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SMLOUVA S HLAVNIM ZKOUSEJiCiM A
ZARIZENIM O PROVEDENI KLINICKE STUDIE
LECIVEHO PRIPRAVKU

Uzaviena meazi:

American Regent, Inc., se sidlem na adrese 5
Ramsey Road, Shirley, New York, 11967 USA,
spole¢nost je fadné zapsana a fidi se podle prava
statu New York, USA, dédle jen ,Sponzor‘, jednajici
prostrednictvim svého zakonného zastupce KCR s.r.0.
se sidlem v Bratislavé, na adrese Jégeho 8, 821 04
Bratislava, Slovenska republika,

jednajici jménem spoleénosti

KCR S.A., se sidlem ve Var8avé na adrese 6 Postepu
Str., 02-676 Var3ava, Polskd Republika, zapsana v
obchodnim rejstfiku vedeném Okresnim soudem
hlavnihno mésta Var8avy ve Var3avé, 13. obchodni
divize rejstiiku narodnich soudd, pod spisovou
znatkou KRS 0000289542, DIC: 521-31-69-665, s
akciovym kapitalem ve vy3i PLN 571 666.20 (splaceny
v celé vySi), zastoupena panem XXXXXXXXXXXXXX —
plnomocnik, dale pouze jako ,KCR"

a

Institut klinické a experimentalni mediciny, se
sidlem v Praze na adrese Videfiska 1958/9, 140 21,
Praha 4, DIC: CZ00023001, zastoupena Ing. Michalem
Stiborkem, MBA - Tfeditelem, dale pouze jako
JLZarfizeni”

a
XXXXXXXXXXXXXX, dale pouze jako ,Hlavni zkou$ejici

spole¢né dale jako ,Smluvni strany“ nebo jednotlivé
y~omluvni strana“.

VZHLEDEM K TOMU, ZE:

American Regent, Inc. je sponzorem studie nazvané
,Randomizovana, dvojité zaslepena, placebem
kontrolovana studie hodnotici aéinnost a
bezpeénost pfipravku Injectafer® (karboxymaltézy
zelezité) pri 1éEbé srdeéniho selhani pfi nedostatku
zeleza" (dale jen ,Studie®), Cislo protokolu 1VIT15043
spoleéné s naslednymi verzemi protokolu a jeho
dodatky, které jsou do této Smlouvy zaclenény
odkazem (dale jen ,Protokol®);

VZHLEDEM K TOMU, ZE Sponzor prostfednictvim
svého zakonného zastupce uzaviel smlouvu s KCR a
udélii KCR plnou moc, na zakladé které zejména
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CONTRACT WITH THE PRINCIPAL INVESTIGATOR
AND THE INSTITUTION FOR CONDUCTING
MEDICINAL PRODUCT CLINICAL STUDY

Concluded by and between:

American Regent, Inc., with its registered office at 5
Ramsey Road, Shirley, New York, 11967 USA, a
company duly incorporated and existing under the laws
of the State of New York, USA, hereinafter referred to
as “the Sponsor’, acting through its Legal
representative KCR s.r.0. with its seat in Bratislava, at
8 Jégeho Str., 821 04 Bratislava, Slovak Republic,

represented by

KCR S.A. with its registered office in Poland at 6
Postepu Str., 02-676 Warsaw, entered in the register
of entrepreneurs kept by the District Court for the
Capital City of Warsaw in Warsaw, 13" Commercial
Division of the National Court Register under the
number KRS 0000289542, tax identification number
NIP: 521-31-69-665, share capital in the amount of
PLN 571 666.20, represented by Mr. XXXXXXXXXXXXXX
— Proxy, hereinafter referred to as “KCR”

and

Institute for clinical and experimental medicine with
its registered office in Prague, 1958/9 Videriska str.,
140 21 Praha 4, Czech Republic tax identification
number: CZ00023001, represented by Mr. Ing. Michal
Stiborek, MBA — director, hereinafter referred to as the
Jnstitution”

and

XOOOXXXXXXXXXX, hereinafter referred to as “the

Principal Investigator”

hereinafter each referred to as the “Party” and jointly
referred to as “the Parties”.

WHEREAS:

American Regent, Inc. is a sponsor of the clinical
study titled ”A Randomized, Double-Blind, Placebo-
Controlled Study to Investigate the Efficacy and
Safety of Injectafer® (Ferric Carboxymaltose) as
Treatment for Heart Failure With Iron Deficiency
(hereinafter referred to as the “Study”, protocol no.
1VIT15043, together with successive versions of the
protocol and protocol amendments thereto, which is
incorporated herein by reference, (hereinafter referred to
as the “Protocol’);

WHEREAS, Sponsor through its Legal representative,
has entered into an agreement with the KCR and has
granted a power of attorney to KCR pursuant to which
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povéfil KCR provadénim monitorovacich ¢&innosti
spojenych se Studii, v€etné vyjednavani a provadéni
v zajmu Sponzora smluv s Hlavnimi zkou3ejicimi
a/nebo institucemi uc€astnicimi se Studie. V ramci
svych ¢innosti a plné moci byla KCR povéfena
provedenim plateb jmeénem Sponzora Hlavnimu
zkou3ejicimu a institucim u€astnicim se studie, a,

VZHLEDEM KTOMU, ZE Zafizeni disponuje
odpovidajicim vybavenim a vhodnym personalem
s dovednostmi, zkuSenostmi a znalostmi potfebnymi
pro asistenci Hlavnimu zkoudejicimu pfi provadéni
Studie; a

VZHLEDEM K TOMU, ZE Hlavni zkous$ejici se po
pfezkumu Protokolu a Souboru informaci pro
Zkousejiciho hodla u€astnit Studie a zaruluje se, Ze
ma dostatené kompetence, védecké zazemi a
zkuSenosti s provadénim klinickych studii vyZadované
Platnymi zakony a nafizenimi, jak jsou definovany
nize; a

VZHLEDEM K TOMU, ZE Smluvni strany souhlasi, Zze
budou provadét Studii v souladu s podminkami této
Smlouvy.

