
and shall remain the Sponsor’s property.

Medpace agree to provide the Principal
Investigator with new information regarding the
safety of the Study Drug without undue delay.

Medpace, on behalf of the Sponsor, agrees to
provide the Contracting Partners with the tablet
for questionnaires collection from study subject
and infusion pump for application of study Drug
to the Study Subject for the purposes of its
exclusive use in the Study, about which the
Contracting Partners shall keep a written
inventory. The equipment mentioned above shall
be provided to the Institution upon a separate
loan agreement concluded between Sponsor and
the Institution. The Contracting Partners shall
return the equipment once the Study is
completed.

Medpace, on behalf of the Sponsor, declares that
by the date of signing the Agreement, it has made
all requirements for IT equipment, including
system and access rights, confirms their
functionality and will not require additional
requirements and conditions in the future.
Medpace is aware that it may not be granted by
the Institution in the event of future requests.
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4.1

4.2

Cl. 4 - Odména

Jako odména za f{adné provadéni studie
smluvnimi  partnery podle podminek této
Smlouvy a po schvéleni Zadavatelem bude
spole¢nosti Medpace nebo jejim povéfenym
zastupcem provedena Uhrada piijemci platby
(dale jen ,pfijemce platby”) oznaenému Vv
Ptiloze A ptipojené K této Smlouvé a zaclenéné
do ni odkazem. Piijemce platby od Medpace ¢i ji
povéfené osoby piijme Uhradu ve prospéch
ptijemce platby jako plnou kompenzaci za
poskytnuté sluzby. VSechny naklady uvedené v
Piiloze A zGstanou neménné po celou dobu
trvani studie, pokud se smluvni strany pisemné
nedohodnou jinak. Smluvni strany jsou si
védomy a souhlasi s tim, ze za subjekty, které
byly randomizovany do studie v rozporu s
protokolem, které nespliiuji kritéria protokolu
pro zatfazeni a vytazeni nebo u nich dojde v jejich
ptipadé k zavaznym odchylkdm od protokolu,
nebude ze strany Medpace ani Zadavatele
poskytnuta zadna Uhrada. Rozpocet uvedeny v
Ptiloze A zahrnuje vSechny platné dané. DPH se
neuplatiiuje, protoze Medpace ma sidlo v USA.
Smluvni partnefi prohlasuji, ze ani Hlavni
zkousSejici, ani Zdravotnické zafizeni nejsou
ob¢any ani rezidenty Spojenych  statd
americkych, ani korporaci nebo partnerskym
subjektem, které jsou a byly povazovany za
americkou korporaci nebo partnersky subjekt, a
7ze vSechny platby obdrzené na zakladé této
Smlouvy, budou za sluzby poskytované mimo
Spojené staty americké. V ptipadé, ze béhem
platnosti této Smlouvy dojde k jakymkoli
zménam Vv zdkoné¢ o DPH nebo budou
vyzadovany srazky podle jinych zakond, DPH
nebo tyto srazky budou hrazeny stranou, které za
to ze zékona nese odpovédnost. Dle této
Smlouvy provede Medpace, jakozto platce
zastupujici Zadavatele, Ghradu ptijemci platby z
vazaného uctu poskytnutého Zadavatelem. Bez
ohledu na vyse uvedené mtize Medpace vydat
pisemny dodatek podepsany pouze Medpace za
ucelem zvySeni nakladi studie tak, jak je to
popséano v Piiloze A.

Medpace uzavie s Hlavnim zkouSejicim a
radiologem smlouvu na ¢innosti ve véci studie
nad ramec CcCinnosti, za které odpovida
Zdravotnické zafizeni podle této Smlouvy.
Smlouva mj. stanovi odménu Hlavniho
zkouSejiciho a radiologa za provedeni téchto
¢innosti. Medpace bere na védomi, Ze vySe
odmény musi byt po celou dobu trvani studie
v souladu s vnitinimi predpisy Zdravotnického
zafizeni, za coz odpovida Hlavni zkousejici.
Zadavatel/Medpace prohlasuje, Ze s vyjimkou
smlouvy dle pfedchoziho textu neuzavie ve véci

4.1

4.2

Article 4 - Article 4 — Remuneration

In consideration of the proper performance of the
Study by the Contracting Partners under the
terms of this Agreement and upon approval of
Sponsor, payment will be made by Medpace or
its designee to the payee (“Payee”) designated in
Appendix A appended hereto and incorporated
herein by reference. Payee will accept payment
from Medpace, or its designee, to the Payee as
full consideration for services rendered. All costs
outlined on Appendix A shall remain firm for the
duration of the Study, unless otherwise agreed to
in writing by the Parties. It is understood and
agreed that no reimbursement will be provided
by Medpace or Sponsor for subjects who are
randomized into the Study in violation of the
Protocol, or who do not conform to the
Protocol’s inclusion and exclusion criteria or for
whom serious deviations from the Protocol are
made. The budget contained in Appendix A is
inclusive of all applicable taxes. VAT is not
applicable because Medpace is a U.S. based
company. Contracting Partners represent that
neither Principal Investigator nor Institution are
a citizen or resident of the United States, or a
corporation or partnership that is and has been
treated as a U.S. corporation or U.S. partnership,
and that all payments received under this
Agreement will be for services rendered outside
the United States. Should any changes to VAT
law occur during the term of this Agreement, or
other tax laws requiring withholding, the party
legally responsible shall be liable for VAT or
withholdings. Medpace, as Sponsor’s payment
agent, shall make payment to Payee under this
Agreement from funds escrowed by Sponsor.
Notwithstanding the foregoing, Medpace may
issue a written amendment, signed only by
Medpace, for the purpose of increasing the Study
costs as described in the Appendix A.

Medpace shall enter into a contract with the
Principal Investigator and Radiologist for
activities related to the study beyond the scope of
activities for which the Institution is responsible
under this Agreement. Among other things, the
contract stipulates the remuneration of the
Principal investigator and Radiologist for
carrying out these activities. Medpace
acknowledges that the amount of remuneration
must be in accordance with the internal
regulations of the Institution for the entire
duration of the Study, for which the Principal
Investigator is responsible. The
Sponsor/Medpace declares that, with the
exception of the contract according to the
previous text, they will not enter into any other
contract with any employee of the Institution
regarding this study.
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této studie Zadnou dal$i smlouvu s zadnym
zaméstnancem Zdravotnického zafizeni.

4.3 Spole¢nost Medpace predlozi Zdravotnickému

zafizeni tuto smlouvu k uvefejnéni v registru
smluv  vedeném ministerstvem vnitra a
umisténém na webovych strankach
https://smlouvy.gov.cz/ (ddle jen ,registr
smluv®). Priloha A ptedstavuje chranéné
informace spolecnosti Medpace a nebude v
registru smluv zvefejnéna. Pfedpokladana
celkovd mozna castka k vyplaceni v ramci
smlouvy je asi 800 000 K¢, a to za predpokladu,
ze bude dosazen cil zafazovani pacientli do
studie. Spole¢nost Medpace ponese odpoveédnost
za redigovani smlouvy pfed jejim uvefejnénim v
registru smluv. Zdravotnické zafizeni nesmi
uvefejnit jakékoli neredigované verze na
jakychkoli webovych strankach nebo jinych
médiich bez pfedchoziho pisemného souhlasu
spole¢nosti Medpace.

4.4 Veskera penézni plnéni subjektu hodnoceni jsou

5.1

5.2

vyplacena Zdravotnickym zafizenim v souladu s
touto Smlouvou a Protokolem. Pravidla pro
vyplaceni jsou bliZze upravena v Pfiloze A k této
Smlouvé.

CL 5 - Préavak vysledkiim

Smluvni strany se dohodly, Zze s vyjimkou
piipadt vyslovné stanovenych v této Smlouvé
Zadavatel, Medpace, zkouSejici Iéka ani
Zdravotnické zafizeni v ramci provadéni této
Smlouvy nepfevedou jakakoli patentova ¢&i
autorska prava, prava k ochrannym znamkam ani
jind vlastnicka pradva Zadavatele, Medpace,
zkousSejiciho nebo Zdravotnického zafizeni na
kohokoli jiného. Zadavateli patii vyhradni prava
ke vSem vysledktim, datlim, zji§t€nim, objeviim,
vynaleziim a specifikacim, bez ohledu na to, zda
jsou zpusobilé byt predmétem patentové ochrany
¢i nikoli, které wvznikly, byly vytvorené,
odvozené, vyprodukované, objevené, vymyslené
nebo jinak uéinéné Zdravotnickym zatizenim,
Hlavnim zkousejicim a/nebo Cleny studijniho
tymu v souvislosti s provadénim Studie (dale jen
»Vysledky“). Smluvni partnefi timto piedem
postupuji  veskerd sva majetkova prava
k Vysledkiim na Zadavatele. Odména za tento
ptevod je jiz zahrnuta v odméné Smluvnich
partnert dle ¢l. 4. Smluvni partnefi neziskavaji
k Vysledkim plnénim této Smlouvy zadna
prava.

Vsechna zdravotnickd dokumentace a ptivodni
zdrojova dokumentace zlstane ve vlastnictvi
Zdravotnického zafizeni; nicméné, Zadavatel je
opravnén je pouzit v souladu s touto Smlouvou a
souhlasem subjektli hodnoceni. Zpftistupnéni
Vysledkl jakémukoli subjektu, v¢etné smluvni

4.3

Medpace shall provide this Agreement to
Institution for publication in the registry of
contracts administered by the Ministry of
Interior Affairs, located at the website
https://smlouvy.gov.cz/ (“Contracts Registry”™).
Schedule A constitutes proprietary information
of Medpace, and it will not be published in the
Contracts Registry. Estimated total possible
amount to be paid under the Agreement is CZK
800 000 assuming the Study patient enrolment
goal is achieved. Medpace shall be responsible
for redacting the Agreement before publication
in the Contracts Registry. Institution shall not
publish any non-redacted versions on any
websites or other media without obtaining
Medpace’s prior written consent.

4.4 Payments to trial subjects shall be made by the

51

52

Institution in compliance with this Agreement
and the Protocol. Payment rules are specified in
detail in Appendix A to this Agreement.

Article 5 - Article 5 — Rights to Results

It is agreed that none of Sponsor, Medpace,
Investigator, or Institution transfers to any other
by operation of this Agreement any patent right,
copyright, trademark right, or other proprietary
right of Sponsor, Medpace, Investigator, or
Institution, except as expressly set forth
herein.The Sponsor shall own the exclusive
rights to all results, data, findings, discoveries,

inventions and  specifications,  whether
patentable or not, that were originated,
conceived, derived, produced, discovered,

invented or otherwise made by the Institution,
the Principal Investigator and/or Study Team
Members in connection with conducting the
Study (hereinafter referred to as “Results®). The
Contracting Partners hereby assign all of their
proprietary rights to Results to the Sponsor in
advance. The royalty fee for this assignment is
already included in the remuneration of the
Contracting Partners under Article 4 hereof. The
Contracting Partners shall not acquire any rights
to Results by performing this Agreement.

All  medical records and original source
documents shall remain the property of the
Institution; however, the Sponsor shall be
permitted to use them in accordance with this
Agreement and based on the consent of trial
subjects. Disclosure of Results to any subject,
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5.3

5.4

5.5

5.6

5.7

vyzkumné organizace ¢i etické komise anebo
regulatorniho organu nebude povazovano za
udéleni vlastnického prava k témto informacim
témto subjektim.

V rozsahu, v jakém prava dusevniho vlastnictvi
k Vysledkim nejsou ptevoditelna, udéluji timto
Smluvni  partnefi =~ Zadavateli  vyhradni,
neodvolatelnou v mist¢ a case neomezenou
licenci s pravem udélovat podlicence, a to ke
vsem zpusobtim uziti té&chto Vysledkii. Odména
za tuto licenci je jiz zahrnuta v odméné
Smluvnich partnert dle ¢l. 4. Zdravotnické
zafizeni se zavazuje vyvinout maximalni usili k
tomu, aby skute¢ni vlastnici téchto prav
duSevniho  vlastnictvi, tzn. zaméstnanci
Zdravotnického zatfizeni a/nebo zucastnéné treti
strany, umozni Zdravotnickému zafizeni udélit
vyse uvedenou licenci Zadavateli. Zadavatel
neni povinen licenci vyuzit.

Pro odstranéni pochybnosti plati, Ze vynalezy,
které jsou vylepSenimi, nebo novym pouzitim ¢i
novymi lékovymi formami Hodnoceného Iéku
jsou vyluénym vlastnictvim Zadavatele.

Smluvni partnefi se zavazuji zajistit, ze veskeré
Vysledky (dale jen ,,Vynélezy*), ucinéné
zameéstnanci Zdravotnického zafizeni nebo
jinymi stranami zahrnutymi Smluvnimi partnery
do provadéni Studie, budou bezodkladné
pisemné¢ oznameny Zadavateli.

Zadavatel anebo kterdkoli snim Propojena
osoba jsou opravnéni podat prihlasku patentu pro
tyto Vynalezy svym vlastnim jménem anebo
jménem urcené tfeti strany, na vlastni naklady,
suvedenim jména vynalezce(ll) v piihlasce
patentu. Smluvni partneti se zavazuji podepsat a
zajistit, aby zaméstnanci Zdravotnického
zatizeni a dalsi subjekty zahrnuté Smluvnimi
partnery do provadéni Studie podepsali veskeré
dokumenty a poskytli takova svédectvi, jaké
Zadavatel uznd za nezbytné pro ucely podani
ptihlasky patentu a ziskani patentu za ucelem
ochrany opravnénych z4jmi  Zadavatele
K duSevnimu vlastnictvi, ktera vzniknou ze
Studie.

Zadavatel a jeho Propojené osoby smi uzivat,
rozmnozovat a prevadét anonymizované
radiologické/diagnostické  snimky  pofizené
v pribéhu  Studie v souladu s ustanovenimi
informovaného souhlasu a Vv rozsahu takto
stanoveném, pro veskeré ucely, védecké a/nebo
komerc¢ni, v jakékoli form& a jakymikoli
zpisoby, elektronickymi nebo mechanickymi,
véetné pofizovani fotokopii, elektronickych
zaznamu (napf. na CD-ROM), mikro-kopii, nebo
prostiednictvim  systémtt  uchovavani a
obnovovani dat, véetné databank a internetu. Za
timto Ucelem wud@€luji Smluvni partnefi
Zadavateli vyhradni, mistem neomezenou a

53

54
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5.6

5.7

including a contracted research organization,
ethics committee or regulatory authority, shall
not be deemed as granting the ownership of such
information to these entities.

To the extent intellectual property rights to
Results are legally not assignable, the Sponsor is
hereby granted by the Contracting Partners an
exclusive, worldwide, sub-licensable, time-
unlimited and irrevocable license for unlimited
use of these Results. The royalty fee for this
license is already included in the remuneration of
the Contracting Partners under Article 4. The
Institution shall make maximum efforts so that
the actual owners of the intellectual property
rights, i.e. employees of the Institution and/or
involved third parties, would allow the
Institution to grant the aforementioned license to
the Sponsor

To eliminate any doubts, an invention that is an
improvement, a new use or a new drug form of
the Study Drug shall be the sole property of the
Sponsor.

The Contracting Partners agree to ensure that all
Results (hereinafter referred to as “Inventions”)
made by employees of the Institution or other
parties included in the Study by the Contracting
Partners shall be reported to the Sponsor in
writing without undue delay.

The Sponsor or any of its Affiliates shall have the
right to file a patent application for such
Inventions under its own name or under the name
of a designated third party and at its own
expense, with the inventor(s) named in the patent
application. The Contracting Partners agree to
sign and to have employees of the Institution and
other parties involved in the Study by the
Contracting Parties sign all documents and give
such testimony as the Sponsor deems necessary
for filing a patent application and for obtaining a
patent in order to protect its intellectual property
interests arising from the Study.

The Sponsor and its Affiliates may utilize,
reproduce  and  transform  anonymized
radiological/diagnostic images made in the
course of the Study, in compliance with the
provisions of the informed consent and to the
extent specified in the informed consent, for any
scientific and/or commercial purposes, in any
form and by any means, electronic or
mechanical, including making photocopies,
electronic recordings (e.g. on CD-ROM), micro-
copies, or by any data storage and retrieval
systems, including data banks and the Internet.
The Contracting Partners hereby grant to the
Sponsor an  exclusive, worldwide and
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neodvolatelnou licenci, véetné prava udélovat
podlicence Propojenym osobam Zadavatele,
K uzivani vyse uvedenych snimkd. Odména za
tuto licenci je jiz zahrnuta v odméné Smluvnich
partnert dle ¢l. 4. Nejsou-li Zdravotnické
zafizeni anebo Hlavni zkousejici vlastniky prav
K témto snimkim, Zdravotnické zafizeni a/nebo
Hlavni zkouSejici se zavazuji zajistit, aby
skutecny vlastnik téchto prav, tzn. zaméstnanci
Zdravotnického zatizeni a/nebo tfeti osoby
zahrnuté do provadéni Studie, umoznili
Smluvnim stranam udélit vyse uvedenou licenci
Zadavateli. Smluvni partnefi potvrzuji, Ze
veskeré takové snimky budou ziskané se
souhlasem subjektu hodnoceni, a Ze nebudou
obsahovat Zadné informace, jejichz
prostiednictvim by mohl byt identifikovan
konkrétni subjekt hodnoceni.