A VZHLEDEM KTOMU, ZE pii zohlednéni smluv
uvedenych vtéto Smlouvé Smluvni strany souhlasi
s nasledujicimi podminkami:

§ 1. DEFINICE

Smluvni strany se dohodly, Ze nasledujici vyrazy jsou
definovanymi pojmy, na které se odkazuje v této
Smiouvé:

1. ,Platné =zakony a predpisy” znamenaji
podminky, za nichZz se Studie ma provadét,
véetné (i) Protokolu, (ii) pisemnych pokyni
Sponzora, (iii) jakychkoli smérnic pfisludnych
etickych komisi, (iv) spravné lekaiské praxe,
(v) obecné pfijimanych standard( a spravné
klinické praxe a etického chovani (vCetné
aktualni verze Harmonizované ftripartitni
smérnice ICH pro spravnou klinickou praxi
(,ICH-GCP®)) a smérnic Helsinské deklarace,
(vi) Zakonu na ochranu dat a (vii) jakychkoli
prisludnych zakon(, pravidel, pfedpisu a
pokynii véetné, ale nikoliv pouze téch
pouZitelnych pro provadéni Studie a zakonu
vztahujicich se na soukromi, zpracovani
osobnich udaji a ochranu Gdaju véetné
narizeni (EV) 2016/679 Evropského
parlamentu a Rady ze dne 27. dubna 2016 o
ochrané fyzickych osob v souvislosti se
zpracovanim osobnich udajd a o volném
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Sponsor has notably entrusted the KCR with the
performance of monitoring activities for the Study
including the negotiation and execution, on behalf of
Sponsor, of agreements with the Principal
Investigators and/or institutions participating in the
Study. As part of its activities and the power of attorney
the KCR has been entrusted with the responsibility to
make payments on behalf of Sponsor to the Principal
Investigator s and institutions participating in the Study,
and

WHEREAS, the Institution has adequate facilities and
suitable personnel having the skills, experience and
knowledge required to assist the Principal Investigator
in the performance of the Study; and

WHEREAS, the Principal Investigator, upon review of
the Protocol and the Investigator's Brochure wishes to
participate in the Study and assures that they have
sufficient competence, scientific background and
experience in conducting clinical trials required by the
Applicable Laws and Regulations as defined below;
and

WHEREAS, the Parties agree to perform the Study in
accordance with the terms and conditions of this
Contract.

NOW, THEREFORE, for and in consideration of the
mutual covenants contained herein, the Parties agree
to the following terms and conditions:

§ 1. DEFINITIONS

The Parties agree that the following are the defined
terms that are referenced throughout the Contract:

1. “Applicable Laws and Regulations” means
the terms upon which the Study should be
conducted, including (i) the Protocol, (ii)
Sponsor's  written instructions, (i) any
guidelines of the relevant ethics committees,
(iv) good medical practice, (v) generally
accepted standards of current good clinical
practice and ethical conduct (including the
current version of ICH Harmonized Tripartite
Guideline for Good Clinical Practice (“ICH-
GCP”)) and guidelines of the Helsinki
Declaration, (vi) Data Protection Laws and (vii)
any and all applicable laws, rules, regulations
and guidelines, including, but not limited to,
those applicable to the conduct of the Study
and laws relating to privacy, the processing of
personal data and data protection, including
Regulation (EU) 2016/679 of the European
Parliament and of the Council of 27 April 2016
on the protection of individuals with regard to
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10.

11.

pohybu téchto udaji a o zrudeni smérnice

95/46 / ES (obecné nafizeni o ochrané
osobnich udaju).
Stfedisko” znamena Institut klinické a

experimentalni mediciny, Klinika kardiologie,
Videnska 1958/9, 140 21 Praha 4, Ceska
Republika, kde probihaji hlavni ginnosti
spojené s provadénim Studie.

~Smlouva‘ znamena tuto Smilouvu se viemi
jejimi pfilohami a dodatky.

,CRF* znamena formular pro zaznam subjektl
hodnoceni ve formatu pfipravenéem
Sponzorem, dokumentujici podani
Hodnoceného produktu pacientim Studie,
jakoZ i v8echny testy, pozorovani a procedury
spojené se Studii, které mohou byt pfipraveny
také v elektronické formé;

Zakony na ochranu uadajd“ znamena
pfisludne predpisy a mistni pozadavky tykajici
se ochrany osobnich udaji vydaneé pfislusnym
dozoréim ufadem a G¢inneé v pfislusném
obdobi

Zprava o povéfeni® znamena seznam
nalezité kvalifikovanych osob, které Hlavni
zkousejici povéfil vyznamnymi ukoly
souvisejicimi se Studii.

,Tym zkousejicich”“ znamena osoby zahrnuté
ve Zpravé o povéieni, zapojené do provadéni
Studie, vykonavajici Ukoly pod dohledem
Hlavniho zkou$ejiciho a majici narok na
odménu za vykon takovychto ukolQ.

,Hodnoceny produkt® znamena Injectafer®
(karboxymaltéza Zelezita) a pfipadné placebo.

.Soubor informaci pro zkousejiciho"
znamena souhrn Kklinickych a neklinickych
udaju o hodnoceném produktu, které jsou
relevantni pro Studii

-Monitor‘ znamena osobu jmenovanou
Sponzorem nebo KCR, ktera je povéfena
dohlizet na prubéh Studie a zajistit, aby byla
Studie  provadéna, zaznamenavana a
vykazovana v souladu s Platnymi zakony a
piedpisy.

.Regulaéni organy* znamena narodni
regulaéni organy a mistni etickée komise
odpovédné za pfezkum a schvaleni Studie a

10.

11.
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the processing of personal data and of the free
movement of such data and repealing
Directive 95/46/EC (General Data Protection
Regulation)

"Centre” means Institute for clinical and
experimental medicine, Department of
Cardiology, Videfiska 1958/9, 140 21 Prague
4, Czech Republic where the main Study-
related activities are actually conducted.

“Contract” means this Contract along with all
appendices and annexes hereto and any
amendments made thereto.