Cl 6 - Zachovavani divérnosti

6.1 Smluvni partnefi se zavazuji zachazet se vSemi

6.2

informacemi oznaCenymi jako ,,Divérné” a
pfijatymi od Medpace, Zadavatele nebo jménem
Medpace, nebo jménem Zadavatele anebo od
Propojenych osob Zadavatele v souvislosti se
Studii, Hodnocenym lékem, Protokolem nebo
touto Smlouvou a sVysledky (déle jen
,,Duvérné informace*) prisn¢ divérné. Smluvni
strany zarovenl sjednavaji, ze jsou Smluvni
partnefi povinni zachdzet jako s divérnymi i
s témi informacemi, které sice jako ,,Divérné*
nejsou oznaceny, ale mohou byt povazovany za
Dlvémé informace, a to na zdklad¢ jejich
povahy ¢i podminek, které se vztahovaly K jejich
poskytnuti ¢i zpfistupnéni, vcetné vSech udaju
tykajicich se Studie, tdaji pro vnitini potiebu,
anebo informaci vytvofenych na zéklad¢ Studie,
a to napfiklad vcetné¢ Protokolu, souboru
informaci pro zkouSejictho ¢&i predbéznych
vysledkid Studie. Smluvni partnefi smi pouzivat
Duvémé informace pouze pro ucely plnéni této
Smlouvy a zavazuji se nezpfistupnit takové
Diivérné informace zadné tieti stran€ mimo stran
povéfenych Medpace a Zadavatelem bez
ptedchoziho pisemného souhlasu Medpace nebo
Zadavatele. Smluvni partneti se zavazuji
umoznit pistup k Divérnym informacim pouze
osobam, jez se s Duvérnymi informacemi maji
potfebu seznamovat pro ucely poskytovani
sluzeb na zaklad¢ této Smlouvy, a i to pouze
tehdy, pokud tyto osoby byly Smluvnimi
partnery prokazateln¢ zavazany k dodrzovani
podminek alespon tak pfisnych, jako jsou
podminky dle tohoto ¢L. 6.

Povinnost  k zachovavani  davérnosti  se
nevztahuje na ty piipady, kdy Smluvni partnefi
jsou opravnéni publikovat Divémé Informace
v souladu s €l. 7.

6.1

6.2

irrevocable license, with the right to grant a
sublicense to the Sponsor’s Affiliates, for the use
of aforementioned images. The royalty fee for
this license is already included in the
remuneration of the Contracting Partners under
Article 4. In the case that the Institution or the
Principal Investigator is not the owner of these
rights to such images, the Institution and/or the
Principal Investigator agree to ensure that the
actual owner of these rights, i.e. employees of the
Institution and/or third parties involved in the
Study, would allow the Contracting Partners to
grant the aforementioned license to the Sponsor.
The Contracting Partners confirm that all such
images shall be obtained with trial subjects
consent and that the images shall not contain any
information, through which the relevant trial
subject could be identified.

Avrticle 6 - Article 6 — Confidentiality

The Contracting Partners agree to treat as strictly
confidential all information marked as
“Confidential” and received from Medpace,
Sponsor or on behalf of Medpace or the Sponsor
or any of their Affiliates in relation to the Study,
the Study Drug, the Protocol or this Agreement
as well as Results (hereinafter referred to as
“Confidential Information”). The Contracting
Parties agree that the Contracting Partners must
also treat as strictly confidential any information
that is not marked as “Confidential” but can be
considered Confidential Information based on its
nature or conditions under which it was provided
or disclosed, including any data concerning the
Study, information for internal use only or
information created based on the Study, for
example including the Protocol, the dataset for
the investigator or preliminary results of the
Study. The Contracting Partners may use
Confidential Information only for the purposes
of performance of this Agreement and agree not
to disclose such Confidential Information to any
third party other than parties authorized by
Medpace and the Sponsor without Medpace”s or
the Sponsor’s prior written consent. The
Contracting Partners agree to provide access to
Confidential Information only to persons that
need to know Confidential Information for the
purpose of providing services based on this
Agreement and only if such persons were
provably bound by the Contracting Partners to
observe conditions that are at least as stringent as
the conditions under this Article 6.

The confidentiality obligation shall not apply as
long as the Contracting Partners have the right to
publish Confidential Information in accordance
with Article 7.

Clinical Study Agreement |Version 1#

CONFIDENTIAL
Sponsor: Octapharma Pharmazeutika Produktionsges.m.b.H| Protocol: NGAM-12

RedactedRedactedRedactedRedacted

Page 16 of 31



6.3

6.4

6.5

6.6

6.7

6.8

Pojem Duivérné informace, jak je pouzivan v této
Smlouvé, se nevztahuje na data a informace, u
nichz mohou Smluvni partnefi prokazat, ze (i)
jimi  Zdravotnické zafizeni nebo Hlavni
zkousejici  disponovali  bez  povinnosti
mlcenlivosti v dob€, kdy jim byly zpfistupnéné
Medpace a/nebo Zadavatelem nebo jménem
Medpace nebo Zadavatele nebo jeho
Propojenymi osobami, (ii) jsou nebo se stanou
soucasti vefejnych informaci jinak nez jednanim
¢i opomenutim Zdravotnického zafizeni nebo
Hlavniho zkousSejiciho, (iii) je Zdravotnické
zafizeni nebo Hlavni zkousSejici pravem nabyli
od treti strany, kterda neni vuci Medpace,
Zadavateli nebo jeho Propojenym osobam
vazana vyslovnou nebo predpokladanou
povinnosti mlcenlivosti, nebo (iv) byly
vytvoteny nezavisle Zdravotnickym zafizenim
nebo Hlavnim zkousejicim bez odkazovani se na
Dtivérné informace nebo jejich pouziti.

Navic jsou Smluvni

zptistupnit  Davérné

partnefi opravnéni
informace v takovém
rozsahu, Vvjakém je takové zpfistupnéni
vyzadovano pravnimi predpisy nebo
vykonatelnym soudnim rozhodnutim, avsak za
podminky, Ze Smluvni partnefi o takové
skuteCnosti v pfiméfeném casovém piedstihu
informuji Medpace a Zadavatele a na zadost
Medpace a Zadavatele budou spolupracovat ve
snaze 0 vydani piedb&Zného opatieni nebo
jiného pfiméfeného pravniho prostiedku.
Smluvni partnefi se zavazuji vyvinout vSechno
pfimeéfené usili, aby zabezpecCili davérné
zachézeni s kteroukoli z Davérnych informaci,
jez bude zpfistupnéna.

Tyto povinnosti k zachovavani ml¢enlivosti a
zakazu pouzivani Divérnych informaci dle této
Smlouvy ziistanou v platnosti i po skonceni této
Smlouvy.

Smluvni partneti se zavazuji na zadost Medpace
zlikvidovat a smazat Divémé informace, jimiz
disponuji anebo je wvratit Medpace a/nebo
Zadavateli.

Veskeré dohody existujici pfed uzavienim této
Smlouvy a tykajici se zachovavani ml¢enlivosti
ve vztahu ke Studii, se nahrazuji touto Smlouvou
a pouze ve vztahu ke Studii.

Medpace se zavazuje zachovavat mlcenlivost o
skuteCnostech, které Zdravotnické zafizeni
oznaci jako diveérné.

Cl. 7 - Publikovani, tiskové zpravy a veiejna

oznameni

7.1 Medpace uzndva zajem Smluvnich partnerd na

nekomer¢nim védeckém publikovani Vysledkd,
bez ohledu nato, zda vysledek Studie je pozitivni

6.3

6.4

6.5

6.6

6.7

6.8

The term Confidential Information, as used in
this Agreement, does not apply to data and
information where the Contracting Partners can
prove that such data and information (i) were
already in possession of the Institution or the
Principal Investigator without the confidentiality
obligation at the time of their disclosure to them
by Medpace and / or Sponsor, or on behalf of
Medpace or the Sponsor or any of their
Affiliates, (ii) are or become a part of public
information by means other than by an act or
omission on the part of the Institution or the
Principal Investigator, (iii) were legally acquired
by the Institution or the Principal Investigator
from a third party not bound to the Medpace,
Sponsor or its Affiliates by an explicit or implied
confidentiality obligation or (iv) were created
independently by the Institution or the Principal
Investigator without reference to Confidential
Information or its use.

Furthermore, the Contracting Partners may
disclose Confidential Information to the extent
required by law or an enforceable court order,
provided, however, that the Contracting Partners
shall give Medpace and the Sponsor reasonable
advance notice and shall cooperate with
Medpace and the Sponsor to seek a protective
order or any other appropriate remedy upon the
request of the Sponsor. The Contracting Partners
agree to make maximum reasonable efforts to
ensure confidential treatment of any Confidential
Information that shall be disclosed.

This  confidentiality obligation and the
prohibition to use Confidential Information as
specified in this Agreement shall remain in effect
even after this Agreement is terminated

The Contracting Partners agree to liquidate and
delete any Confidential Information in their
possession or to return it to Medpace and / or the
Sponsor upon the request of Medpace.

All pre-existing agreements regarding the
confidentiality obligation with regard to the
Study shall be superseded by this Agreement and
only with regard to the Study.

Medpace agrees not to disclose any fact that the
Institution designates as confidential.

Article 7 - Publication, Press Releases and Public

7.1

Announcements

Medpace acknowledges the interest of the
Contracting Partners in the non-commercial
scientific publication of Results, regardless of
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¢i negativni. S ohledem na opradvnéné zajmy
Zadavatele se Smluvni partnefi zavazuji
dodrzovat nasledujici povinnosti a podminky pro
publikovani:

whether the outcome of the Study is positive or
negative. Considering the Sponsor’s reasonable
interests, the Contracting Partners agree to
comply with the following publication
obligations and terms:

7.1.1 Smluvni partnefi se zavazuji poskytovat 7.1.1  The Contracting Partners agree to provide

Medpace a / nebo Zadavateli veskeré navrhy
na publikovani nebo dstni prezentace
tykajici se Studie nebo Hodnoceného Iéku
nebo Vysledki (dale jen ,,Publikace®)
nejméné Sedesat (60) dnl pfed zamyslenym
predlozenim nebo prezentaci Publikace, aby
byla umoznéna jejich kontrola.

Medpace and the Sponsor with all proposed
publications or oral presentations relating to
the Study or the Study Drug or Results
(hereinafter  referred to as  the
“Publication”) at least sixty (60) days prior
to the intended submission or presentation of
the Publication in order to allow its review.

7.1.2 Pokud Medpace a Zadavatel neuéini vic¢i 7.1.2  If Medpace and the Sponsor do not notify

Smluvnim partnerim zadné oznameni ve
lhite 45 dnti ode dne, kdy mu byla dorucena
zamyslena Publikace, podle toho, kdo obdrzi
oznameni Smluvniho partnera pozdéji,
Smluvni partnefi se zavazuji pfipomenout
Medpace nebo Zadavateli zamyslené datum
Publikace.  Smluvni  partnefi  nejsou
opravnéni  publikovat Publikace bez
vyslovného souhlasu Zadavatele a Medpace.

the Contracting Partners within 45 days of
Medpace’s and the Sponsor's receipt of the
intended Publication, whoever receives the
Contracting Partner’s notification later, the
Contracting Partners agree to remind
Medpace or the Sponsor of the intended date
of the Publication. The Contracting Partners
are not allowed to publish Publications
without the explicit consent of the Sponsor
and Medpace

7.1.3  Smluvni strany berou na védomi a souhlasi, 7.1.3  The Contracting Parties acknowledge and

ze v pripadé multicentrickych studii se
Vysledky  Studie  publikuji ~ pouze
prostiednictvim koordinace s Medpace a
Zadavatelem za ucelem kombinovani
vysledkii ze vSech center ucastnicich se
Studie. Smluvni partnefi jsou opravnéni
publikovat Vysledky jejich Zdravotnického
zafizeni za podminky, Ze celkové vysledky
nebyly publikovany do 18 mésicd od
dokoncéeni Studie nebo po multicentrické
publikaci, a soucasné za podminky
postupovani v souladu s podminkami
stanovenimi v tomto ¢lanku a ¢&lanku 6
,,Duveérnost®.

agree that, in case of multi-center studies,
Results of the Study are published only
through coordination with Medpace and the
Sponsor in order to combine the results of all
centers participating in the Study. The
Contracting Partners may publish Results of
their Institution on the condition that overall
results were not published within 18 months
of the completion of the Study or after the
multicenter publication, subject to the
compliance with the terms set forth in this
Article and Article 6 “Confidentiality”.

7.1.4 Medpace a Smluvni partnefi se zavazuji 7.1.4  Medpace and the Contracting Partners agree

prodiskutovat veskeré rozdily v ndzorech na
zamySleny obsah Publikace za ucelem
nalezeni feSeni uspokojivého pro Medpace,
Zadavatele i pro Smluvni partnery.
Zadavatel je opravnén navrhnout jakékoli
zmény Publikace, které odGvodnéné
povaZuje za nezbytné pro védecké ucely.
Smluvni  partneti se zavazuji, Ze
implementace  takovych  doporuéenych
zmén nebude bezdliivodné odmitnuta.

to discuss any difference of opinion with
regard to the intended content of the
Publication in order to find a solution
satisfactory for Medpace and the Sponsor
and the Contracting Partners. Medpace or
the Sponsor may recommend any changes in
the Publication, which the Sponsor
reasonably deem necessary for scientific
purposes. The Contracting Partners agree
that the implementation of such
recommended changes shall not be
unreasonably refused.

7.1.5 Pokud Ize ocekavat, ze takova Publikace by 7.1.5  If such Publication is expected to have an

mohla mit nezadouci u¢inek na zachovani
dtivérnosti kterékoli z Divémych informaci
Medpace a Zadavatele, Smluvni partnefi se

adverse effect on the confidentiality of any
of Medpace’s or the Sponsor’s Confidential
Information, the Contracting Partners shall
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zavazuji zabranit takové Publikaci, ledaze
pfedmétna Divérna informace nemutze byt
vymazana z Publikace bez jmy védecké
spravnosti Publikace.

7.1.6 Pokud by Publikace z pohledu Zadavatele

mohla mit nezddouci ucinek na schopnost
ziskat patentovou ochranu pro kterykoli
Vynélez, Medpace nebo Zadavatel ma pravo
pozadovat odklad Publikace na pfiméfenou
dobu za ucéelem piipravy a podani zadané
patentové piihlasky Zadavatelem nebo jeho
jménem, avsak tato doba nesmi ptesahnout
Sest (6) mésict od data, kdy byla Zadavateli
Publikace dorucena ke kontrole. Medpace a
/ nebo Zadavatel ma pravo pozadovat dalsi
odklad  Publikace, pokud patentova
prihlaska byla podana a pokud piihlaska
s pravem piednosti je nelplna a v ramci 1
roku od podéni piihlasky s pravem piednosti
musi byt do zadosti doplnén predmét
patentové prihlasky. V tomto piipadé ma
Medpace a / nebo Zadavatel pravo
pozadovat odklad jakékoli Publikace az do
doplnéni piihlasky s pravem piednosti.
Medpace a / nebo Zadavatel nebude
zakazovat  Publikaci v ptipadé, kdy
informace, ktera je zptisobila byt predmétem
patentové ochrany, byla z planované
Publikace odstranéna.

7.1.7 Smluvni partnefi se zavazuji zahrnout do

kazdé Publikace ustanoveni informujici, Ze
vytvoreni dat bylo podpotfeno Zadavatelem
a soucasné¢ se Smluvni partnefi zavazuji
informovat o své mife angaZovanosti ve
Studii a prospéchu, ktery jim ze Studie
plynul. Autorstvi a uznani za védecké
publikovani by mély byt v souladu
s Jednotnymi pozadavky na rukopisy
vydanymi Mezinarodnim vyborem
redaktorti 1ékafskych casopisi — ICMJE
(Uniform Requirements for Manuscripts).

7.2 Smluvni partneti se zavazuji zavazat stejnymi

povinnostmi a poZadavky na publikovani, ktere
jsou stanoveny v ¢l. 7.1 také vSechny Cleny
studijniho tymu.

7.3 Povinnosti stanové v ¢l. 7.1 ztistanou v platnosti

dalsich patnact (15) let po pred¢asném ukonceni
nebo fadném uplynuti této Smlouvy.

7.4 Zadavatel nebo Medpace je opravnén zvetejnit

vysledky Studie zpusobem, ktery uzna za
vhodny, a to jak po celou dobu trvani této
smlouvy, tak po jejim ukoncéeni, dale je
Zadavatel opravnén umistit informace o Studii a
0 Vysledcich na internet, napf. na stranky
www.ClinicalTrials.gov (zvefejnéni registru) a

prevent such Publication, unless the
Confidential Information can be deleted
from the Publication without detriment to
the scientific correctness of the Publication.

7.1.6  Ifthe Publication may in the Sponsor’s view

have an adverse effect on the ability to
obtain patent protection for any Invention,
Medpace or the Sponsor may request a delay
of the Publication for a reasonable period of
time in order to enable the preparation and
filing of any desired patent application by, or
on behalf of, the Sponsor; such period,
however, may not to exceed six (6) months
from the day the Sponsor received the
intended Publication for review. Medpace
and / or the Sponsor may request a further
delay of the Publication in the case that the
patent application has been filed and the
priority application is incomplete and the
subject-matter has to be added to the
application during the priority year. In such
a case, Medpace and / or the Sponsor may
request a delay of any Publication until the
completion of the priority application.
Medpace and / or the Sponsor shall not
prohibit the Publication if the patentable
information was removed from the planned
Publication.

7.1.7  The Contracting Partners agree to include in

every Publication information that the
creation of data was supported by the
Sponsor as well as information about their
involvement in the Study and their benefits
from the Study. Authorship and
acknowledgements for scientific
publications should be consistent with the
Uniform Requirements for Manuscripts
issued by the International Committee of
Medical Journal Editors (ICMJE).

7.2 The Contracting Partners agree to impose the

same obligations and requirements for
publications as set forth in Article 7.1 on all
Study Team Members.

7.3 The obligations set forth in Article 7.1 shall

remain in effect for another fifteen (15) years
after early termination or expiration of this
Agreement.

7.4 The Sponsor or Medpace may publish Results of

the Study in any manner it deems appropriate,
both during, and following termination of this
Agreement; the Sponsor may also post
information about the Study and Results on the
Internet, e.g. on www.ClinicalTrials.gov
(register posting) and on websites for results
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7.5

7.6

8.1

8.2

na stranky pro zveiejnéni vysledkd, na firemni
stranky Zadavatele (zvefejnéni registru a
vysledktl) a v kterékoli databazi vyzadované
pravnimi ptredpisy v souladu s piislusnymi
standardy ve vztahu k rozsahu, formé¢ a obsahu.

Z4adna ze stran nebude bez piedchoziho
pisemného svoleni druhé strany pouZivat jméno
druhé strany, vydavat jakakoli vefejna
prohlaSeni 0 této Smlouvé ani zvefejhovat
jakékoli informace o této studii vyjma piipadd,
kdy je to vyzadovano zdkonem. Takové piedem
poskytnuté svoleni nesmi byt z neptimétenych
dtivodd odepieno. Smluvni partnefi predlozi tuto
Smlouvu k uvefejnéni v registru smluv ve spravé
Ministerstva vnitra, na internetovych strankach
https://smlouvy.gov.cz/, jak je uvedeno v ¢lanku
4.2.

Nazev Zadavatele nesmi byt pouzivan v zadném
reklamnim ¢i  jiném materidlu  Smluvnich
partnerti bez predchoziho pisemného schvaleni
Zadavatelem.

Cl. 8 - Odpovédnost a odskodnéni

Zadavatel odskodni Zdravotnické zatizeni podle
podminek samostatné dohody o odskodnéni
mezi Zadavatelem a Zdravotnickym zatizenim
dle potieby. Medpace nema Zadnou povinnost
odskodnit Hlavniho zkousejiciho, Zdravotnické
zatizeni a/nebo jeho zéstupce, zaméstnance a
predstavitele.

Medpace a Zadavatel nebudou pravné odpovédni
za nahodné, zvlastni, nepiimé ani néasledné
Skody vzniklé osobdm ¢i na majetku, mezi néz
mimo jiné patii pravo na Ghradu ztraceného casu,
ztraty sluzeb, ztraty vyroby, uslého zisku,
ztracenych obchodnich pfilezitosti, Uspor nebo
jinych ekonomickych a obchodnich ztrat ¢&i
narokl jakéhokoli druhu vyplyvajicich nebo
vznikajicich nésledkem provadéni sluzeb ¢&i
jinym zptsobem dle této Smlouvy, a to i v
ptipadé, Ze budou 0 moznosti vzniku takovych
Skod informovani.

CL 9 - Pojisténi

9.1 Zadavatel odpovida za zajisténi pojisténi pro

ucely Studie v souladu s pfislusnymi pravnimi
predpisy. Za timto u€elem Zadavatel zajistil od
tieti strany pojisténi odpovédnosti Zadavatele, a
studijniho  personalu za sSkodu (vCetné
nemajetkové Ujmy, vyjma nemajetkové Ujmy
zpisobené porusenim prav na ochranu osobnosti
¢i jména, urdazkou na cti, pomluvou, Sikanou,
obtézovanim, nerovnym zachdzenim ¢i jinymi
zpusoby diskriminace), jehoz prostfednictvim je
zajisténo i1 odskodnéni v pripad¢ smrti subjektu
hodnoceni nebo v ptipad€ jmy vzniklé na zdravi

7.5

7.6

posting, on the Sponsor’s company website
(register and results posting) and in any other
database required by laws in accordance with
applicable standards regarding scope, form and
content.

No Party shall use another Party’s name, nor
issue any public statement about this Agreement,
or publish any information about the Study,
without the prior written permission of the other
Parties except as required by law. Such prior
permission shall not be unreasonably withheld.
Contracting  Partners  shall submit this
Agreement for publication in the registry of
contracts administered by the Ministry of
Interior  Affairs, located at the website
https://smlouvy.gov.cz/ as set forth in Article
4.2.

The name of the Sponsor may not be used in any
advertising or any other material of the
Contracting Partners without the Sponsor's prior
written authorization.

Avrticle 8 - Article 8 — Liability and Indemnity

8.1

8.2

9.1

Sponsor shall indemnify Institution pursuant to
the terms and conditions of a separate letter of
indemnification  between  Sponsor  and
Institution, as requested. Medpace shall not have
any obligation to indemnify Principal
Investigator, Institution and/or their agents,
employees and representatives.

Medpace and Sponsor shall not be liable for
incidental, special, indirect or consequential
damages to persons or property including but not
limited to the right to be paid for loss of time,
loss of services, loss of production, lost profits,
lost business, lost savings or other economic or
business loss or claims of any kind whatsoever,
arising out of or as a consequence of the services
performed or otherwise under this Agreement,
even if advised of the possibility of such
damages.

Article 9 - Insurance

The Sponsor shall be responsible for taking out
insurance for the purposes of the Study in
compliance with applicable legal regulations.
For these purposes, Sponsor has taken out third
party insurance of liability of the Sponsor, the
Principal Investigator, and the Study Personnel
against damage (including the non-pecuniary
damage, with the exception of non-pecuniary
damage caused by violation of personality or
name protection rights, by defamation, slander,
bullying, harassment, unequal treatment or by
any other way of discrimination), including
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subjektu hodnoceni v diisledku provadéni Studie
vsouladu s 8 52 odst. 3 pism. f) zdkona o
lé¢ivech. Pro vylouceni pochybnosti Strany
prohlasuji, ze pojisténi podle tohoto odstavce
nenahrazuje pojisténi vztahujici se k aktivitam,
které nesouvisi se Studii, napf. bézné
poskytovani zdravotnich sluzeb.

C1. 10 - Ochrana a zp¥istupnéni osobnich udaji

10.1  Smluvni partnefi jsou si védomi, Ze

Medpace nebo tfeti osoba povéienda Medpace
nebo Zadavatelem budou vkladat Vysledky
Studie a veskeré zpravy souvisejici se Studii,
zaznamy o $kolenich v misté provadéni Studie a
vystupy z veSkerych auditdt  provadénych
Zadavatelem nebo jeho jménem podle pravidel
spravné klinické praxe ¢i inspekcei do internich
elektronickych databdzi Medpace a /nebo
Zadavatele a/nebo tietich osob povéfenych
Medpace a /nebo Zadavatelem. V ramci této
spravy dat mohou byt v souladu s pozadavky
pravidel spravné klinické praxe a prislusnych
pravnich predpisti na tseku ochrany osobnich
udajii uchovavany, zpracovavany a pouzivany
Zadavatelem, jeho Propojenymi osobami a
povéfenymi tfetimi stranami osobni udaje
Hlavniho zkousejiciho, jako jsou jméno,
pfijmeni a adresa, financni zajmy podle
Potvrzeni o finan¢nich zajmech, a dale také
osobni udaje jinych zameéstnancil
Zdravotnického zafizeni, Clent studijniho tymu
a jejich zaangazovani ve Studii a vystupy auditil
provedenych Medpace a /nebo Zadavatelem
podle pravidel spravné klinické praxe ¢i inspekci
(dale jen ,Data“) a pravnich predpist
vztahujicich se kochrané osobnich udaj.
Medpace a /nebo Zadavatel bude poskytovat tato
Data externim vefejnym databazim jako je napf.
clinicaltrials.gov a v nezbytném rozsahu na
zaklad¢é pfislusnych pravnich ptedpist také
organim  vefejné moci. Data  budou
zpracovavana pro plnéni pravnich povinnosti
Medpace a /nebo Zadavatele a pro management
Klinickych hodnoceni. Data budou zpracovavana
po dobu neurcitou, nejdéle vSak do naplnéni
ucelu.

10.2  V souladu se souc¢asnymi pravnimi piedpisy

a na zékladg jejich t¢innosti budou Zdravotnické
zatizeni a Zadavatel, kazdy v rozsahu své vlastni
odpovédnosti, autonomnimi spravci udaji o
pacientech ve vztahu k provadéni studie tvofici
predmét této smlouvy.

10.3  Strany se dohodly, Ze Zadavatel je

odpovédny za pseudonymizovana data pacient,
ktera jsou shromazd'ovana za podminek
formulaii  informovanych souhlasi (ICF)

indemnification in case of death of a trial subject
or damage to health to a trial subject due to the
Study performance pursuant to Section 52 (3, f)
of Pharmaceuticals Act. In order to eliminate any
doubts, Parties represent and warrant that this
insurance does not replace insurance covering
activities which are not related to the Study, e.g.
a regular provision of medical services.

Article 10 - Personal Data Protection and
Disclosure

10.1  The Contracting Partners understand that

Medpace or a third party authorized by Medpace
or the Sponsor shall enter Results of the Study,
all reports related to the Study, site-training
records and outcomes of all audits performed by,
or on behalf of, the Sponsor into internal
electronic databases of Medpace and / or the
Sponsor and/or third parties authorized by the
Medpace and / or the Sponsor in compliance with
good clinical practice rules or inspections. As
part of such data management, the personal data
of the Principal Investigator, such as first and last
name, address and financial interests according
to the Financial Interests Declaration, as well as
the personal data of other employees of the
Institution, Study Team Members and their
involvement in the Study and outcomes of audits
performed by the Medpace and / or the Sponsor
in compliance with good clinical practice rules
or inspections (hereinafter referred to as “Data’)
and personal data protection laws may be stored,
processed and used by Medpace and / or the
Sponsor, their Affiliates and authorized third
parties in compliance with good clinical practice
rules and applicable personal data protection
laws. Medpace and / or the Sponsor shall provide
Data to external public databases, such as
clinicaltrials.gov, as well as, to the extent
necessary under applicable law, to government
authorities. Data shall be processed for the
purposes of compliance with the Medpace and /
or Sponsor’s legal obligations and for the
management of clinical trials. Data shall be
processed for an indefinite period of time,
however, no longer than until the purpose, for
which they are processed, is fulfilled.

10.2  Pursuant to and by effect of current

legislation, the Institution and the Sponsor, each
to the extent of their own responsibility, shall be
autonomous data controllers of patient data in
relation to the conduct of the Study forming the
subject matter of this Agreement.

10.3  The Parties agree that the Sponsor is

responsible for the pseudonymized patient data,
which are collected under the conditions of the
consent forms (ICF's) approved for this Study.
The Sponsor is also responsible under data
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schvélenych pro toto hodnoceni. Zadavatel je
také podle zakona o ochrané tidajii odpoveédny za
Udaje shromazdéné zkousejicim a zaméstnanci
Zdravotnickym  zafizenim, které  jsou
shromazd’ovany podle podminek této smlouvy.
Zdravotnické zafizeni odpovidd za zaznamy,
dokumenty a zdravotnické zaznamy (vCetné
elektronické podoby), které o subjektech studie
vede, a za jakékoli dalsi osobni udaje, které
shromazd'uje a pouzivda v souvislosti s
provadénim studie za tUfelem provadéni
nezavislého lékarského zhodnoceni v ramci
protokolu studie.

10.4  ZkouSejici ziskd od subjektu studie

pozadovany formulai souhlasu se zpracovanim
osobnich udaji. Za uchovavani tohoto
dokumentu odpovidad Zdravotnické zafizeni.
Informovany souhlas a formulaf souhlasu se
zpracovanim osobnich udaji musi odpovidat
tomu, co je schvaleno etickou komisi, obecnému
nafizeni o ochran¢ osobnich udaji 2016/679
(GDPR), platnym mistnim zakoniim a indikacim
pfedpokladdanym piisluSnym orgdnem pro
ochranu soukromi.

10.5  Zdravotnické zafizeni souhlasi s tim, ze

Medpace miize sestavit databazi informaci ze
Zdravotnickeého zatizeni a od jeho pracovniki
(v¢etné Hlavniho zkousSejiciho) a studijniho
personalu pro pouziti v souvislosti se studii
(v€etné mimo jiné dotazniki proveditelnosti,
Zivotopist, licenci, 1ékafskych obort, udasti
v klinickych  hodnocenich, formulaia  pro
majetkova pfiznani) a/nebo muze tyto informace
pouzit pro ucely svého podnikéani. Medpace bude
povazovan na spravce vyse uvedenych tudaju.
Zdravotnické zafizeni zajisti veskeré nezbytné
souhlasy svych zaméstnanci, které umozni toto
sdileni informaci. Tyto informace se pouzivaji
vyhradné v souvislosti se zahajenim studii a
studiemi proveditelnosti a jsou piistupné pouze
Zadavateli prislusné studie a pracovnikim
povéfenym fizenim studie a tém, ktefi tyto
informace potiebuji pro vykon svych povinnosti
(dale jen ,,autorizovany personal®). Jelikoz se
nékteré studie Medpace provadi celosvétove,
jsou shromazdéné osobni Udaje k dispozici
opravnénym pracovnikim, ktefi mohou sidlit
v zemich mimo Evropskou unii. Aby bylo
mozné zajistit ochranu osobnich udaji, zaved|
Medpace  zasady  apostupy  upravujici
zabezpeCeni a omezeny pristup k témto udajim,
které jsou jednotné v celé spole¢nosti Medpace
a jejich sesterskych spole¢nostech a spliuji
standardy ochrany osobnich udaju platné
v Evropské unii. Zejména natizeni Evropského
parlamentu a Rady (EU) 2016/679 ze dne 27.
dubna 2016, o ochran¢ fyzickych osob v
souvislosti se zpracovanim osobnich tdaji a o
volném pohybu téchto udaji a 0 zruSeni

protection law for the data collected by the
Investigator and the Institution”s Staff, which are
collected under the terms of this Agreement. The
Institution is responsible for the records,
documents and medical records (including in
electronic form) that it keeps of Study subjects
and for any other personal data that it collects
and uses in connection with the conduct of the
Study for the purpose of carrying out its
independent medical evaluation within the
framework of the Study Protocol.

10.4  The Investigator shall acquire from the

Study subject the required personal data
handling consent form. The Institution shall be
responsible for storing this document. The
patient information sheet and personal data
handling consent form shall conform to what is
approved by the Ethics Committee, to the
General Data Protection Regulation 2016/679
(GDPR), applicable local laws and indications
envisaged by the competent privacy authority.

10.5 Institution agrees that Medpace may

compile a database of information from
Institution and its personnel (including Principal
Investigator), and Study Personnel for use in
connection with the Study (including but not
limited to feasibility questionnaires, CVs,
licenses, medical specialties, participation in
clinical trials, financial disclosure forms) and/or
may use this information for purposes related to
its business. Medpace shall be considered a Data
Controller in regard to above data. Institution
shall have secured any necessary consents from
its personnel to allow for this sharing of
information Such information is used solely in
connection with the initiation of studies and
feasibility studies and is accessible only to the
Sponsor of the respective study and personnel
assigned to study management and for whom the
information is needed in the performance of their
duties (further described as "Authorized
Personnel™). As some Medpace studies are being
conducted worldwide, the personal information
collected is available to Authorized Personnel
who may be located in countries outside the
European Union. In order to provide for the
protection of personal data, Medpace has
established policies and procedures governing
the security of and limited access to this data that
are uniform throughout Medpace and its
affiliates and comply with the standards of
personal data protection applicable within the
European Union. Especially Regulation (EU)
2016/679 of the European Parliament and of the
Council of 27 April 2016 on the protection of
natural persons with regard to the processing of
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smérnice 95/46/ES (obecné nafizeni 0 ochrané
osobnich udaji), zdkon upravujici zpracovani
osobnich udaji a ptislu$né smérnice Statniho
Gstavu pro kontrolu 1é¢iv, zejména smérnice
KLH-22, pokud se uplatiiuje. Je-li to zapotiebi,
uzavirh Medpace se Zadavateli Smlouvy
0 zpracovani  daji v souladu s platnymi
pravnimi predpisy Evropské unie 0 ochrané
udaji. V souladu se zakony upravujicimi
ochranu osobnich udaji maji osoby, jejichz
Udaje jsou shromazd’ovany, pravo piistupu k
nim, k jejich upravdm, opravam nebo jejich
vymazu na zaklad¢ zadosti zaslané pracovnikovi
Medpace pro ochranu udaji na adresu
privacy@Medpace.com, piipadné na nésledujici
adresu: Medpace Privacy Officer, Medpace, Inc.,
5375 Medpace Way, Cincinnati, Ohio, 45227

10.6  Smluvni strany se zavazuji, ze budou ve

vztahu k subjektim hodnoceni, které se studie
ucastni, dodrzovat zasady lékaiského tajemstvi.
Zadavateli ani Medpace nebudou osobni Udaje
smluvnich partnert poskytnuty vyjma piipadd,
kdy je to nezbytné za uc¢elem splnéni pozadavka
protokolu, pro potieby monitorovani nebo
hlaseni zavaznych nezadoucich ucinka nebo ve
vztahu K uplatnéni naroku &i tizeni iniciovaného
subjektem hodnoceni v souvislosti se studii.
Zadavatel ani Medpace nesdé€li totoznost
subjektd hodnoceni tfetim strandm bez
ptedchoziho pisemného souhlasu subjektu
hodnoceni vyjma piipadu, kdy je tato skuteénost
v souladu s ustanovenimi piislusnych zakont na
ochranu osobnich udaji, a pokud k této
skute¢nosti nedochazi ve vztahu k uplatnéni
naroku ¢i fizeni iniciovaného subjektem
hodnoceni v souvislosti se studii.