“CRF” means the case report form in a format
prepared by the Sponsor, documenting the
administration of the Investigational Product to
the Study Subjects as well as all tests,
observations and procedures related to the
Study, which may also be prepared in
electronic form;

“‘Data Protection Laws” means applicable
regulations and local requirements related to
personal data protection issued by the
competent supervisory authority, being in force
from time to time

“Delegation Log” means a list of
appropriately qualified persons to whom the
Principal Investigator has delegated significant
trial-related duties

“Investigating Team” — means individuals
mentioned in Delegation Log, engaged to
conduct the Study, performing tasks under the
Principal Investigator 's supervision and
eligible to receive remuneration for completing
such tasks.

"Investigational Product” means Injectafer®
(ferric carboxymaltose injection) and placebo
(if applicable).

“Investigator's  Brochure” means a
compilation of the clinical and non-clinical data
on the Investigational Product which are
relevant to the Study

“Study Monitor” means a person, appointed
by the Sponsor or KCR, who is entrusted to
oversee the progress of the Study and ensure
that the Study is conducted, recorded, and
reported in accordance with the Applicable
Laws and Regulations.

‘Regulatory Authorities” mean national
regulatory authority and local ethics
committees responsible for the review and
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2.1.

2.2.

2.3.

pouziti Hodnoceného produktu v Ceské
republice.
12. ,Pacienti  studie® znamena  ulastniky

zafazene do Studie s jejich souhlasem, ktefi
splfiuji v8echna kritéria pro zafazeni a Z2adna
kritéria pro vyfazeni stanovena v Protokolu a
kiefi se ulastni Studie v souladu s Platnymi
zakony a piedpisy.

§ 2. PREDMET SMLOUVY.
ZASTOUPENI A GARANCE

Pfedmétem Smlouvy je popis zasad
spoluprace mezi  Sponzorem, Hlavnim
zkou8ejicim a Zafizenim s ohledem na
provadéni Studie, zejména podminek, za
kterych se Studie bude provadét, a rozdéleni
prav a povinnosti Smluvnich stran bé&hem
doby trvani Smlouvy a také po jejim skonceni
a zaniku.

Sponzor timto povéfuje Hlavniho zkousejiciho
a Zafizeni vykonem ¢&innosti spojenych s
provedenim Studie Hodnoceného produktu a
Hlavni zkouSejici a Zafizeni timto pfijimaji
takto svéfene Cinnosti proti odméné ve vysi a
v souladu s pravidly stanovenymi v Pfiloze 1
k této Smlouvé.

Smiluvni strany prohladuji a garantuji, Ze
vSechny jsou zpuUsobilé kuzavieni této
Smiouvy. Hlavni zkousejici prohladuje a
garantuje, Ze je drZitelem v3ech licenci,
povoleni a registraci nezbytnych pro provoz
lekarskych €innosti v misté provadéni Studie a
bude je udrzovat po dobu trvani této Smlouvy
a také, Ze ma nezbytnou kvalifikaci, odbornou
zpusobilost a &asovy prostor pro vykonani
Studie vsouladu s Platnymi zakony a
piedpisy.

§ 3. OBECNE PODMINKY PROVEDENI STUDIE

3.1.

3.2.

Studie bude probihat v souladu s Protokolem,
Smlouvou a v3emi ostatnimi Platnymi zékony
a predpisy.

Protokol ur€uje rozsah a charakter Studie a
podrobné ukony a ¢&innosti nezbytné
souvisejici s provadénim  Studie. Hlavni
zkousejici prohladuje, Ze pieletl Protokol pied
jeno podpisem, a Ze Protokol obsahuje
informace nezbytné pro fadne provedeni
Studie.

2.1

2.2

2.3.
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approval of the Study and the use of the
Investigational Product in Czech Republic.

12. "Study Subjects” mean participants included

in the Study at their consent who meet all of
the inclusion criteria and none of the exclusion
criteria set forth in the Protocol and who may
be involved in the Study in accordance with
the Applicable Laws and Regulations.

§ 2. SUBJECT OF THE CONTRACT.

REPRESENTATIONS AND WARRANTIES

The subject of the Contract is to describe
framework principles for cooperation between
the Sponsor, the Principal Investigator and the
Institution with regard to conducting the Study
in particular on terms and conditions,
according to which the Study will be conducted
and on the division of the rights and
obligations of the Parties during the term of the
Study and after its completion or termination.

The Sponsor hereby entrusts the Principal
Investigator and the Institution with the
performance of the activities connected with
the conduct of the Study of the Investigational
Product and the Principal Investigator and the
Institution hereby accept such entrusted
activities against the remuneration payable in
the amount and in accordance with the rules
stipulated for in Appendix 1 hereto.

The Parties represent and warrant that they
each have the authority to enter into this
Agreement. The  Principal Investigator
represents and warrants that he/she holds the
necessary licenses, permits and registrations
to practice medicine in the jurisdiction where
the Study takes place, and shall maintain them
during the term hereof and has the necessary
qualifications, expertise and time to perform
the Study in accordance with Applicable Law
and Regulations.

§ 3. GENERAL TERMS OF CONDUCING THE STUDY

3.1.

3.2.

The Study will be conducted in line with the
Protocol, with this Contract and all other
Applicable Laws and Regulations.

The Protocol specifies the scope and
character of the Study and details actions
and/or activities which need to be taken in
relation to the Study. The Principal Investigator
represents that they have read and signed the
Protocol and that the Protocol contains
information necessary for proper conduct of
the Study.

Contract with the Principal Investigator and the Institution for Conducting Medicinal Product Clinical Study
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3.3.

Sponzor je opravnén jednostranné zménit
Protokol a takoveto zmény nevyZaduji
uzavieni dodatki ke Smlouvé, dokud tim
nejsou dotéeny prava a/nebo povinnosti
Hlavniho zkousejiciho nebo Zafizeni
vyplyvajici ztéto Smlouvy. Po provedeni
takovéto zmény Sponzor neprodlené obdrzi a
zajisti stanovisko/schvaleni od pfislusného
regulacniho organu a poskytne Hlavnimu
zkoudejicimu a Zafizeni nejnové&jsi verzi
Protokolu.

§ 4. MiSTO STUDIE

Studie bude probihat ve Stfedisku, coZ Zafizeni timto
potvrzuje a dava svlj souhlas k provedeni Studie
v prostorach Stiediska.

5.1

5.2

53

5.4

5.5

§ 5. HODNOCENY PRODUKT

Zafizeni a Hlavni zkousejici souhlasi s tim, Ze
Hodnoceny produkt je vlastnictvim Sponzora.