10.7  Smluvni partnefi se zavazuji neprodlené a

pisemné informovat Medpace a Zadavatele o
jakémkoli poruSeni ustanoveni o bezpecnosti
osobnich udaji, v kazdém pfipadé¢ vSak
nejpozdéji do péti (5) dnl od data takového
poruseni.

10.8  Smluvni strany souhlasi, Ze budou

dodrzovat ptislu§né zakony na ochranu osobnich
udajt, zejména natizeni Evropského parlamentu
a Rady (EU) 2016/679 ze dne 27. dubna 2016, o
ochrané fyzickych osob v souvislosti se
zpracovanim osobnich udajt a o volném pohybu
téchto daji a 0 zruSeni smérnice 95/46/ES
(obecné nafizeni 0 ochrané osobnich wdaju),
zakon upravujici zpracovani osobnich tdaji a
prislusné smérnice Statniho Ustavu pro kontrolu
1é¢iv, zejména smérnice KLH-22, pokud se
uplatiiuje.

personal data and on the free movement of such
data, and repealing Directive 95/46/EC (General
Data Protection Regulation), the law regulating
personal data processing and relevant guidelines
of the State Institute for Drugs Control, in
particular guideline KLH-22, if applicable.
When applicable, Medpace enters into data
processing agreements with sponsors in line with
applicable European Union data protection
Laws. In accordance with the laws pertaining to
the protection of personal data, the individuals'
whose data is collected have a right to access, to
modify, to rectify, and to suppress their personal
data, simply by requesting it to the attention of
the Medpace Privacy Officer at
privacy@Medpace.com, or to the following
address: Medpace Privacy Officer, Medpace,
Inc., 5375 Medpace Way, Cincinnati, Ohio,
45227

10.6  The Parties agree to adhere to the principles

of medical confidentiality in relation to Study
subjects involved in the Study. Personal data
shall not be disclosed to the Sponsor or Medpace
by the Contract Partners save where this is
required to satisfy the requirements of the
Protocol or for the purpose of monitoring or
serious adverse reactions reporting, or in relation
to a claim or proceeding brought by the Study
subject in connection with the Study. Neither the
Sponsor nor Medpace shall disclose the identity
of Study subjects to third parties without prior
written consent of the Study subject, except in
accordance with the provisions of the relevant
data protection and privacy laws, unless in
relation to a claim or proceeding brought by the
Study subject in connection with the Study.

10.7  The Contracting Partners agree to inform

Medpace and the Sponsor in writing about any
breach of personal data protection provisions
without undue delay; however, no later than five
(5) days following such breach.

10.8  The Parties agree to adhere to applicable

personal data protection laws, especially
Regulation (EU) 2016/679 of the European
Parliament and of the Council of 27 April 2016
on the protection of natural persons with regard
to the processing of personal data and on the free
movement of such data, and repealing Directive
95/46/EC (General Data Protection Regulation),
the law regulating personal data processing and
relevant guidelines of the State Institute for
Drugs Control, in particular guideline KLH-22,
if applicable
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Cl. 11 - Trvani Smlouvy

11.1  Tato Smlouva bude ukoncena, pokud

nebude ukoncena predcasné, dnem kdy (a) bude
dokoncena celkova zprava o Studii, nebo (b)
Medpace provede posledni platbu, pii¢emz
rozhodujici je ta ztéchto skute¢nosti, ktera
nastane pozdéji.

11.2  Prdva a povinnosti Smluvnich stran

stanovené v této Smlouvé, které s ohledem na
svou povahu maji pretrvat i po skonceni této
Smlouvy (v€etné prav s ohledem na vlastnictvi,
Vynalezy, zachovavani ml¢enlivosti, publikace,
protikorupcnich ustanoveni, odpovédnosti a
odskodnéni), ziistdvaji v platnosti i po skonceni
nebo splnéni této Smlouvy.

Cl. 12 - Ukon&eni

12.1  Bez ohledu na jakékoli jiné pravo ukoncit

tuto Smlouvu, jez miZe byt stanoveno v této
Smlouvé anebo vyplyva z obecné zavaznych
pravnich ptedpisi, Medpace ma pravo ukoncit
tuto Smlouvu kdykoli i bez uvedeni diivodu na
zaklad¢é vypovédi s tficetidenni (30) vypovédni
lhitou. Thned po doruceni vypovédi této
Smlouvy na zékladé¢ kteréhokoli ustanoveni této
Smlouvy, se Zdravotnické zafizeni a Hlavni
zkousejici zavazuji (i) zastavit nabor a
zafazovani subjekti hodnoceni do Studie, (ii)
zastavit provadéni veskerych postupt, u jiz
zafazenych subjektd hodnoceni, a to v mife,
Vv jaké to dovoluje 1ékat'ské hledisko, a (ii1) zdrzet
se V maximalni mozné mife vytvareni dalSich
nakladd a vydaji. V pfipadé, Ze Zdravotnické
zatizeni nebo Medpace sdéli, ze vypovedni lhtita
v délce tficeti (30) dnii je nedostatecné dlouha
doba na vyhodnoceni rizik pro zafazené
Subjekty hodnoceni, kterym je podavan
Hodnoceny 1€k, budou smluvni strany
spolupracovat na tom, aby byla bezpecné
ukoncena 1écba téchto subjektt timto 1éCivem v
pribéhu vzijemné¢ dohodnuté doby, ale v
zadném piipadé nebude zavazek Zadavatele
dodavat Hodnoceny Iék podle této Smlouvy trvat
déle nez ptimétenou dobu.

12.2  Smluvni partnefi a Medpace, kazdy z nich,

maji pravo ukoncit tuto Smlouvu s okamzitym
uc¢inkem formou vypovédi dorucené druhé
smluvni strané v piipadé, Ze provadéni Studie ve
Zdravotnickém zafizeni musi byt ukonceno
z Iékatskych anebo etickych divoda. Ukonceni
Smlouvy Smluvnimi partnery dle ptedchozi véty
je Hlavni zkouSejici povinen pfedem
prokonzultovat s Medpace a se Zadavatelem.
Aniz je tim dotéeno piedchozi ustanoveni,
v piipadé kritickych nebo dilezitych zjisténi
vramci auditu nebo inspekce tykajicich se

Article 11 - Term of the Agreement

11.1  This Agreement shall end, unless terminated

earlier, on the day () the overall Study report is
completed or (b) Medpace makes its last
payment, whichever occurs later.

11.2  The rights and obligations of the Parties that

are set forth in this Agreement and by nature are
to survive this Agreement (including, without
limitation, rights with respect to ownership,
Inventions, confidentiality, publication, anti-
bribery, liability and indemnification) shall
remain in effect even after this Agreement is
terminated or completely performed.

Article 12 - Article 12 — Termination

12.1  Notwithstanding any other termination right

set forth in this Agreement or in the applicable
generally binding legal regulations, Medpace
reserves the right to terminate this Agreement at
any time without cause based on thirty-day
notice. Immediately upon receipt of the notice
based on any provision of this Agreement, the
Institution and the Principal Investigator agree to
(i) cease recruiting and enrolling trial subjects in
the Study, (ii) cease all procedures to the extent
medically permissible on trial subjects already
enrolled in the Study and (iii) refrain as much as
possible from incurring additional costs and
expenses. In the case that the Institution,
Medpace announces that the thirty-day notice
does not provide enough time to evaluate risks
for enrolled trial subjects who receive the Study
Drug, the Contracting Parties shall cooperate so
that the treatment of the trial subjects with the
Study Drug would be safely terminated during a
mutually agreed period of time; however, the
Sponsor shall not be required to provide the
Study Drug based on this Agreement for an
unreasonable period of time.

12.2  The Contracting Partners and Medpace each

have the right to terminate this Agreement with
immediate effect by giving written notice to the
other party in the case that the Study at the
Institution needs to be terminated due to medical
or ethical reasons. The Principal Investigator
must consult termination of this Agreement by
the Contracting Partners under the previous
sentence with Medpace and the Sponsor
beforehand. Without prejudice to the foregoing,
in the event of critical or important findings from
an audit or inspection related to good clinical
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spravné klinické praxe, farmakovigilance nebo
regulatornich zalezitosti, praxe nebo postupu,
které maji nepfiznivy vliv na prava, bezpecnost,
nebo blaho subjekti hodnoceni anebo které
mohou predstavovat potencialni riziko pro
vetejné zdravi anebo které mohou mit za
nasledek nepiijatelnost dat ze Studie anebo které
predstavuji vazné poruseni piislusnych pravnich
predpisti a pravidel, ma Medpace a Zadavatel
pravo (podle své volby) s okamzitym u¢inkem
docCasn¢ =zastavit nabor subjekti hodnoceni,
dokud nebudou prfedmétnd zjist€ni zcela
posouzena nebo s okamzitym G¢inkem ukongit
tuto Smlouvu.

12.3  Vpiipadé, ze kterékoli zpovoleni ¢&i

souhlast nezbytnych pro provadéni Studie je (i)
s kone¢nou platnosti zamitnuto anebo (ii)
zruseno, skonci tato Smlouva automaticky dnem
doruCeni oznameni (rozhodnuti) o takovém
kone¢ném zamitnuti ¢i zruseni.

124  Pokud se Medpace a/nebo Zadavatel

odivodnéné¢ domnivd, Ze Smluvni partnefi
nebudou schopni zacit nabor anebo splnit svoje
povinnosti tykajici se naboru v rdmci sjednané
lhity, ma Medpace pravo na zadkladé oznameni
doruceného Smluvnim  partnerim (a)
s okamzitym tUc¢inkem snizit pocet subjektd
hodnoceni, jeZz maji byt zafazeni do Studie;
anebo (b) prodlouzit dobu néaboru; anebo (c)
ukoncit tuto Smlouvu vypovédi. Dle pismene c)
mize Medpace vypoveédét Smlouvu
s okamzitym G¢inkem, avSak pouze pokud
pfedem pisemné upozornil Smluvni partnery na
jejich prodleni s naborem subjektii hodnoceni a
pozédal je o napravu v dodatecné piimétrené
Ihatg, kterou jim za timto ucelem stanovi, a
Smluvni partnefi ani v takové dodatecné lhite
napravu neucini.

125  V pfipadé, Ze Medpace a/nebo Zadavatel

neschvali nového Hlavniho zkousejiciho podle
¢l. 2.27 anebo tento novy Hlavni zkousejici se
pisemné nezavaze k povinnostem dle této
Smlouvy, Medpace je opravnén tuto Smlouvu
ukoncit vypovédi ke dni doruéeni vypovéedi
Zdravotnickému zafizeni. V pfipad¢, ze Hlavni
zkouSejici a Medpace a/nebo Zadavatel maji
zajem pokracovat ve spolupraci pfi provadéni
Studie  vjiném  zdravotnickém  zafizeni,
Zdravotnické zafizeni se zavazuje poskytnout
soucinnost pii prevedeni relevantnich dat,
informaci a materialu, které nejsou vlastnictvim
Zdravotnického zatfizeni, ve prospéch nového
centra.

12.6  V ptipadg, Ze beéhem auditu nebo inspekce

dozorovych organi bude zjisténo poruSeni
ustanoveni této Smlouvy nebo Protokolu ze
strany Zdravotnického zafizeni nebo Hlavniho
zkousejiciho (nebo nedodrZeni ustanoveni této

practice, pharmacovigilance or regulatory
matters, practice or procedure that have a
negative impact on the rights, safety or well-
being of trial subjects or that may pose a
potential risk to public health or that may render
Study data inadmissible or that seriously violate
applicable legal regulation and rules, Medpace
and the Sponsor reserve the right (at its own
discretion) to temporarily stop the recruitment of
trial subjects with immediate effect until the
relevant findings are fully assessed or to
terminate this Agreement with immediate effect.

12.3  Inthe case that any authorization or consent

necessary for the performance of the Study is (i)
finally rejected or (ii) withdrawn, this Agreement
shall be automatically terminated on the day of
receipt of notification (decision) of such final
rejection or withdrawal.

124  In the case that Medpace and / or the

Sponsor reasonably believe that the Contracting
Partners shall be unable to start recruitment or to
fulfil their recruitment obligations by the agreed
deadline, Medpace shall have the right, by
sending written notice to the Contracting
Partners, to (a) decrease with immediate effect
the number of trial subjects to be recruited; or (b)
extend the recruitment deadline; or (c) terminate
this Agreement. According to (c), Medpace may
terminate this Agreement with immediate effect,
provided that Medpace informed the Contracting
Partners about their delay with recruiting trial
subjects in writing beforehand and asked them to
remedy this delay within an additional
reasonable time-limit and the Contracting
Partners failed to remedy this delay within such
additional reasonable time-limit.

125 In the case that Medpace and / or the

Sponsor do not approve a new Principal
Investigator pursuant to Article 2.27 or a new
Principal Investigator does not accept in writing
the obligations under this Agreement, Medpace
may terminate this Agreement as of the day of
delivery of the termination notice to the
Institution. In the case that the Principal
Investigator and Medpace and / or the Sponsor
wish to continue to cooperate with regard to the
Study in another medical facility, the Institution
agrees to cooperate with transferring relevant
data, information and materials that are not
owned by the Institution to such a medical
facility.

12.6  In the case that an audit or inspection of

supervising authorities discovers a breach of this
Agreement or the Protocol on the part of the
Institution or the Principal Investigator (or
failure by any Study Team Members to observe
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Smlouvy ze strany kteréhokoli jiného Clena
studijniho tymu), ma& Medpace pravo tuto
Smlouvu vypovédét s okamzitou ucinnosti.

12.7  Medpace musi uhradit vSechny dluzné

Castky za tadné poskytnuté sluzby Smluvnimi
partnery na zakladé této Smlouvy a naklady,
které jim odivodnéné vznikly, ke dni doruceni
vypovédi anebo v pfipadé skonceni této
Smlouvy dle ¢l 12.1 k poslednimu dni
vypovédni lhlity anebo v ptipadé skonceni této
Smlouvy dle ¢l. 12.3 ke dni doruceni tam
uvedeného  koneéného  zamitnuti. Pokud
Zdravotnické zafizeni prokazatelné¢ obdrzelo
vyssi ¢astky odmeény a nakladti, na néz mu podle
skutecné provedenych cinnosti vznikl narok
vsouladu stouto Smlouvou, Zdravotnické
zatizeni se pfislusny rozdil zavazuje vratit
Medpace bez zbytecného odkladu.

12.8  Pfi skonceni Smlouvy se Smluvni partnefi

zavazuji vratit Medpace veskery nespotiebovany
material a predméty, jez jim byly poskytnuty
V souvislosti se Studii, a to nejpozdéji do tiiceti
(30) pracovnich dni od data ukonéeni skonceni
Smlouvy, pokud Medpace neuvede jinak.

Cl. 13 - Riizn4 ustanoveni

13.1  Uzavieni této Smlouvy neni podminéno

zadnym existujicim ¢i budoucim obchodnim
vztahem mezi Smluvnimi partnery a Medpace
ani na zadném obchodnim rozhodnuti, které
Smluvni partnefi ucinili anebo ucini viaci
Medpace nebo vyrobkim obchodovanym
Zadavatelem.

13.2  Smluvni strany uznavaji a souhlasi, Zze

Zadavateli nalezi prospéch z této Smlouvy
jakoZto obmyslené tieti strang, a souhlasi, Ze
Zadavatel je opravnén vymahat tato prava sam
ptimo nebo nepiimo prostiednictvim Medpace.