Sponzor poskytne Zafizeni a Hlavnimu
zkousejicimu Hodnoceny produkt a jakoukoliv
kontrolni latku/placebo, jak je definovano
v Protokolu, bezplatn@ pouze za ugelem
provedeni Studie v souladu s Protokolem a
jakymikoliv Platnymi zakony a predpisy.

Hodnoceny produkt bude podavan pacientim
Studie vyhradné& Hlavnim zkou&ejicim nebo
pod jeho dohledem a v pfisném souladu s
Protokolem.

Zafizeni a Hlavni zkou3ejici nesméji prevadét
ani zpfistupriovat Hodnoceny produkt Zzadne
tfeti strané. Pfi uchovavani, manipulaci a/nebo
likvidaci Hodnoceného produkt jsou Zafizeni a
Hlavni zkouSejici povinni postupovat podle
pokynd Sponzora a/nebo jeho povéfené osoby
a v souladu se v3emi platnymi zakony a

pfedpisy v zabezpelenych, uzamgenych
prostorach pfistupnych pouze personalu
Studie opravnénému k podani Hodnoceného
produktu. Piistupu tfetich stran k
Hodnocenemu produktu musi byt zabranéno.
Zafizeni a Hlavni zkousejici neprodlené
oznami Sponzorovi jakékoliv pfipady

neopravnéneho pfistupu, ztraty, odcizeni nebo
zneuziti Hodnoceného produktu.

Po dokonéeni nebo po pfed€asném ukonéeni
Studie musi byt sestaven konecny soupis
v8ech klinickych pomiicek a nevyuzita &ast
hodnoceneho pfipravku bud  vracena

3.3
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The Protocol can be unilaterally amended by
the Sponsor and such amendment does not
require an annex hereto, unless it affects the
Principal Investigator’s or the Institutions rights
and/or obligations arising from this Contract.
Upon implementation of such amendment,
Sponsor shall immediately obtain and ensure
the opinion/approval of the relevant Regulatory
Authorities and shall provide the Principal
Investigator and the Institution with the latest
version of the Protocol.

§4. PLACE OF STUDY

The Study will be conducted at the Centre which the
Institution hereby acknowledges and grants its consent
for conducting the Study in the Centre’s premises.

5.1

5.2

5.3

54

55

§ 5. INVESTIGATIONAL PRODUCT

The Institution and the Principal Investigator
acknowledge that the Investigational Product
is owned by the Sponsor.

The Sponsor will provide the Institution and the
Principal Investigator with the Investigational
Product and any control/placebo materials as
defined in the Protocol free of charge solely for
the purpose of the Study in accordance with
the Protocol and any Applicable Laws and
Regulations.

The Investigational  Product will be
administered to the Study Subjects solely by or
under supervision of the Principal Investigator
and in strict compliance with the Protocol.

The Institution and the Principal Investigator

shall not transfer or make available
Investigational Product to any third party.
Institution and Principal Investigator shall
store, handle and/or dispose of the
Investigational Product according to

instructions of the Sponsor and/or its designee
and in compliance with all Applicable Laws
and Regulations in a secured, locked area
accessible only to the study personnel
authorized to dispense the Investigational
Product.  Third-party access to the
Investigational Products shall be prevented.
The Institution and the Principal Investigator
shall promptly report to the Sponsor any cases
of the unauthorized access, as well as loss,
theft, misuse of the Investigational Product.

When the Study is completed, or if it is
prematurely terminated, a final inventory of all
clinical supplies must be compiled and the
remainder of the unused Investigational

Contract with the Principal Investigator and the Institution for Conducting Medicinal Product Clinical Study
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5.6

§ 6.

6.1.

6.2.

6.3.

6.4.

Sponzorovi, nebo po pfedchozim uvédomeéni
Sponzora a umozZnéni pfevzeti Sponzorem
vlastnictvi dokument(l Studie zlikvidovana
v prostorach Zafizeni, v souladu s psanymi
mistnimi pfedpisy Zafizeni pfijatelnymi v dane
lokalité.

Zafizeni a Hlavni zkousejici souhlasi s tim, Ze
nebudou upravovat Hodnoceny produkt nebo
jeho obaly.

POVINNOSTI HLAVNIHO ZKOUSEJiCiHO

Hlavni zkousejici se zavazuje provadét Studii
v Zafizeni s nejvy$8i svédomitosti a v souladu
s Podminkami Studie. Za uéelem spravného
plnéni pfedmétu smlouvy je Hlavni zkou3ejici
povinen Uc€astnit se schiizek se zkouSejicimi
na naklady Sponzora.

Hlavni zkou3ejici se zavazuje skladovat
Hodnoceny produkt v souladu s podminkami
stanovenymi Sponzorem a zaznamenavat
aktualni mnozstvi Hodnoceného produktu, s
pfinlédnutim k mnoZstvi Hodnoceného
produktu dodaneého Sponzorem, pouzZivaneho
pro jednotlivé Pacienty, a mnoZstvi
Hodnoceného produktu nevyuzitého v pribéhu
Studie.

Hlavni zkous$ejici se zavazuje chranit osobni
Udaje Pacientl ziskané v souvislosti s
provadénim Studie, jednat v souladu s
podminkami sbéru a vykazovani udaju a
zejména neupravovat Podminky Studie bez
pfedchozi dohody a vyslovného pisemného
souhlasu spole€nosti KCR, pokud takova
Uprava neni nutna z davodu zdravotniho stavu
Pacienta. V takovém pfipadé Hlavni zkou$ejici
bezodkladné o takove situaci informuje
spoleénost KCR.

Hlavni zkou3ejici vede Tym zkousejicich
slozeny z osob uvedenych ve Zpravé o
povéfeni, které jsou povéfeny Hlavnim
zkou$ejicim k provedeni Studie, plnéni ukoll
pod dohledem Hlavniho zkou$ejiciho a maijici
narok na ziskani odmény za dokondeni
takovychto ukoll (dale jen ,Tym zkouSejicich®)
a nese odpovédnost za &innost a necinnost
osob, které jsou ¢&leny Tymu zkousejicich
stejné, jako by takové jednani provadél d&i
neprovadél sam Hlavni zkou3ejici. Hlavni
zkou3ejici se zavazuje informovat €leny Tymu
zkousejicich o jejich povinnostech nutnych
k dodrZeni teto Smiouvy.

5.6

6.1.

6.2.

6.3.

6.4.
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Product will be either returned to Sponsor or,
after having first informed Sponsor and
allowing Sponsor the option to take ownership
of such Study documents, destroyed at
Institution’s  facility, per the Institution’s
documented locally accepted policies.

Institution and Principal Investigator agree not
to modify Investigational Product or its
containers.

§ 6. OBLIGATIONS OF THE PRINCIPAL
INVESTIGATOR

The Principal Investigator undertakes to
conduct the Study at the Institution with the
highest diligence and in compliance with the
Study Terms. For the purpose of correct
performance of the subject of the Contract, the
Principal Investigator is obliged to participate
in investigator meetings at the Sponsor’s
expense.

The Principal Investigator undertakes to store
the Investigational Product according to the
conditions stipulated by the Sponsor and to
record the quantity of the Investigational
Product on a current basis, taking into account
the quantity of the Investigational Product
delivered by the Sponsor, used by each Study
Subject and the quantity of the Investigational
Product unused during the Study.

The Principal Investigator undertakes to
protect the personal data of the Study Subject
received in connection with carrying out the
Study, comply with terms of data collection
and reporting and particularly not to amend the
Study Terms without prior agreement with and
explicit written consent of KCR, unless such
amendment is necessary due to health
condition of the Study Subject. In such a case,
the Principal Investigator shall immediately
notify KCR of the situation.

The Principal Investigator leads the
investigating team composed of persons as
mentioned in Delegation Log engaged by the
Principal Investigator to conduct the Study,
performing tasks under Principal Investigator's
supervision and  eligible to receive
remuneration for completing such tasks
(“Investigating Team”) and is responsible for
activity and inactivity of persons who are
members of the Investigating Team, as if such
actions have been taken or not taken by the
Principal Investigator himself. The Principal
Investigator undertakes to inform members of
the Investigating Team of their obligations
necessary to fulfil this Contract.
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6.5.

6.6.

6.7.

6.8.

6.9.

7.1.

Hlavni zkou3ejici se zavazuje, Ze bez
vyslovneho predchoziho pisemného souhlasu
Sponzora nezada subdodavateli pInéni
jakékoli &asti Smlouvy nikomu jinému nez
osobam uvedenym ve Zpravé o povéfeni, jinak
je tato Smlouva neplatna a neucinna.

Hlavni zkous$ejici timto prohladuje, Ze Hlavni
zkou3ejici ani zadny ¢len Tymu zkou$ejicich
(1) neni vySetfovan ze strany Gfadu, véetné,
ale nikoliv pouze regulaénich organd, nehrozi
mu vylouéeni z lékafske komory, (2) neni v
soucasné dobé& vylouten, (3) netekda na
slySeni o diskvalifikaci a (4) nebyl regula&nimi
organy diskvalifikovan jinym zpuasobem. V
pfipadé, Ze nastane néktera z vy$e uvedenych
skute€nosti, Hlavni zkou3ejici to okamzité
oznami Sponzorovi/KCR.

Hlavni zkouSejici prohladuje a garantuje, Ze
ma zakonnou pravomoc k uzavieni této
Smlouvy a Ze podminky této Smlouvy nejsou v
rozporu s zadnymi jinymi smlouvami, jimiz je
pravné vazan.

Pokud Hlavni zkouS$ejici neni schopen spinit
své zavazky podle teto Smlouvy, Hlavni
zkou3ejici a/nebo Zafizeni o této skutenosti
neprodlené informuji Sponzora. Zafizeni nebo
Hlavni zkou3ejici vynaloZi ve$keré pfiméfene
usili, aby nalezl nahradu pfijatelnou pro
Sponzora i Zafizeni. Pokud neni mozné najit
oboustranné pfijatelnou  nahradu, maze
Sponzor tuto Smlouvu ukongit podle ¢lanku 14
této Smlouvy.

Hlavni zkou$ejici bude také jednat jako
narodni koordinator pro Studii ve své zemi a
bude plnit nasledujici dodate&né ukoly: (i)
pocateéni pfedloZzeni Studie pfislusné Etické
komisi (je-li poZadovano); (ii) komunikace s
Etickou komisi v prubéhu Studie (je-li
pozadovano); (iiy komunikace s ostatnimi
zkousejicimi zapojenymi do studie v jeho zemi;
(iv) konzultace a poradenstvi v otazkach
Studie; a (v) aktivni ucast na schizce
zkousejicich tykajici se Studie.

§ 7. POVINNOSTI ZARIZENIi

S cilem zajistit odpovidajici plnéni povinnosti
vyplyvajicich z této Smlouvy se Zafizeni dale
zavazuje:

a) poskytnout vhodné misto pro provadeéni
Studie (pro testovani Pacientl, provadéni
dodate¢nych testy, skladovani

6.5.

6.6.

6.7.

6.8.

6.9.

7.1.
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The Principal Investigator undertakes not to
subcontract the performance of any part of the
Contract other than to the persons mentioned
in the Delegation Log, without the explicit prior
written consent of the Sponsor, otherwise null
and void.

The Principal Investigator hereby represents
that neither Principal Investigator nor any
member of the Investigating Team (1) is under
investigation by the authorities including but
not limited to regulatory authorities for
debarment action or (2) is presently debarred
or (3) has a disqualification hearing pending or
(4) has otherwise been disqualified by the
regulatory authorities. In the event any of the
foregoing occurs, Principal Investigator will
immediately notify the Sponsor/KCR.

The Principal Investigator represents and
warrants that he/she has the legal authority to
enter into this Contract and that the terms of
this Contract are not in conflict with any other
contracts to which he/she is legally bound.

If Principal Investigator is unable to perform
the obligations under this Contract, Principal
Investigator and/or the Institution shall
immediately notify the Sponsor about that fact.
The Institution or Principal Investigator shall
use all reasonable endeavors to find a
replacement acceptable to both - the Sponsor
and the Institution. If no mutually acceptable
replacement can be found, the Sponsor may
terminate this Contract pursuant to Article 14
hereto.