13.3  Smluvni partneti se zavazuji plnit svoje

povinnosti na zakladé této Smlouvy zplisobem,
ktery bude v souladu s piislusnymi pravnimi
predpisy zaméfenymi proti korupei a uplaceni.
Smluvni partnefi zavazné prohlasuji, ze
vsouvislosti se  Studii  neposkytli ani
neposkytnou zadnou platbu ani prospéch, pfimo
¢i  nepfimo, Ufedni osobé, zakaznikim,
obchodnim  partnerim, odbornikim  ve
zdravotnictvi ani zZadné jiné osob& za ucelem
zajisténi nepatiicného prospéchu nebo nekalé
obchodni  vyhody, nebudou ovliviiovat
rozhodovani v soukromé ani vefejné sféfe,
predepisovani, ani nebudou nikoho podnécovat
k poruSovani profesnich povinnosti ¢i pravidel.
Smluvni partnefi se zavazuji neprodlené
v pisemné podobé nahlasit Medpace kazdé
podezieni ¢i zjisténé poruseni vysSe uvedenych

the provisions of this Agreement), the Medpace
shall have the right to terminate this Agreement
with immediate effect.

12.7  Medpace must pay all outstanding amounts

for the services properly provided by the
Contracting Partners based on this Agreement
and all reasonably incurred costs, as of the day of
receipt of the notice or, in the case that this
Agreement is terminated pursuant to Article
12.1, as of the last day of the termination period
or, in the case that this Agreement is terminated
pursuant to Article 12.3, as of the day of receipt
of the final rejection. In the case that the
Institution provably received higher payments
than the payments due according to the work
actually performed based on this Agreement, the
Institution shall refund the balance to Medpace
without undue delay.

12.8  Upon termination of this Agreement, the

Contracting Partners shall return to Medpace all
unused materials and items provided to the
Contracting Partners in relation to the Study
within thirty (30) working days of the day of
termination of this Agreement, unless instructed
otherwise by Medpace.

Article 13 - Miscellaneous

13.1  The conclusion of this Agreement is not

contingent on any existing or future business
relationship  between Medpace and the
Contracting Partners or on any business decision
that the Contracting Partners made or shall make
with respect to the Medpace or the products sold
by the Sponsor.

13.2  The Parties to this Agreement recognize and

agree that Sponsor takes the benefit of this
Agreement as a third-party beneficiary and agree
that Sponsor may enforce such rights either
directly itself or indirectly through Medpace.

13.3  The Contracting Partners agree to perform

their obligations under this Agreement in
compliance with applicable anti-bribery and
anti-corruption laws. The Contracting Partners
represent and warrant that in connection with the
Study they did not provide and shall not provide
any payment or benefit, directly or indirectly, to
government  officials, customers, business
partners, healthcare professionals or any other
persons in order to secure an improper benefit or
unfair business advantage, shall not influence
private or official decision-making, shall not
influence prescribing and shall not instigate
anyone to breach professional duties or rules.
The Contracting Partners agree to immediately
report to Medpace in writing any suspected or
detected violation of the above principles in
connection with Medpace and / or the Sponsor’s
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13.9  Neplatnost nebo

zasad v souvislosti s obchodni ¢innosti Medpace
a / nebo Zadavatele a budou v takovych
ptipadech spolupracovat s Medpace a / nebo se
Zadavatelem pii proSetieni takové zalezitosti.

13.4  Smluvni strany prohlasuji, ze nemaji v

soucasné¢ dob& uzavienou zadnou smlouvu ¢i
zavazek, jejichz plnéni by negativné ovlivnilo
plnéni povinnosti vii¢i Medpace a / nebo
Zadavateli, na zakladé této smlouvy a soucasné
se zavazuji po celou dobu pribéhu klinického
hodnoceni Studie zadnou takovou smlouvu
neuzaviit ani zadny takovy zavazek nepfijmout.
Hlavni zkousejici ruéi za to, ze zadny z Clend
studijntho tymu nema v soucasné dobé
uzavienou zadnou takovou smlouvu, a zavazuje
se zajistit, ze zadny z Clenii studijniho tymu
takovou smlouvu neuzavre.

13.5 Tato Smlouva obsahuje UpIné ujednani o

pfedmétu Smlouvy a vSech naleZitostech, které
smluvni strany mély a chtély ve Smlouvé
ujednat, a které povazuji za dulezité. Soucasné
smluvni strany prohlasuji, Ze si navzajem sdélily
vSechny informace, které povazuji za dulezité a
podstatné pro uzavieni této Smlouvy.

13.6  Smluvni strany si nepfteji, aby nad ramec

vyslovnych ustanoveni této Smlouvy byla
jakakoliv prava a povinnosti smluvnich stran
dovozovany z dosavadni ¢i budouci praxe
zavedené mezi nimi ¢i zvyklosti zachovavanych
obecné ¢i v odvétvi tykajicim se predmétu plnéni
této Smlouvy.

13.7 Kazda ze smluvnich stran jedna jako

nezavisly subjekt a pro zadné ucely neni v
postaveni partnera, zprostiedkovatele,
zameéstnance ani zastupce druhé smluvni strany.
Medpace ani Zadavatel neponesou odpovédnost
za jakékoli zaméstnanecké vyhody, penze,
odmény pracovnikl, srazky z platu i
zaméstnanecké dané tykajici se Zdravotnického
zatizeni, Hlavniho zkouSejiciho ¢i pracovniki
studie.

13.8  Medpace ma pravo postoupit tuto Smlouvu

zcela anebo zc&asti, bez souhlasu Smluvnich
partnerd. Tato Smlouva zavazuje jeji jednotlivé
smluvni strany, jakoZz i jejich pravni nastupce a
osoby, na néz budou prava a zavazky smluvnich
stran v souladu s timto ¢lankem postoupené.

nevymahatelnost
konkrétniho ustanoveni této Smlouvy nema vliv
na platnost ostatnich ustanoveni. Smluvni strany
se zavazuji nahradit neplatné a nevymahatelné
ustanoveni  platnym a  vymahatelnym
ustanovenim, podle potieby, jimz bude co mozna
nejblize dosazeno umyslu, jez strany mély
v dob¢ uzavteni této Smlouvy.

business activity and, in such cases, shall
cooperate with Medpace and / or the Sponsor in
reviewing the matter.

134  The Contracting Partners represent and

warrant that they are not presently under any
agreement or obligation that would negatively
affect the performance of their obligations with
respect to Medpace and / or the Sponsor based
on this Agreement and agree not to enter into any
such agreement or accept any such obligation in
the course of the Study. The Principal
Investigator warrants that no Study Team
Member is presently under any such agreement
and agrees to ensure that no Study Team Member
shall enter into any such agreement.

135  This Agreement represents an entire

agreement about the subject-matter hereof and
all matters that the Contracting Parties were and
wished to negotiate herein and consider
important. The Contracting Parties represent and
warrant that they provided to each other all
information they consider important and
substantial for entering into this Agreement.

13.6  The Contracting Parties do not wish to have

any of their rights and obligations implied from
current or future practice established between
them or from usages observed in general or in the
industry related the subject-matter of this
Agreement, unless explicitly agreed in the
Agreement.

13.7  Each Contracting Party shall act as an

independent entity and shall not be construed for
any purposes as a partner, agent, employee or
representative to the other Contracting Party.
Neither Medpace nor Sponsor shall be
responsible for any employee benefits, pensions,
workers’  compensation, withholding  or
employment-related taxes relatin to Institution,
Principal Investigator or Study Personnel.

13.8  Medpace shall have the right to assign this

Agreement, in whole or in part, without the
consent of Contracting Partners. This
Agreement is binding for all Parties as well as
their legal successors and parties to which the
rights and obligations of the Contracting Parties
shall be assigned in compliance with this Article.

13.9  The invalidity or unenforceability of a

particular provision of this Agreement shall not
prejudice the wvalidity of the remaining
provisions. The Contracting Parties agree to
replace the invalid or unenforceable provision
with a valid or enforceable provision that shall
correspond as much as possible to the intent of
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13.10 Jednostranné vzdani se prava anebo mlcky

dany souhlas anebo neuspésné dovolani se
poruseni kteréhokoli ustanoveni této Smlouvy
smluvni stranou nezaklada jednostranné vzdani
se prava v souvislosti s jakymkoli naslednym
porusenim kteréhokoli ustanoveni této Smlouvy.

13.11 Pokud neni v této smlouvé dohodnuto jinak,

vSechna oznadmeni museji byt adresovana nize
uvedené kontaktni osobé:

PRO ZDRAVOTNICKE ZARIZENI:
Fakultni nemocnice Brno

K rukam feditele

Jihlavska 20

625 00 Brno

Czech Republic

Email: fnbrno@fnbrno.cz

PRO HLAVNIHO ZKOUSEJICiHO:
Fakultni nemocnice Brno

Interni hematologické a onkologicka klinika
625 00 Brno

Czech Republic

Sy EIMRedactedRedacted

13.12  Ukon ucinény vii¢i Zdravotnickému zatizeni

se povazuje za fadné ucinény i viaci Hlavnimu
zkousejicimu, resp. ¢lentim Studijniho tymu.

13.13 Jakékoli oznameni vyzadované ¢i dovolené

dle této Smlouvy musi byt u¢inéno pisemné a
bude povazovano za dorucené tfi (3) dny po
odeslani, pokud bude zaslano doporucenou
postou nebo postou s potvrzenym doru¢enim, S
pfedplacenym poStovnym nebo  posStovni
dorucenkou, nebo jeden (1) den po odeslani,
pokud bude odeslano expresni kuryrni sluzbou ¢i
faxem/elektronickym pienosem.

13.14 Zdravotnické zafizeni a Hlavni zkouSejici

budou déle pisemné (email je pro tcely tohoto
oddilu povazovan za pisemnou formu)
informovat Medpace o jakychkoliv zménach
jména ptijemce platby na strané Zdravotnického
zakizeni a Hlavniho zkousejiciho, pfipadné jejich
adres, DIC, firemnich adres ¢i nazvii spoleénosti.
Jakékoliv takové ozndmeni bude ucinéno
predstavitelem Zdravotnického zatizeni a/nebo
ptipadné Hlavnim zkousejicim, ktery ma stejnou
¢ veétsi  pravomoc  nez  predstavitel
Zdravotnického zatizeni a/nebo pfipadné Hlavni
zkouSejici, ktery jménem  Zdravotnického
zatizeni tuto Smlouvu podepisuje. Veskera
oznameni musi byt adresovana kontaktnim
0sobam uvedenym vyse.

the Parties at the time they entered into this
Agreement.

13.10 A unilateral waiver of a right or

acquiescence or failure to claim a breach of any
provision of this Agreement by either
Contracting Party shall not establish a unilateral
waiver of such right with respect to any
subsequent breach of any provision of this
Agreement.

13.11 Unless otherwise agreed in this Agreement,

all notices must be addressed to the contact set
forth below:

IF TO INSTITUTION:
Fakultni nemocnice Brno
k rukam reditele
Jihlavskéa 20

625 00 Brno

Ceska republika

Email: fnbrno@fnbrno.cz

IF TO PRINCIPAL INVESTIGATOR:

RedactedRedactedRedacted

Fakultni nemocnice Brno

Interni hematologické a onkologicka klinika
Jihlavskéa 20

625 00 Brno

Ceska republika

SUENMRedactedRedacted

13.12 All actions taken with respect to the

Institution shall be deemed as actions taken
respect to the Principal Investigator or Study
Team Members as well.

13.13  Any notice required or permitted under this

Agreement shall be in writing and shall be
deemed made and given three (3) days after
sending, if mailed by registered or certified mail,
postage prepaid, return receipt requested, or one
(1) day after sending, if sent by express courier
service or facsimile/electronic transmission.

13.14 In addition, the Institution and Principal

Investigator will communicate to Medpace in
writing (email is considered a writing for the
purposes of this section), any changes to the
Institution’s and Principal Investigator’s
respective payee name, payee address, tax
identification number, corporate address, or
corporate name, as applicable. Any such
notification shall originate from the Institution‘s
official and/or Principal Investigator, as
applicable, having the same or greater authority
as the Institution official and/or Principal
Investigator, as applicable, who signs this
Agreement on behalf of the Institution. All
notices must be addressed to the contact set forth
above.
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mailto:martin.simkovic@fnhk.cz

13.15 Smluvni partnefi souhlasi s tim, Ze

elektronickd  komunikace a  uznivané
elektronické podpisy se budou rovnat podpisim
provedenym na papiie s vyjimkou této Smlouvy
a jejich dodatkt. Smluvni partnefi uznavaji a
souhlasi s tim, Ze elektronickd komunikace je
piijatelnou  formou  sdélovani  informaci
smluvnim partnerim ze strany Medpace a/nebo
Zadavatele ¢i jinych dodavatelt, se kterymi
Medpace, nebo Zadavatel uzavieli Smlouvu a
ktefi ~ Zdravotnickému  zafizeni  poskytuji
elektronické materidly specifické pro studii, aniz
by museli sdélovat stejnou zalezitost také
papirovou formou. Jakékoli sdéleni a nasledny
uznévany elektronicky podpis, ke kterym mezi
smluvnimi stranami doslo v minulosti, dochazi v
soucasnosti ¢i dojde v budoucnosti, budou mit
stejnou platnost a ucinnost jako dokumenty
vlastnoruéné podepsané v tisténé podobé.
Veskera sdéleni poskytnutd Medpace a/nebo
Zadavatelem Smluvnim  partnerim Vv
elektronické podobé budou poskytnuta jednim z
nasledujicich zptsobl: (1) prostfednictvim e-
mailové zpravy se Zadosti 0 stahnuti souboru ve
formatu PDF ¢i DOC, ktery sdéleni obsahuje,
nebo (2) v piipadé licenéni dohody bude tato
poskytnuta bezprostiedné pied piihlasovaci
obrazovkou aplikace ClinTrak. Smluvni partnefi
mohou ziskat elektronickou komunikaci v tisténé
podobé& tim, ze si ji sami vytisknou, pfipadné
pozadaji Medpace o zaslani tisténé kopie postou,
a to za piedpokladu, Ze k takovému pozadavku
dojde v piiméfené dob&é po prvnim odeslani
elektronické komunikace Medpace nebo jejim
dodavatelem.

13.16  Smluvni strany se dohodly, Ze tato Smlouva

muze byt s dale uvedenou vyjimkou ménéna
pouze pisemné prostiednictvim vzestupné
Cislovanych  dodatkli  podepsanych  vSemi
smluvnimi stranami. Smluvni strany nemusi
uzavirat dodatek k této Smlouvé v piipadé tzv.
nepodstatnych zmén Protokolu. Nepodstatnou
zménou Protokolu se pfitom rozumi takova
zména Protokolu, kterd neméni rozsah ¢i zplisob
provadéni  ukond  (zejména  vySetieni)
provadénych Smluvnimi partnery v ramci Studie
a nema tedy jakykoli vliv na vysi odmény za
provadéni Studie ¢i jiné ceny uvedené v této
Smlouvé. Nepodstatné zmény Protokolu jsou
ucinné dnem jejich doruceni Zdravotnickému
zafizeni.

13.17 Tato Smlouva je vytvorena a fidi se ceskym

pravem bez ohledu na ustanoveni jeho koliznich
norem. Smluvni strany se dohodly, Ze veskeré
spory vzniklé ztéto Smlouvy budou feSeny
vécné a mistné piislusnymi soudy Ceské
republiky.

13.15 Contracting Partners consent to electronic

communication and recognized electronic
signatures being equal to signatures inked on
paper with the exception of this Agreement and
any amendments thereto. Contracting partners
acknowledge and agree that electronic
communication is an acceptable method of
communicating information from Medpace
and/or Sponsor to Contracting partners, or from
other vendor companies contracted by Medpace
or Sponsor that are providing
electronic materials specific for the Study to
Institution, without having to communicate the
same subject matter on paper. Therefore, any
communication and subsequent recognized
electronic signature that has been sent or signed
in the past, present, or future between the Parties
will hold the same force and effect as a document
signed and inked on paper. All communications
that Medpace and/or Sponsor provide to
Contracting partners in electronic form will be
provided either: (1) via e-mail by requesting it
download a PDF or DOC file containing the
communication; or (2) in the case of the License
Agreement, will be provided immediately prior
to the log-in screen for ClinTrak. Contracting
partners can obtain a paper copy of an electronic
communication by printing it itself or by
requesting that Medpace mail a paper copy,
provided that such request is made within a
reasonable time after Medpace or a vendor
company first provided the electronic
communication.

13.16  The Contracting Parties have agreed that this

Agreement may be changed, excluding the
exception mentioned below, only through
written consecutively numbered amendments
signed by all Contracting Parties. The
Contracting Parties are not obliged to execute an
amendment to this Agreement in case of so-
called minor changes in the Protocol. A minor
change in the Protocol means a change in the
Protocol that does not change the scope or
manner of procedures (in particular examination)
performed by the Contracting Partners as part of
the Study and has no impact on remuneration for
performing the Study or on any other prices
specified in this Agreement. Minor changes in
the Protocol shall come into effect on the day of
their delivery to the Institution.