Principal Investigator will also act as the
National Coordinator in his country for the
Study and will perform the following additional
tasks: (i) initial submission of Study to the
appropriate Ethics Committee (if required); (ii)
communication with the Ethics Committee
throughout the Study (if required); (iii)
communication with the other investigators
involved in the Study in his/her country; (iv)
consultation and advice on the Study issues;
and (v) active participation in the investigator’s
meeting related to the Study.

§7. OBLIGATIONS OF THE INSTITUTION

In order to ensure adequate performance of
the obligations under this Contract, the
Institution also undertakes to:

a) provide an appropriate location for
conducting the Study (to examine the
Study Subjects, perform additional tests,
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b)

c)

d)

e)

dokumentace Studie),

vyhradit odpovidajici mnozstvi ¢asu
zaméstnancim Zafizeni, pokud je to
nutne, a jmenovat vysoce kvalifikované
pracovniky kuc€asti na Studii, je-li to
potieba,

poskytnout pfipojeni k internetu,

evidovat a  zajistit fadny obéh
Hodnoceneho produktu v aredlu Zafizeni.
Hodnoceny produkt bude poskytovan
pouze pro potfeby Studie. Odména
Zafizeni uvedena v Priloze 1 ktéto
Smlouvé zahrnuje také odménu splatnou
za evidenci a poskytnuti Hodnoceného
produktu. Zafizeni navic musi Hlavnimu
zkou$ejicimu  umoznit  plnéni  jeho
povinnosti spojenych s Hodnocenym
produktem, které jsou stanoveny v
platnych zavaznych pravnich pfedpisech,

umoznit KCR/Sponzorovi/mistnim nebo
zahraniénim  organim/organizacim a
nezavislym auditorim, ktefi se zabyvaji
dohledem/inspekci/kontrolou klinickych
studii, provést inspekci/kontrolu/ audit
postupll &i zafizeni, ktera se pouzivaji ve
Studii, a také provést
inspekci/kontrolu/audit dokumenta,
tykajicich se Studie, v€etné zdravotni
dokumentace vSech Pacienti u€astnicich
se Studie pfi dodorzeni veSkerych Zakonu
na ochranu osobnich udajii. Sponzor musi
byt informovan o v8ech takovychto
kontrolach a bude mit pravo byt pfi nich
pfitomen.

Zafizeni vynalozi veskeré usili
k provedeni naboru Pacientd studie
s cilem jejich ugasti na Studii. Odména za
Pacienta stanovena v Pfiloze 1 zahrnuje
kompenzaci nakladli Zafizeni na nabor
Pacientd, ktefi se mohou u€astnit Studie.
Pokud Zafizeni zjisti, Ze i pfes veSkere
usili nemaze vyhledat a uskuteénit nabor
daldich Pacientl, Zafizeni to neprodlené
oznami Sponzorovi a Sponzor muze
nafidit Zafizeni dokongit Studii s ucasti jiz
nalezenych Pacientll nebo mize ukongit
tuto Smlouvu v souladu s ¢lankem 14. Pii
provadéni Studie je dulezity &as, proto
musi Hlavni zkouS$ejici vynaloZit veSkere
usili k rychlému dokoné&eni Studie.

b)

c)

d)

e)
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store the documentation of the Study),

allocate an appropriate amount of time of
the employees of the Institution, if they are
required, and to appoint highly qualified
personnel to the Study, if required,

provide access to the Internet,

register and to ensure the proper
circulation of the Investigational Product in
the Institution’s territory. Providing the
Investigational Product shall be done for
the Study needs only. The Institution’s
remuneration, mentioned in Appendix 1
hereto, includes also the remuneration due
for registration and provision of the
Investigational Product. Moreover the
Institution shall enable the Principal
Investigator to  fulfil his/her duties
connected with the Investigational Product,
which are specified in mandatory law in
force,

enable KCR/Sponsor/the local or foreign
organs/organizations and the independent

auditors dealing with
supervision/inspections/controls  of the
clinical studies to perform
inspections/controls/audits of the
procedures, equipment used in the Study,
and also to perform

inspections/controls/audits the documents
regarding the Study, including the medical
documentation of all the Study Subjects
participating in the Study in compliance
with all Personal Data Protection Laws.
Sponsor shall be notified of all such
inspections and shall have the right to be
present.

Institution will use its best efforts to recruit
Study Subjects to participate in the Study.
The fee per Study Subject set forth in
Appendix 1 includes payment to Institution
for recruitment expenses for subjects to
participate in the Study. In the event that
Institution determines at any time that it,
through use of best efforts, cannot locate
and retain additional subjects, Institution
shall promptly notify Sponsor, and Sponsor
may instruct Institution to complete the
Study as to those subjects then located, or
Sponsor may terminate this Agreement
pursuant to Article 14. Time is of the
essence in the performance of the Study,
and Principal Investigator shall use his best
efforts to promptly complete the Study.
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7.2.

9)

h)

)

Bez

Zafizeni  ziska veS8kera laboratorni
hodnoceni povaZzovana za nezbytna
Hlavnim  zkou$ejicim  studie  nebo

vyZadovana Protokolem.

Zafizeni poskytne klinicke sluzby, ktere
jsou poskytovany bézné v souladu
s normami v daném odvétvi, a které
Zafizeni povaZuje za nezbytneé pro
provedeni Studie, pfitemzZ se rozumi, Ze
ani Sponzor ani Zafizeni nenesou
odpovédnost za pfipadné Iékairské
naklady na bézZnou urovein péce, které
Pacientim studie uhradi & neuhradi
pojistovna. Zafizeni nebude uétovat
Pacientim studie ani jinym tfetim stranam
naklady na hodnoceny pfipravek. Zafizeni
nebude uétovat Pacientim studie ani
jinym tfetim stranam naklady na polozky a
sluzby souvisejici se Studii, s vyjimkou
pfipadl, kdy to dovoluji platna pravidla
dané tfeti strany pro kryti nakladu.