13.17 This Agreement is construed and governed

by the Czech law, regardless of the provisions of
its collision norms. The Contracting Parties have
agreed that any dispute arising from this
Agreement shall be decided by materially and
locally competent courts of the Czech Republic.
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13.18 Tato Smlouva je sepsana V Ceském a
anglickém jazyce a smluvni strany povazuji obé
jazykové verze za rovnocenné, avsak pro piipad
vykladovych nesrovnalosti mezi jednotlivymi
verzemi se smluvni strany dohodly, Ze prednost
ma cCeska verze Smlouvy. Tato Smlouva a
vSechny jeji pfilohy ptedstavuji uplnou dohodu
smluvnich stran o pfedmétu této Smlouvy.

13.19 Tato Smlouva a veskeré nasledné zmény se
vzdy vyhotovi ve 3 (tfech) stejnopisech a kazda
strana obdrzi po 1 (jednom) stejnopisu.

CL 14 - P¥ilohy

141  Nasleduyjici prilohy tvofi nedilnou soucast
této Smlouvy, nestanovi-li tato Smlouva jinak:

Ptiloha A: Finan¢ni podminky

Ptiloha B: Ochrana osobnich udaji
zadavatelem

Ptiloha C: Standardni smluvni dolozky

NA DUKAZ CEHOZ smluvni  strany

prostiednictvim k tomu fadné opravnénych osob
uzaviely tuto Smlouvu, ktera vstoupi v platnost k
datu u¢innosti.

Nasleduji podpisy na dalsi strané.

13.18 This Agreement has been drawn up in the
Czech and English language, and the Contracting
Parties consider both language versions to be
equal; however, in case of any interpretation
discrepancy between the individual versions, the
Czech version shall prevail as agreed by the
Contracting Parties. This Agreement and all of
its Appendices represent an entire agreement of
the Contracting Parties with respect to the
subject-matter of this Agreement.

13.19 This Agreement, and any subsequent
amendment(s), may be executed in 3 (three)
counterparts and each Party will receive 1
(one)counterpart.

Article 14 - Appendices
141  The following Appendices constitute an
integral part of this Agreement, unless set forth
otherwise herein:
Appendix A: Financial Terms

Appendix B: Data Protection
Appendix C: Standard Contractual Clauses

IN WITNESS WHEREOF, the Parties hereto have
executed this Agreement by proper persons thereunto
duly authorized and that this Agreement shall be
effective as of the Effective Date.

Signatures follow on next page.
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Za Medpace Vv jejim zastoupeni a jako platebni zastupce Zadavatele: / For Medpace, on its
own behalf and as payment agent of Sponsor:

RedactedRedacted

Clinical Trial Manager / ManaZzér podpis/signature place/misto date/datum
klinického hodnoceni

Institution / Poskytovatel

RedactedRedacted
podpis/signature place/misto date/datum

Principal Investigator / Hlavni zkouSejici

RedactedRedactedRedacted

Principal Investigator / Hlavni podpis/signature place/misto date/datum
zkousejici
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Schedule B
Data Protection

Terms used in this Schedule B, not otherwise defined in
this Agreement shall have the meaning as defined in the
EU General Data Protection Regulation 216/679
(GDPR).

All Study subject data shall be entered into the CRFs
(“Subject Data”) in pseudonymized format. Institution
shall not disclose to Medpace or Sponsor any identifiable
information of the Study subjects, safe to the extent
required by applicable law and regulations. Each
Sponsor and Institution shall adhere to the principles of
medical confidentiality in relation to Study subjects
involved in the Study and to comply at all times with
their respective obligations under all applicable data
protection law.

The Parties acknowledge and agree that the Institution is
Data Controller of Subject Data collected and processed
in connection with the treatment of Study subjects,
including both data collected as a part of standard and
Protocol treatment (Institution purpose), otherwise, the
Institution is personal data processor in relation to the
Sponsor within the scope of fulfilling the purpose of this
contract and Sponsor is the Data Controller for the CRF
and any other Subject Data transferred from the
Institution to the Sponsor in connection with the Study,
which will be used for Sponsor purposes.

Both the Sponsor and the Institution shall maintain
appropriate technical and organisational security
measures to protect the Study Data they process in
relation to this Agreement. If Sponsor or Institution
becomes aware of a Personal Data Breach, the affected
Party shall promptly notify the other party. In the event
of a Personal Data Breach, Sponsor and Institution will
fully cooperate to enable each party to fulfil its
(statutory) obligations under applicable data protection
law.

Medpace shall be a Processor on behalf of the Sponsor
in relation to Medpace’s Processing of the Subject Data
pursuant to a data processing agreement concluded
between Sponsor and Medpace.

Data about a subject—including data obtained from
samples (as defined herein)—is considered personal
data.

As part of the Protocol, biological samples obtained
from the Study subjects (“Samples”) may be transferred
to a laboratory designated by Sponsor, in accordance
with the Protocol and the ICF. Sponsor shall have the
right to store, transfer and use the Samples only in
accordance with applicable law, the Protocol and the
ICF. Information obtained from biological samples is
considered considered very sensitive, if it is genetic data

Priloha B
Ochrana osobnich udaja

Pojmy pouzité v tomto dodatku B, které nejsou v této
smlouvé jinak definovany, maji vyznam definovany
v obecném naiizeni EU 0 ochrané osobnich udaji
216/679 (GDPR).

Vsechny Udaje o subjektu hodnoceni budou zadany do
CRF (,udaje 0 subjektu”) v pseudonymizovaném
formatu. Poskytovatel nepieda spole¢nosti Medpace ani
zadavateli zadné identifikovatelné informace o
subjektech hodnoceni, kromé& rozsahu pozadovaném
platnymi zdkony a predpisy. Jak zadavatel, tak
Poskytovatel musi dodrzovat zasady lékaiského
tajemstvi ve vztahu k subjektim hodnoceni zapojenym
do studie a vzdy dodrzovat své piislusné povinnosti
podle viech platnych zakonti 0 ochrané osobnich udaji.

Strany berou na védomi a souhlasi s tim, ze Poskytovatel
je spravcem udaju shromazd’ovanych a zpracovavanych
v souvislosti s 1é¢bou subjektti hodnoceni, véetné udaji
shromazd’ovanych v ramci standardni 1é¢by a podle
protokolu (ucel Poskytovatele), jinak je Poskytovatel
vici Zadavateli v ramci plnéni ucelu této smlouvy
zpracovatelem osobnich udaji, a Zze zadavatel je
sprdvcem udaju pro CRF a jakékoli dalsi Udaje subjektu
pfedané zePoskytovatele zadavateli v souvislosti se
studii pro ucely zadavatele.

Zadavatel i Poskytovatel budou udrzovat vhodna
technicka a organiza¢ni bezpe¢nostni opatieni k ochrané
udaji ze studie, které zpracovavaji v souvislosti s touto
smlouvou. Pokud se zadavatel nebo Poskytovatel dozvi
0 poruseni ochrany osobnich udaji, dotéena strana o tom
neprodlené informuje druhou stranu. V ptipadé poruseni
ochrany osobnich daji budou zadavatel a Poskytovatel
plné spolupracovat, aby umoznili kazdé strané splnit jeji
(z&konné) povinnosti podle platnych zakont 0 ochrang
osobnich udaji.

Spole¢nost Medpace bude zpracovatelem jménem
zadavatele v souvislosti se zpracovanim udaji subjektu
spole¢nosti Medpace na zakladé smlouvy o zpracovani
udaji uzaviené mezi zadavatelem
a spole¢nosti Medpace.

Udaje o subjektu — véetng udaji ziskanych ze vzorki
(jak jsou zde definovany) — jsou povazovany za osobni
Udaje.

V rdmci protokolu mohou byt biologické vzorky ziskané
od subjektti hodnoceni (dale jen ,,vzorky*) ptedany do
laboratofe ur¢ené zadavatelem v souladu s protokolem a
ICF. Zadavatel bude mit pravo uchovavat, prenaset a
pouzivat vzorky pouze v souladu s platnymi zakony,
protokolem a ICF. Informace ziskané z biologickych
vzork jsou povazovany za velmi citlivé, jedna-li se o
genetické udaje zvlastni kategorie GDPR, které vyzaduji
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of a special category of the GDPR, which requires
consent to processing from the data subject and a higher
degree of protection consisting in the adoption of
personal data protection measures.

The processor complies with the measures according to
Avrticle 28 GDPR and with the administrator § 16 of the
Act No. 110/2019 Coll., on the processing of personal
data, in particular:

1.

to process personal data on behalf of the Data
Controller only on the basis of documented
instructions,

oblige all persons participating in the processing of
personal data to confidentiality, if the obligation of
such confidentiality does not result directly from
their job classification,

to ensure appropriate technical and organizational
measures to protect personal data, in particular to
take measures to prevent unauthorized access to
such data, its alteration, destruction or loss,
unauthorized transmission, unauthorized
processing, as well as also for other misuse of them,
not to entrust the processing of personal data within
the framework of the fulfillment of the subject of
this contract to another person without the prior
written permission of the Data Controller, and in
such case to ensure the protection of personal data
to the same extent that the Data Controller is
obliged under this agreement,

provide cooperation necessary to fulfill the
obligations of the Data Controller towards the
Provider's patients in the exercise of their rights
according to the GDPR and to ensure the protection
of personal data according to Articles 32 to 36
GDPR,

provide, upon request, all information necessary to
document the fulfillment of obligations under this
contract, in particular to answer related questions of
the Data Controller and/or submit documentation
proving acceptance and compliance with at least the
minimum standard of technical and organizational
measures to ensure the security of personal data in
the sense of letter ¢) above,

after completion of the contract according to the
instructions of the Data Controller (Sponsor), delete
all personal data, including their copies, unless their
storage is required by legislation,

enable audits and inspections of the fulfillment of
obligations under the contract by the controller's
personal data protection officer and provide the
necessary cooperation for this,

comply with other obligations and conditions set
for processors according to the GDPR in
connection with processing and personal data
protection, if, in the processor's opinion, a certain
instruction of the controller violates the GDPR or
other regulations regarding the protection of
personal data, the processor is obliged to
immediately inform the controller's personal data
protection officer of this fact,

vedle souhlasu se zpracovanim od subjektu udaji i vyssi
stupeni ochrany spocivajici v pfijeti opatfeni na ochranu
osobnich udaja.

Zpracovatel dodrzuje opatieni dle ¢l. 28 GDPR a se
spravcem § 16 zakona ¢. 110/2019 Sb., o zpracovani
osobnich udajt, zejména:

1.

2.

10.

zpracovavat osobni Udaje za spravce pouze na
zaklad¢ dolozenych pokynt,

zavazat mléenlivosti veSkeré osoby podilejici se na
zpracovani osobnich udaji, pokud povinnost
takovéto mlcenlivosti nevyplyvad piimo z jejich
pracovniho zatazeni,

zajistit vhodnd technickd a organizacni opatieni
k ochrané osobnich udaji, zejména piijmout takova
opatieni, aby nemohlo dojit k neopravnénému
ptistupu k témto tidajim, k jejich zménég, zniceni ¢i
ztraté, neopravnénym pienosim, neopravnénému

zpracovani, jakoz
1 k jinému jejich zneuZziti,
nesverit zpracovani osobnich udajt

v ramci plnéni piedmétu této smlouvy jiné osob¢ bez
predchoziho pisemného povoleni spravce, a zajistit
vtakovém piipadé¢ ochranu osobnich udajh
ve stejném rozsahu, v jakém je spravce povinen podle
této smlouvy,

poskytovat soucinnost nezbytnou pro splnéni
povinnosti spravce osobnich udajii vii¢i pacientim
Poskytovatele pii vykonu jejich prav podle GDPR
a pro zabezpeceni ochrany osobnich tdaji podle ¢l
32 a7z 36 GDPR,

poskytnout na vyzadani veskeré informace nezbytné
k doloZeni splnéni povinnosti podle této smlouvy,
zejména zodpovédét s tim souvisejici dotazy spravce
a/nebo predlozit dokumentaci prokazujici piijeti
a dodrzovani alespoii minimalniho standardu
technickych a organiza¢nich opatfeni k zajisténi
zabezpeceni osobnich tidajil ve smyslu pism. ¢) vyse,
po ukonceni plnéni smlouvy podle pokynil spravce
(zadavatele) vSechny osobni udaje vymazat véetné
jejich kopii, pokud neni legislativou pozadovano
jejich uloZeni,

umoznit provedeni auditi a kontrol plnéni povinnosti
podle smlouvy povéfenci pro ochranu osobnich
udaji spravce a poskytnout k tomu nezbytnou
soucinnost,

dodrzovat dal$i povinnosti a podminky stanovené pro
zpracovatele dle GDPR v souvislosti se zpracovanim
a ochranou osobnich udaji, pokud podle nazoru
zpracovatele urcity pokyn spravce porusuje GDPR
nebo jiné predpisy tykajici se ochrany osobnich
udajii, je zpracovatel povinen o této skutecnosti
neprodlené informovat povéfence pro ochranu
osobnich udaju spravce,

poskytovatel predava zadavateli idaje o pacientech
pouze v pseudonymizované podobé, pripadné
nebrani-li  to plnéni Uéelu této  smlouvy,
anonymizované Udaje,
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10. the Institution transfers the data to Sponsor about 11. v piipadé pfedavani osobnich udaji do tfetich zemi

patients only in pseudonymized form, or if this does
not prevent the fulfillment of the purpose of this
contract, anonymized data,

11. in the case of transfer of personal data to third
countries or an international organization, the
procedure is carried out under the conditions
specified in Articles 44 to 46 of the GDPR; the
transfer of data of data subjects must be in
accordance, in particular, with  Standard
Contractual Clauses No. L 199/37 from
Commission Decision (EU) 2021/914 of 4 June
2021 (L 199/31). The supervisory authority in the
field of personal data protection is the Office for the
Protection of Personal Data in the country of
respective  data controller (Institution —Czech
Republic, Sponsor —Austria).

Institution shall promptly notify Sponsor of any
withdrawal of or change in the informed consent of a
Study subject, which may affect the use of such Study
subject’s Subject Data or Samples under this Agreement.
In such event, Sponsor shall destroy or have destroyed
the affected Samples. Institution and Principal
Investigator shall not use any Samples other than for the
performance of the Protocol if required.

nebo mezindrodni organizaci se postupuje za
podminek uvedenych v ¢l. 44 az 46 GDPR; ptedani
udajti subjektti idaji musi byt v souladu zejména dle
Standardnich smluvnich dolozek ¢. L 199/37 z
Rozhodnuti komise (EU) 2021/914 ze dne 4.6.2021
(L 199/31). Dozorovym organem v oblasti ochrany
osobnich udaji je Utad pro ochranu osobnich udaji
Vv zemi spravce piislusného udaji (Zdravotnické
zatizeni — Ceska republika ,zadavatel —Rakouské
republika).

Poskytovatel neprodlené uvédomi zadavatele o kazdém
odvoléani souhlasu nebo zméné informovaného souhlasu
subjektu hodnoceni, coz muze ovlivnit pouziti udaji
subjektu nebo vzorkt takového subjektu hodnoceni
podle této smlouvy. V takovém ptipadé zadavatel znici
nebo znic¢il dotcené vzorky. Poskytovatel a hlavni
zkousejici nepouziji Zadné vzorky jinak nez k provadéni
protokolu, je-li to poZzadovano.
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Schedule C

STANDARD CONTRACTUAL CLAUSES

within the meaning of commission implementing
decision (EU) 2021/914 of 4 June 2021 on
standard contractual clauses for the transfer of
personal data to third countries pursuant to
Regulation (EU) 2016/679 of the European
Parliament and of the Council

Fakultni nemocnice Brno

with its registered seat at:

Jihlavska 20

625 00 Brno

Czech Republic

Company ID: 65269705

VAT ID: CZ65269705

NN M OYMIR e dactedRedactedRedacted

(hereinafter referred as "Data Exporter" or
possible “Exporter”)

and

Medpace Clinical Research, LLC

with its principal office and place of business at:
5375 Medpace Way

Cincinnati

Ohio 45227

USA

represented by: RENENIEEEERCEREREEE

(hereinafter referred to as the "data importer" or
“Importer”)

o HAVE AGREED to

provide

Piiloha C

STANDARDNI SMLUVNI DOLOZKY

ve smyslu provadéciho rozhodnuti komise (EU)
2021/914 ze dne 4. Cervna 2021 o standardnich
smluvnich dolozkach pro piedavani osobnich
udaji do tretich zemi podle nafizeni Evropského
parlamentu a Rady (EU) 2016/679

Fakultni nemocnice Brno

se sidlem:

Jihlavskéa 20

625 00 Brno

Ceska republika

ICO: 65269705

DIC: CZ65269705

zastoupena:
(dale je “Vyvozce 1udaju” pfipadné¢ jen
“Vyvozce”)

a

Medpace Clinical Research, LLC

with its principal office and place of business at:
5375 Medpace Way

Cincinnati

Ohio 45227

USA

represented by: RENCELEEEREAEIENEL

(dale jen ,,dovozce udaji” nebo jen “Dovozce®)

o SE DOHODLY v zajmu poskytnuti

sufficient safeguards with regard to
the protection of privacy and the
fundamental rights and freedoms of
persons in the transfer of personal
data listed in Schedule B by the data
exporter to the data importer on these

dostatecnych ochrannych opatteni s
ohledem na ochranu soukromi a
zakladni prava a svobody osob pfi
predavani osobnich tidajii uvedenych
v piiloze B vyvozcem udaji dovozci
udaji na téchto smluvnich dolozkach

contractual Clauses (""Clauses").

STANDARD CONTRACTUAL CLAUSES
Section 1

Clause 1

Purpose and scope

(a) The purpose of these standard contractual clauses
is to ensure compliance with the requirements of
Regulation (EU) 2016/679 of the European
Parliament and of the Council of 27 April 2016 on
the protection of natural persons with regard to the
processing of personal data and on the free

(,,dolozky*).
STANDARDNI SMLUVNI DOLOZKY
Oddil 1
DoloZka 1

Ukel a oblast piisobnosti

a)Ucelem t&chto standardnich smluvnich doloZek je
zajistit  dodrzovani  pozadavkli  uvedenych
v natizeni Evropského parlamentu a Rady (EU)
2016/679 ze dne 27.dubna2016 o0 ochrang
fyzickych osob v souvislosti se zpracovanim
osobnich Udaji a 0 volném pohybu téchto tdaji
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movement of such data (General Data Protection
Regulation) for the transfer of personal data to a
third country.

(b)The Parties:

(i) the natural or legal person(s), public
authority/ies, agency/ies or other body/ies
(hereinafter  ‘entity/ies’) transferring the
personal data, as listed in Annex LA
(hereinafter each ‘data exporter’), and

(ii)the entity/ies in a third country receiving the
personal data from the data exporter, directly or
indirectly via another entity also Party to these
Clauses, as listed in Annex LA (hereinafter
each ‘data importer”)

have agreed to these standard contractual clauses
(hereinafter: ‘Clauses’).

(c) These Clauses apply with respect to the transfer of
personal data as specified in Annex |.B.

(d)The Appendix to these Clauses containing the
Annexes referred to therein forms an integral part
of these Clauses.

Clause 2

Effect and invariability of the Clauses

(@)These Clauses set out appropriate safeguards,
including enforceable data subject rights and
effective legal remedies, pursuant to Article 46(1)
and Avrticle 46(2)(c) of Regulation (EU) 2016/679
and, with respect to data transfers from controllers
to processors and/or processors to processors,
standard contractual clauses pursuant to
Article 28(7) of Regulation (EU) 2016/679,
provided they are not modified, except to select the
appropriate  Module(s) or to add or update
information in the Appendix. This does not
prevent the Parties from including the standard
contractual clauses laid down in these Clauses in a
wider contract and/or to add other clauses or
additional safeguards, provided that they do not
contradict, directly or indirectly, these Clauses or
prejudice the fundamental rights or freedoms of
data subjects.

(b)These Clauses are without prejudice to obligations
to which the data exporter is subject by virtue of
Regulation (EU) 2016/679.

Clause 3
Third-party beneficiaries

(a)Data subjects may invoke and enforce these
Clauses, as third-party beneficiaries, against the

(obecné nafizeni o ochrané udaji), pokud jde
0 ptedavani osobnich udaju do téeti zemé.

b)Strany:

i) fyzicka nebo pravnicka osoba ¢i osoby, organ ¢i
organy vefejné moci, agentura ¢i agentury nebo
jiny subjekt ¢i jiné subjekty (dale jen ,,subjekt™ ¢i
»subjekty*) pfedavajici osobni tidaje, uvedené
v priloze I ¢asti A (dale jen ,,vyvozce udaju’), a

ii)subjekt ¢i subjekty ve tfeti zemi, piijimajici
pfimo nebo nepiimo prostiednictvim jiného
subjektu, jenz je rovnéZz stranou téchto dolozek,
osobni udaje od vyvozce udaji, uvedené
v piiloze I ¢asti A (dale jen ,,dovozce udaju’),

se dohodly na téchto standardnich smluvnich
dolozkach (dale jen ,,dolozky*).

¢)Tyto dolozky se pouziji s ohledem na predavani
osobnich udajt podle piilohy I ¢asti B.

d)Dodatek k t¢émto dolozkam obsahujici ptilohy, na
néz se v téchto dolozkach odkazuje, tvofi nedilnou
soucast téchto dolozek.

l?oloika 2
Ucdinek a neménnost dolozek

a)Tyto dolozky stanovi vhodné zaruky, vletné
vymahatelnych prav subjektu idaji a u¢inné pravni
ochrany, podle ¢l. 46 odst. 1 a ¢l. 46 odst. 2 pism.
¢) nafizeni (EU) 2016/679 asohledem na
predavani udajl od spravct zpracovatelim a/nebo
od zpracovatell zpracovateliim, standardni smluvni
dolozky podle ¢l.28 odst. 7 nafizeni (EU)
2016/679, pokud nebudou zménény, s vyjimkou
vybéru vhodného modulu (vhodnych modultl) nebo
za Uelem pridani nebo aktualizace informaci
v dodatku. To smluvnim strandm nebrani v tom,
aby zahrnuly standardni smluvni dolozky
stanovené v téchto dolozkach do $ir§i smlouvy
a/nebo pridaly dal§i dolozky nebo dodatecné
zaruky, pokud nebudou pifimo nebo nepiimo
vrozporu stémito dolozkami nebo nebudou
dotcena zakladni prava nebo svobody subjekti
udaju.

b)Témito dolozkami nejsou dotéeny povinnosti, které

se vztahuji na vyvozce udaji na zakladé natizeni
(EV) 2016/679.

Dolozka 3
Opravnéné tireti strany

a)Subjekty udaji se mohou jako opravnéné tieti
strany ve vztahu K vyvozci a/nebo dovozei tdaju
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data exporter and/or data importer, with the
following exceptions:

(i) Clause 1, Clause 2, Clause 3, Clause 6,
Clause 7;

Clause 8 — Module One: Clause 8.5 (e) and
Clause 8.9(b); Module Two: Clause 8.1(b),
8.9(a), (¢), (d) and (e); Module Three: Clause
8.1(a), (c) and (d) and Clause 8.9(a), (c), (d),
(e), (f) and (g); Module Four: Clause 8.1 (b)
and Clause 8.3(b);

Clause 9 — Module Two: Clause 9(a), (c), (d)
and (e); Module Three: Clause 9(a), (c), (d)
and (e);

Clause 12 — Module One: Clause 12(a) and
(d); Modules Two and Three: Clause 12(a),

(d) and (f);
(v) Clause 13;
(vi) Clause 15.1(c), (d) and (e);
(vii) Clause 16(e);

(viii)Clause 18 — Modules One, Two and Three:
Clause 18(a) and (b); Module Four: Clause
18.

(b)Paragraph (a) is without prejudice to rights of data
subjects under Regulation (EU) 2016/679.

Clause 4

(i)

(iii)

(iv)

Interpretation

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

(b)These Clauses shall be read and interpreted in the
light of the provisions of Regulation (EU)
2016/679.

(c) These Clauses shall not be interpreted in a way that
conflicts with rights and obligations provided for
in Regulation (EU) 2016/679.

Clause 5
Hierarchy

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

dovolavat téchto dolozek avyméhat je, ato

s nasledujicimi vyjimkami:

i) dolozka 1, dolozka 2, dolozka 3, dolozka 6,
dolozka 7;

ii) dolozka 8 — modul 1: dolozka 8.5 pism. €)
a dolozka 8.9 pism. b); modul 2: dolozka 8.1
pism. b), dolozka 8.9 pism. a), c¢), d) ae);
modul 3: dolozka 8.1 pism. a), ¢) a d) a dolozka
8.9 pism. a), c), d), e), f) a g); modul 4: dolozka
8.1 pism. b) a dolozka 8.3 pism. b);

dolozka 9 — modul 2: dolozka 9 pism. a), ¢), d)
a e); modul 3: doloZka 9 pism. a), c¢), d) a e);

iv) dolozka 12 —modul 1: dolozka 12 pism. a) a d);
moduly 2 a 3: dolozka 12 pism. a), d) a f);

V) dolozka 13;
vi) dolozka 15.1 pism. ¢), d) a e);
vii) dolozka 16 pism. e);

viii)dolozka 18 —moduly 1, 2 a 3: dolozka 18 pism.
a) a b); modul 4: dolozka 18.

b)Pismenem a) nejsou dotena prava subjektt tdaji
podle natizeni (EU) 2016/679.

DoloZka 4
Vyklad

a)Pokud tyto dolozky pouZzivaji pojmy, které jsou
vymezeny V natizeni (EU) 2016/679, maji tyto
pojmy stejny vyznam jako v uvedeném naiizeni.

b)Tyto dolozky je tfeba Cist a vykladat s ohledem na
ustanoveni nafizeni (EU) 2016/679.

¢)Tyto
zpisobem, ktery by byl

dolozky nebudou vykladany Zadnym
v rozporu s pravy

a povinnostmi  stanovenymi v nafizeni (EU)
2016/679.

DoloZka 5

Hierarchie

V ptfipadé rozporu mezi témito dolozkami

a ustanovenimi souvisejicich dohod mezi stranami,
které existovaly v dobé sjednani téchto doloZek, nebo
které byly uzavieny az po jejich sjednani, maji tyto
dolozky pirednost.
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Clause 6
Description of the transfer(s)

The details of the transfer(s), and in particular the
categories of personal data that are transferred and the
purpose(s) for which they are transferred, are
specified in Annex I.B.

Section Il — Obligation of the parties
Clause 8
Data protection safeguards

The data exporter warrants that it has used reasonable
efforts to determine that the data importer is able,
through the implementation of appropriate technical
and organisational measures, to satisfy its obligations
under these Clauses.

8.1

(a) The data exporter shall process the personal data
only on documented instructions from the data
importer acting as its controller.

Instructions

(b)The data exporter shall immediately inform the
data importer if it is unable to follow those
instructions, including if such instructions infringe
Regulation (EU) 2016/679 or other Union or
Member State data protection law.

(c) The data importer shall refrain from any action that
would prevent the data exporter from fulfilling its
obligations under Regulation (EU) 2016/679,
including in the context of sub-processing or as
regards cooperation with competent supervisory
authorities.

(d)After the end of the provision of the processing
services, the data exporter shall, at the choice of
the data importer, delete all personal data
processed on behalf of the data importer and
certify to the data importer that it has done so, or
return to the data importer all personal data
processed on its behalf and delete existing copies.

8.2 Security of processing

(a) The Parties shall implement appropriate technical
and organisational measures to ensure the security
of the data, including during transmission, and
protection against a breach of security leading to
accidental or unlawful destruction, loss, alteration,
unauthorised disclosure or access (hereinafter
‘personal data breach’). In assessing the
appropriate level of security, they shall take due
account of the state of the art, the costs of

DoloZka 6
Popis piredavani

Podrobnosti tykajici se pfedavani, zejména kategorie
osobnich udaja, které jsou predavany, a icel nebo
ucely, pro které jsou piedavany, jsou uvedeny
v piiloze I ¢asti B.

Oddil Il — Povinnosti stran

DoloZka 8

Zaruky ochrany udaju

Vyvozce udaji zarucuje, Ze vynalozil pfiméfené Usili,
aby mohl stanovit, zda je dovozce tdaji schopen —

zavedenim vhodnych technickych a organiza¢nich
opatieni — plnit své povinnosti podle téchto dolozek.

8.1. Pokyny

a)Vyvozce udaji zpracovava osobni Gdaje pouze na
zéklad¢ doloZenych pokynii od dovozce udaji,
ktery jednd jako jeho spravce.

b)Vyvozce tudaju neprodlené informuje dovozce
udajt, pokud neni schopen tyto pokyny dodrzovat,
vcetn¢ pripadd, kdy tyto pokyny porusuji nafizeni
(EU) 2016/679 nebo jiné pravni piedpisy Unie
nebo ¢lenského statu v oblasti ochrany udajt.

c)Dovozce udajii se zdrzi ptijimani jakychkoli
opatfeni, kterd by vyvozci udaji bréanila v plnéni
jeho povinnosti podle nafizeni (EU) 2016/679,
mimo jiné v kontextu dil¢iho zpracovani, nebo
pokud se jednd o spolupréci s pfislusnymi
dozorovymi trady.

d)Po skonéeni poskytovani zpracovatelskych sluzeb
vyvozce udaji v souladu s volbou dovozce udaji
vymaze vSechny osobni udaje zpracovavané
jménem dovozce udaji a potvrdi dovozci Gdajt, ze
tak ucinil, nebo dovozci udajli vrati v§echny osobni
Udaje zpracovavané jeho jménem avymaze
vSechny existujici kopie.

8.2. Zabezpeceni zpracovani

a)Strany zavedou vhodna technickd a organizaéni
opatieni k zajisténi zabezpeceni 01daju, a to i béhem
predavani, azajisti ochranu pfed porusenim
zabezpedeni  vedoucim  k ndhodnému  nebo
protipravnimu zniceni, Ztraté, zmeéng,
neopravnénému poskytnuti nebo zptistupnéni (déle
jen ,,poruseni zabezpeCeni osobnich udaju‘). Pii
posuzovani vhodné wrovné zabezpeceni strany
nalezit¢ zohledni aktualni stav techniky, naklady na
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implementation, the nature of the personal data (),
the nature, scope, context and purpose(s) of
processing and the risks involved in the processing
for the data subjects, and in particular consider
having recourse to encryption or
pseudonymisation, including during transmission,
where the purpose of processing can be fulfilled in
that manner.

(b)The data exporter shall assist the data importer in
ensuring appropriate security of the data in
accordance with paragraph (a). In case of a
personal data breach concerning the personal data
processed by the data exporter under these
Clauses, the data exporter shall notify the data
importer without undue delay after becoming
aware of it and assist the data importer in
addressing the breach.

(c)The data exporter shall ensure that persons
authorised to process the personal data have
committed themselves to confidentiality or are
under an appropriate statutory obligation of
confidentiality.

8.3 Documentation and compliance

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

(b)The data exporter shall make available to the data
importer all information necessary to demonstrate
compliance with its obligations under these
Clauses and allow for and contribute to audits.

Clause 9

Use of sub-processors
not applicable

Clause 10

Data subject rights

The Parties shall assist each other in responding to
enquiries and requests made by data subjects under
the local law applicable to the data importer or, for
data processing by the data exporter in the EU, under
Regulation (EU) 2016/679.

Clause 11
Redress

(a)The data importer shall inform data subjects in a
transparent and easily accessible format, through
individual notice or on its website, of a contact
point authorised to handle complaints. It shall deal

provedeni, povahu osobnich udaji ("), povahu,
rozsah, kontext aucéel nebo uclely zpracovani
a rizika pro subjekty tdaji spojena se zpracovanim,
azejména zvazi pouziti  Sifrovani  nebo
pseudonymizace, a to i béhem predavani, pokud lze
timto zptisobem splnit ucel zpracovani.

b)Vyvozce udaji pomahd dovozci tdaji pii
zajiStovani odpovidajiciho zabezpeceni udaju
vsouladu spismenem a). V piipadé¢ poruseni
zabezpeceni osobnich udaji tykajiciho se osobnich
Udaji zpracovavanych vyvozcem tudaju podle
téchto dolozek vyvozce udaji poda hlaseni dovozci
udajii bez zbyteéného odkladu poté, co se o ném
dozvédél, adovozci udaji bude pifi feseni
uvedeného poruseni napomocen.

C)Vyvozce udaju zajisti, aby se osoby opravnéné
zpracovavat osobni Udaje zavazaly k ml¢enlivosti,
nebo aby se na né vztahovala zdkonnd povinnost
mléenlivosti.

8.3. Dokumentace a pInéni povinnost

a)Strany musi byt schopny prokazat dodrzovani
téchto dolozek.

b)Vyvozce udaji poskytne dovozci udaji veskeré
informace potiebné k dolozeni toho, ze byly

splnény povinnosti stanovené v téchto dolozkach,
umozni provedeni auditti a bude Kk nim pfispivat.

DoloZka 9

Vyuziti dil¢ich zpracovateli
neuplatnéna

DoloZka 10

Prava subjekti udaji

Strany si vzajemn¢ pomédhaji pii odpovidani na

dotazy a zadosti subjektt idaji podle mistniho prava

pouzitelného na dovozce udaji nebo v piipade

zpracovani udaji  dovozcem udaji v EU podle

natizeni (EU) 2016/679.

DoloZka 11

N&prava

a)Dovozce udaju transparentné ave snadno
pfistupném formatu informuje subjekty tudaja
prostiednictvim individudlniho oznameni nebo na

svych internetovych strankach o kontaktnim misté
opravnéném vyftizovat stiznosti. Takové misto
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promptly with any complaints it receives from a
data subject.

Clause 12
Liability
(a)Each Party shall be liable to the other Party/ies for

any damages it causes the other Party/ies by any
breach of these Clauses.

(b)Each Party shall be liable to the data subject, and
the data subject shall be entitled to receive
compensation, for any material or non-material
damages that the Party causes the data subject by
breaching the third-party beneficiary rights under
these Clauses. This is without prejudice to the
liability of the data exporter under Regulation
(EV) 2016/679.