Zafizeni zajisti, aby pfed svoji ucasti na
Studii podle 21 C.F.R. Cast 54 Hlavni
zkoudejici a jakykoli daldi Zkou3ejici
vyplnil a vratil Sponzorovi formulaif FDA
1572 a formulai OsvédcEeni o zvefejnéni
finan¢nich udaju poskytnuté Sponzorem.
Hlavni zkou3ejici a jakykoli dalSi
Zkoudejici neprodlené& oznami Sponzorovi
jakoukoli potifebu revize svého formulaie
FDA 1572 nebo Osvéd&eni o zvefejnéni
finanénich 0daji bé&hem doby platnosti
této smlouvy a po dobu dvou (2) let po
ukongeni Studie. Na zakladé pisemne
Zadosti Sponzora po dokonéeni Studie

Hlavni zkou3ejici a jakykoli dalSi
Zkousejici poskytnou Sponzorovi
aktualizovany formulai OsvédCeni o

zvefejnéni finan¢nich udaja.

Zafizeni bude odpovédné za vydaje
vznikle pfi poskytovani sluZeb, jak je
uvedeno v tomto ¢lanku 7, a kromé toho
odpovédné za uhradu pravnich nakladi
Zafizeni, ktere vznikly Zafizeni v
souvislosti se Studii, pokud tyto pravni
naklady nejsou hrazeny v  ramci
kompenzace od Sponzora uvedené v
Clanku 15. Zafizeni bude vyhradné
odpovédné za platy, federalni a statni
poplatky, kompenzace pro pfipady
pracovniho Urazu a mimoplatové vyhody
svych zaméstnanci

souhlasu

pfedchoziho  pisemného

spole¢nosti KCR nesmi Zafizeni za zadnych
okolnosti nahradit Hlavniho zkou3ejiciho jinou
osobou, véetné pfipadu odchodu Hlavniho

7.2.

9)

h)

)
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Institution will obtain such laboratory
evaluations as are deemed necessary by
the Principal Investigator for the Study or
are called for by the Protocol.

Institution shall  furnish such clinical
services as are normally provided in
accordance with industry standards and as
are deemed necessary by Institution for
performance of the Study, it being
understood that neither Sponsor nor
Institution is responsible for any medical
expenses for ordinary standard of care for
which Study Subjects may be reimbursed
under insurance Institution shall not bill
Study Subjects or third party payors for
Investigational Product. Institution shall not
bill Study Subjects or third party payors for
Study-related items and services, except
as permitted by applicable payor coverage
rules.

Institution shall ensure that, prior to their
participation in the Study, pursuant to 21
C.F.R. Part 54, Principal Investigator and
any sub-investigator complete and return to
Sponsor Form FDA 1572 and the Financial
Disclosure Certification form provided by
Sponsor.  Principal Investigator and any
sub-investigator shall promptly notify
Sponsor of any required revision to their
Form FDA 1572 or Financial Disclosure
Certification during the term of this Contract
and for two (2) years following completion
of the Study. Upon Sponsor's written
request following completion of the Study,
Principal Investigator and any sub-
investigator will provide an updated
Financial Disclosure Certification form to
Sponsor.

Institution shall be responsible for the
expenses incurred in providing the services
as set forth in this Article 7 and in addition,
shall be responsible for paying Institution’s
legal expenses incurred by Institution in
connection with the Study, unless such
legal expenses are covered under the
indemnity from Sponsor set out in Article
15. Institution shall be solely responsible
for the salaries, federal and state
withholding, workmen’s  compensation
benefits and fringe benefits of its
employees.

The Institution shall under no circumstances
substitute Principal Investigator with another
person without KCR's prior written approval,
including the case of Principal Investigator 's
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7.3.

7.4.

7.5.

8.1.

8.2.

§8.

zkousejiciho ze Zafizeni. V pfipadé odchodu
Hlavniho zkou$ejiciho nebo jeho neschopnosti
provadét Studii Zafizeni okamZité informuje
Sponzora/KCR a podnikne veskeré pfiméfené
usili ktomu, aby nalezlo nahradu pfijatelnou
jak pro Sponzora, tak i pro Zafizeni. Pokud
nebude nalezena nahrada pfijatelna pro obé
strany, Sponzor muze ukonéit tuto Smiouvu
podle ¢lanku 14 této Smiouvy.

Sponzor/KCR poskytne Zafizeni pomucky
nezbytné pro provedeni Studie, a to na
naklady Sponzora/KRC. Pomicky budou
pouZivany pouze pro ucely Studie, pokud KCR
a/nebo Sponzor nerozhodnou jinak. Zafizeni
zajisti  pfiméfenou peéc€i pfi  pouZivani a
bezpeéném skladovani pomucek.

Zafizeni timto prohlasuje, Ze Hlavni zkou3ejici
a Clenovée Tymu zkouSejicich nejsou
vySetfovani ze strany uradl, véetné, ale nikoliv
pouze regulaénich organd, nebylo pozadano o
jeho vylouceni, (2) nejsou v soucasné dobé
vylou€eni, (3) nelekaji na slySeni o
diskvalifikaci a (4) nebyli regulagnimi organy
diskvalifikovani jinym zpusobem. V pfipadé, ze

nastane néktera z vy%e uvedenych
skutetnosti, Zafizeni to okamzité oznami
Sponzorovi.

Zafizeni prohladuje a garantuje, 2e ma

zakonnou pravomoc uzaviit tuto Smlouvu a Ze
podminky této Smlouvy nejsou v rozporu s
Zadnymi jinymi smlouvami, jimiz je pravné
vazano.

POVINNOSTI SPONZORA. MONITORING

Sponzor jednajici prostfednictvim KCR bude
dohlizet na Studii v Zafizeni prostfednictvim
osob opravnénych k dohlizeni na Studii a
zavazuje se poskytnout maximalni souginnost
zafizeni a Hlavnimu zkou$ejicimu, pro fadny
chod Studie, v€etné zajisténi komunikace se
viemi Regulaénimi organy.

Sponzor jednajici prostifednictvim spole€nosti
KCR nebo jinych tfetich osob jmenovanych
Sponzorem se zavazuje poskytnout Zafizeni a
Hlavnimu zkou$ejicimu zdarma Hodnoceny
produkt, Protokol a potfebnou dokumentaci
(formulafe pro zaznam subjektt hodnoceni,
deniky Pacienta, dotazniky atd.) a take
pokyny, které musi Hlavni zkou3ejici a Tym
zkousejicich pfi provadéni Studie uplatihovat a
dodrZovat.