(c)Where more than one Party is responsible for any
damage caused to the data subject as a result of a
breach of these Clauses, all responsible Parties
shall be jointly and severally liable and the data
subject is entitled to bring an action in court
against any of these Parties.

(d)The Parties agree that if one Party is held liable
under paragraph (c), it shall be entitled to claim
back from the other Party/ies that part of the
compensation  corresponding  to its/their
responsibility for the damage.

(e) The data importer may not invoke the conduct of a
processor or sub-processor to avoid its own
liability.

Clause 13

Supervision

not applicable

SECTION Il - LOCAL LAWS AND
OBLIGATIONS IN CASE OF ACCESS BY
PUBLIC AUTHORITIES

Clause 14

Local laws and practices affecting compliance
with the Clauses

not applicable
Clause 15

Obligations of the data importer in case of access
by public authorities

not applicable

neprodlené vyfidi jakékoli stiznosti, které od
subjektu udaja piijme.

Doloika 12

Odpovédnost

a)Kazda strana je viéi druhé strané/ostatnim stranam
odpovédna za jakoukoli wjmu, kterou druhé
strané/ostatnim strandm pii poruseni té€chto dolozek
zplsobi.

b)Kazda strana je odpovédna vici subjektu udaji
a subjekt udaji ma narok na nahradu jakékoli
hmotné nebo nehmotné Gjmy, kterou strana zptisobi
subjektu udaji poruSenim prav nalezejicich
opravnéné tieti strané na zakladé téchto dolozek.
Tim neni dotCena odpovédnost vyvozce udaja
podle natizeni (EU) 2016/679.

C)Pokud je za Ujmu zplsobenou subjektu tdaji
v disledku poruseni téchto dolozek odpovédna
vice nez jedna strana, nesou spole¢nou
a nerozdilnou odpovédnost vsSechny odpovédné
strany a subjekt udajii je opravnén proti kterékoli
Z téchto stran podat Zzalobu u soudu.

d)Smluvni strany se dohodly, Ze pokud je jedna ze
smluvnich stran odpovédna podle pismene c), je
opravnéna  pozadovat od druhé smluvni
strany/ostatnich smluvnich stran zpét ¢ast nahrady
ujmy odpovidajici jeji odpovédnosti za ujmu.

e)Dovozce Udaji se nemize dovolavat jednani
zpracovatele nebo dil¢itho zpracovatele, aby se
vyhnul své vlastni odpovédnosti.

DoloZka 13
Dohled
neuplatnéno

ODDIL Il — MISTNi PRAVNI PREDPISY
A POVINNOSTI  VPRIPADE  PRISTUPU
ORGANU VEREJNE MOCI

Dolozka 14

Mistni pravni piedpisy a postupy majici dopad na
dodrzovani doloZek

neuplatnéno
Dolozka 15

Povinnost dovozce udaji v pripadé pristupu
organt vefejné moci

neuplatnéno
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SECTION IV - FINAL PROVISIONS
Clause 16
Non-compliance with the Clauses and termination

(a) The data importer shall promptly inform the data
exporter if it is unable to comply with these
Clauses, for whatever reason.

(b)In the event that the data importer is in breach of
these Clauses or unable to comply with these
Clauses, the data exporter shall suspend the
transfer of personal data to the data importer until
compliance is again ensured or the contract is
terminated. This is without prejudice to Clause

14(F).

(c) The data exporter shall be entitled to terminate the
contract, insofar as it concerns the processing of
personal data under these Clauses, where:

(i) the data exporter has suspended the transfer of
personal data to the data importer pursuant to
paragraph (b) and compliance with these
Clauses is not restored within a reasonable
time and in any event within one month of
suspension;

(ii) the data importer is in substantial or persistent
breach of these Clauses; or

(iithe data importer fails to comply with a
binding decision of a competent court or
supervisory authority regarding its obligations
under these Clauses.

In these cases, it shall inform the competent
supervisory authority [for Module Three: and the
controller] of such non-compliance. Where the
contract involves more than two Parties, the data
exporter may exercise this right to termination
only with respect to the relevant Party, unless the
Parties have agreed otherwise.

(d)not applicable

(e)Either Party may revoke its agreement to be bound
by these Clauses where (i) the European
Commission adopts a decision pursuant to
Article 45(3) of Regulation (EU) 2016/679 that
covers the transfer of personal data to which these
Clauses apply; or (ii) Regulation (EU) 2016/679
becomes part of the legal framework of the country
to which the personal data is transferred. This is
without prejudice to other obligations applying to
the processing in question under Regulation (EU)
2016/679.

ODDIL IV - ZAVERECNA USTANOVEN{
Dolozka 16
Nedodrzeni doloZek a vypovézeni

a)Dovozce tdaji neprodlené informuje vyvozce
udaji, pokud neni z jakéhokoli divodu schopen
tyto dolozky dodrzet.

b)Pokud dovozce udaji porusi tyto dolozky nebo neni
schopen tyto dolozky dodrzet, vyvozce udaji
pozastavi predavani osobnich udajii dovozci udaji,
dokud neni dodrZzovani opét zajisténo nebo
smlouva vypovézena. Timto neni dot¢ena dolozka
14 pism. f).

C)Vyvozce udaju je opravnén vypovédét smlouvu
v rozsahu, v némz se jedna o zpracovani osobnich
udaja podle téchto dolozek, pokud:

i) vyvozce udaji pozastavil pifedavani osobnich
udaji dovozcei udaji podle pism. b) a dodrzovani
téchto dolozek neni v primérené lhite
avkazdém piipadé do jednoho meésice od
pozastaveni obnoveno;

ii) dovozce udaju tyto dolozky podstatné nebo
trvale porusuje nebo

iii)dovozce udaju nedodrzi zavazné rozhodnuti
piislusného soudu nebo dozorového ufadu
tykajictho se jeho povinnosti podle téchto
dolozek.

V takovych piipadech o nedodrzeni informuje
pfislusny dozorovy utad [pokud jde o modul 3:
a spravce]. Pokud smlouva zahrnuje vice nez dvé
smluvni strany, mizZe vyvozce idaji toto pravo na
vypovézeni uplatnit pouze ve vztahu k pfislusné
strané, pokud se strany nedohodly jinak.

d)neuplatnéno

e)Kterakoli ze stran muzZe odvolat sviij souhlas s tim,
7ze bude vazana témito dolozkami, pokud 1)
Evropska komise pifijme rozhodnuti podle ¢l. 45
odst. 3 nafizeni (EU) 2016/679 tykajici se
predavani osobnich idajl, na které se tyto dolozky
vztahuji, nebo ii) se natizeni (EU) 2016/679 stane
soucasti pravniho ramce zemé, do které jsou osobni
udaje predavany. Tim nejsou dotéeny dalsi
povinnosti vztahujici se na dotéené zpracovani
podle natizeni (EU) 2016/679.

Clinical Study Agreement - Schedule C|Version 1#

CONFIDENTIAL
Sponsor: Octapharma Pharmazeutika Produktionsges.m.b.H| Protocol: NGAM-12

RedactedRedactedRedactedRedacted

Page Schedule C 7 of 11



Clause 17 Dolozka 17
Governing law Rozhodné pravo

These Clauses shall be governed by the law of a Tyto dolozky se fidi pravem zemé, jez umoziiuje
country allowing for third-party beneficiary rights. uplathiovat prava nalezejici opravnéné tieti strané.
The Parties agree that this shall be the law of the Strany se dohodly, Ze se budou fidit pravem Ceské

Czech Republic. republiky.
Clause 18 Dolozka 18
Choice of forum and jurisdiction Volba soudu a prislu§nost

Any dispute arising from these Clauses shall be

resolved by the courts of the Czech Republic. Veskere spory yyplyvajici z téchto doloZek budou

feSeny soudy v Ceské republice.
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Annex |
A. LIST OF PARTIES

Data exporter(s):

Fakultni nemocnice Brno
as identified in the beginning of these Standard
Contractual Clauses.

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

poverenec@fnbrno.cz

tel: +420 532 232 036

Activities relevant to the data transferred under these
Clauses:

Processing of personal data in connection with the
conduct of the Trial sponsored by data importer in
order to conduct the Trial, including any post-study
activities (such as data reconciliation), comply with
any regulatory requirements, provide assistance
and/or supervise the performance of the clinical trial
agreement or Trial related agreements, to determine
the involvement of the data subjects in
research/studies, to carry out professional
performance evaluation.

This includes, in particular, (i) processing of Trial
team members, including principal investigator, sub-
investigators, research staff (ii).the collection of key
coded personal data from Trial subjects for , analysis,
monitoring and documentation of the patients'
reaction to the medicinal product under the Trial
protocol, processing of the findings obtained and
transfer to the data importer in pseudonymized form
as well as reporting adverse events to the data
importer and the competent authorities.

Role: Processor

Data importer:

Medpace Clinical Research, LLC

as identified in the beginning of these Standard
Contractual Clauses.

The Data importer is a Clinical Research
Organization (CRO) conducting clinical trials, which
may include central laboratory functions, on behalf of
the clinical trial Site

Activities relevant to the data transferred under these
Clauses:

Ptiloha I
A. SEZNAM SMLUVNICH STRAN
Vyvozce (vyvozci) udaji:

Fakultni nemocnice Brno
jak je identifikovana na zacatku téchto Standardnich
smluvnich doloZek.

Jméno, funkce a kontaktni Gdaje kontaktni
osoby:Povétenec pro ochranu osobnich tdaju
poverenec@fnbrno.cz

tel: +420 532 232 036

Cinnosti relevantni pro pfedavani tidajii na zakladé
téchto dolozek:

Zpracovani  osobnich  udaji  ve  spojitosti
s provadénim klinického hodnoceni sponzorovaného
dovozcem udaji za ucelem provadéni klinického
hodnoceni, véetné ¢innosti provadénych po skonceni
studie (napiiklad sesouhlaseni udaji), soulad
sregulaénimi pozadavky, poskytovani asistence
nebo provadéni dohledu nad plnénim smlouvy
o klinickém hodnoceni nebo smluv souvisejicich
s klinickym hodnocenim za ucelem uréeni zapojeni
subjekti udaji do vyzkumu/studii, provadéni
evaluace odborného vykonu.

Patii sem zejména (i) zpracovani Udaji Clenl
vyzkumného tymu, véetné hlavniho zkousSejiciho,
spoluzkousejicich, vyzkumnych pracovnikt, (ii)
shromazd’ovani osobnich udaji subjektt klinického
hodnoceni kodovanych klicem pro ucely analyzy,
monitorovani a dokumentace reakce pacienti na
lécivy  pripravek podle protokolu klinického
hodnoceni, zpracovani ziskanych vysledki a pienos
udajii v pseudonymizované formé dovozci udaji,
stejné jako hlaseni nezadoucich ptihod dovozci udaja
a ptisluSnym organtim.

Uloha: zpracovatel
Dovozce udajii:

Medpace Clinical Research, LLC
jak je identifikovany na zacatku téchto Standardnich
smluvnich dolozek.

Dovozcem udajii je organizace pro klinicky vyzkum
(CRO) provade¢jici klinicka hodnoceni, ktera mohou
zahrnovat centrélni laboratorni funkce, jménem mista
klinického hodnoceni

Cinnosti relevantni pro predavani Gidaji na zaklads
téchto dolozek:
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Processing of pseudonymized personal data of study
subjects and personal data of other non Study subjects
in connection with the conduct of the Study, provided
by Data Exporter in order to conduct the Study,
including any post-study activities (such as data
reconciliation), comply with any regulatory
requirements; provide assistance and/or supervise the
performance of the clinical trial agreement or Trial
related agreements; to carry out professional
performance evaluation.

This includes, in particular, (i) processing of Study
team members, including principal investigator, sub-
investigators, research staff; (ii) processing of key
coded personal data from Study subjects for ,
analysis, monitoring and documentation of the trial
subjects' reaction to the Study Drug under the Study
protocol.

Role: Processor

B. DESCRIPTION OF TRANSFER

Data subjects
The personal data transferred concern the following
categories of data subjects:

e Clinical trial participants (patients)

e Clinical trial site staff and investigators

e Employees of business partners and vendors

Purpose of transfer
The Transfer is necessary for the purpose of the
clinical trial as set forth in the Agreement.

Categories of data
e The personal data transferred concern the
following categories of data:

o address and identification data,

o sensitive data,

o descriptive data.

e The personal data transferred relate to the
following categories of sensitive data:

o all identification numbers issued
by the State (e.g. social security
number, passport, national 1D card
or driving licence,

o all account numbers (including
payment or credit card numbers
and bank account numbers),

o health records that allow personal
identification, hereinafter referred
to as "personal health records"

Zpracovani pseudonymizovanych osobnich udaji
subjektil studie a osobnich udaji jinych subjektl
studie v souvislosti s provadénim studie,
poskytnutych Exportérem dat za ucelem provedeni
studie, v¢etné veskerych Cinnosti po studii (jako je
sladéni  udaji); zajisténi plnéni jakychkoliv
regulacnich pozadavkl; poskytovani pomoci a/nebo
dohledu na provadéni smlouvy o klinickém
hodnoceni nebo smluv souvisejicich se studif,
provadét hodnoceni profesionalni vykonnosti.

To zahrnuje zejména (i) zpracovani ¢lend studijniho
tymu, vcéetné hlavniho feSitele, dil¢ich feSiteld,
vyzkumnych pracovnika; (ii) zpracovani kli¢ovych
kédovanych osobnich udaji od subjekti studie pro
ucely analyzy, sledovani a dokumentace reakce
subjekti hodnoceni na hodnoceny 1€k podle
protokolu studie.

Uloha: spréavce

B. POPIS PREDANI
Subjekty udaji
Predavané osobni tudaje se tykaji néasledujicich
kategorii subjekta tidaji:

e Utastnici klinické studie (pacienti)

e Zaméstnanci a zkouSejici v misté klinického

hodnoceni

e Zaméstnanci obchodnich partner a prodejct
Predéani/Pfedavani je nezbytné pro ucel klinického
zkouseni, tak jak je uvedeno ve smlouve.

Kategorie subjektt daji, jejichz osobni Udaje se
predavaji
e Pfedavané osobni udaje se
nasledujicich kategorii udaja:
o adresni a identifika¢ni tidaje,
o citlivé udaje,
o popisné Udaje.
e Pfedavané osobni udaje se tykaji téchto
kategorii citlivych udajt:
o vSechna identifikacni ¢isla vydana

tykaji

statem (napf. Cislo socialniho
zabezpeCeni, pasu, narodniho
obcanského prikazu nebo

fidi¢ského prikazu,

o vSechna Ccisla ucth (vcetné Cisel
platebnich ¢i kreditnich karet a Cisel
bankovnich ucth),
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(PHR),
biometric information,

all data obtained from the
consumer agency (e.g. reports
from the investigation of an
employee, solvency reports and
solvency scores),

o information indicating race,
ethnicity, national origin, religion,
trade union membership, sex life or
sexual orientation, and criminal
records or criminal charges.

Recipients
The personal data transferred may be disclosed only

to the recipients or categories of recipients indicated
in the applicable approved informed consent form.

Retention Period

The transferred personal data may be kept for no
longer than allowed by applicable law, as indicated in
the Agreement above.

Processing operations

The personal data transferred will be subject to the
following basic processing activities (please specify):
Any operations required by the clinical trial protocol
including but not limited to collection, recording,
organization, structuring, storage, adaptation or
alteration, retrieval, consultation, use, disclosure,
alignment or combination, restriction, anonymization
or archiving.

C. COMPETENT
AUTHORITY
not applicable

SUPERVISORY

o zdravotni zaznamy, které umoziuji
osobni identifikaci, dale pouze
,,osobni zdravotni ﬁdaje“(,,OZU“),

o biometrické informace,

o vSechny udaje ziskané od
spotiebitelské  agentury  (napf.
zpravy z proSetfovani zaméstnance,
zpravy 0 solventnosti a skore
solventnosti),

o data uvadgjici rasu, etnickou
ptislusnost, narodnostni pivod,
nabozenstvi, Clenstvi v odborové
organizaci, sexualni zivot nebo
sexualni orientaci a trestni zaznamy
¢i obvinéni z trestnych ¢int.

Ptijemci
S pfedavanymi osobnimi idaji mohou byt seznameni
pouze piijemci nebo kategorie piijemct (uvedenych
v piislusném schvaleném formulati informovaného
souhlasu.

Doba uchovani

Predavané osobni udaje mohou byt uchovavany ne
déle nez je povoleno pfislusnymi zakony, jak je
specifikovano vySe ve Smlouve .

Povaha zpracovani

Pievadéné osobni iidaje budou podléhat nasledujicim
zakladnim ¢innostem zpracovani (upfesnéte):
Jakékoli operace vyzadované protokolem klinického
hodnoceni, vc¢etné, ale bez omezeni na
shromazd’ovani, zaznamenavani, organizaci,
strukturovani,  ukladani,  pfizpisobeni  nebo
pozménovani, vyhledavani, konzultace, pouZiti,
zvetejnéni, zarovnani nebo kombinace, omezeni,
anonymizace nebo archivace.

C. PRISLUSNY DOZOROVY URAD

neuplatnéno
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