7.3.

7.4.

7.5.
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departure from the Institution. In the event of
Principal Investigator's departure or inability to
perform the Study, Institution shall immediately
notify Sponsor/KCR and shall use all
reasonable endeavors to find a replacement
acceptable to both the Sponsor and the
Institution. If no mutually acceptable
replacement can be found, the Sponsor may
terminate this Contract pursuant to Article 14
hereto.

The Sponsor/KCR will provide the Institution
with supplies necessary for carrying out the
Study, at Sponsor's/KRC’s expense. The
supplies will be used for the purposes of Study
only, unless KCR and/or Sponsor decide
otherwise. The Institution shall ensure the
reasonable care in the use and secure storage
of the supplies.

The Institution hereby represents that the
Institution, Principal Investigator and member
of the Investigating Team (1) are not under
investigation by the authorities including but
not limited to regulatory authorities for
debarment action or (2) are not presently
debarred or (3) have no disqualification
hearing pending or (4) have not otherwise
been disqualified by the regulatory authorities.
In the event any of the foregoing occurs, the
Institution will immediately notify the Sponsor.

The Institution represents and warrants that it
has the legal authority to enter into this
Contract and that the terms of this Contract
are not in conflict with any other contracts to
which it is legally bound.

§ 8. OBLIGATIONS OF SPONSOR. MONITORING.

8.1.

8.2.

The Sponsor, acting through KCR shall
monitor the Study in the Institution through the
persons, who are duly entitled to monitor the
study and undertakes to provide maximum
interoperability between the Institution and the
Principal Investigator for the proper functioning
of the Study, including ensuring
communication with all Regulatory Authorities.

The Sponsor, acting through KCR or other
third parties indicated by the Sponsor
undertake to provide the Institution and the
Principal Investigator, free of charge, with
Investigational Product, the Protocol, and the
necessary documentation (CRFs, Study
Subject’s diaries, questionnaires, etc.) as well
as any instructions to be applied and followed
by the Principal Investigator and the
Investigating Team to conduct the Study.
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8.3.

8.4.

9.1.

9.2.

9.3.

9.4

VySe uvedené materidly zlOstavaji vlastnictvim
spole€nosti KCR nebo Sponzora po celou
dobu Studie a nasledné po jejim dokonceni.
Po dokondeni nebo po pfedéasnem ukonéeni
Studie musi byt sestaven koneény soupis
v8ech klinickych pomulcek a nevyuzitd cast
Hodnoceneho  pfipravku bud  vracena
Sponzorovi, nebo po pfedchozim uvédoméni
Sponzora a umoZnéni pfevzeti Sponzorem
vlastnictvi dokumentd Studie zlikvidovana
v prostorach Zafizeni, v souladu s psanymi
mistnimi pfedpisy Zarizeni pfijatelnymi v dané
lokalité.

Sponzor, prostiednictvim spoleé¢nosti KCR, se
zavazuje zaplatit odménu za Studii v souladu s
podminkami stanovenymi v Pfiloze 1 této
Smlouvy.

§ 9. ZPUSOB PROVADENI STUDIE
Pfed zapoletim Studie Hlavni zkou$ejici
pfedloZi spole¢nosti KCR nasleduijici:
a) podepsanou podpisovou stranu Protokolu,

b) aktudlni Zivotopis Hlavniho zkousejiciho a
¢lend Tymu zkousejicich,

c) aktualni lékafske licence (pokud se
vztahuje) a
d) formulai OsvédCeni o  zvefejnéni

finanénich udaju

Prvni Pacient bude zafazen do Studie az po
obdrzeni v8ech pfislusnych regulaénich
souhlas(.

Hlavni zkou$ejici bude dohlizet na nabor
Pacientd tak, aby naplioval etické normy.

Hlavni zkou3ejici zejména zajisti pisemny
souhlas s ucasti ve Studii (,Formular
informovaného  souhlasu®) od kazdeho

Pacienta pfedtim, neZ je takovy Pacient
zafazen do Studie, a poté, co byl Pacient
informovan o jejich podminkach.

Hlavni zkouSejici zajisti, aby zavazne
neZadouci pfihody pozorované mezi Pacienty
byly naleZit¢ zdokumentovany a vykazany
nejpozdéji do 24 (slovy: dvaceti ¢tyf) hodin
poté, co se o takove udalosti dozvi, a to v
souladu s popisem v Protokolu.

8.3.

8.4.

9.1.

9.2.

9.3.

9.4.
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The materials mentioned above shall remain
the property of KCR or the Sponsor at all times
during the Study and following its completion.
When the Study is completed, or if it is
prematurely terminated, a final inventory of all
clinical supplies must be compiled and the
remainder of the unused Investigational
Product will be either returned to Sponsor, or,
after having first informed Sponsor and
allowing Sponsor the option to take ownership
of such Study documents, destroyed at
Institution’s  facility, per the Institution’s
documented locally accepted policies.

Sponsor, through KCR, undertakes to pay
remuneration for the Study on the terms
stipulated in Appendix 1 hereto.

§ 9 MANNER OF CONDUCTING THE STUDY

Prior to commencing the Study, the Principal
Investigator shall submit to KCR:

a) signed signature page of the Protocol,

b) updated Curriculum Vitae of the Principal
Investigator and members of the
Investigating Team,

¢) current medical licenses (if applicable), and

d) financial disclosure form.

The first Study Subject shall only be enrolled
into the Study after obtaining all the relevant
regulatory approvals.

The Principal Investigator shall supervise the
Study Subjects’ enroliment process to ensure
that it is adequate from the perspective of
ethics. In particular, the Principal Investigator
shall obtain from each Study Subject a written
consent (“Informed Consent Form”) to
participate in the Study before such Study
Subject is included in the Study and after the
Study Subject is informed about the terms
thereof.

The Principal Investigator shall ensure that
any serious adverse events observed among
the Study Subjects are adequately
documented and reported not later than
within twenty-four (24) hours after the
moment of becoming aware of such events,
in accordance with the description in the
Protocol.
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9.5.

Zavazne nezadouci pfihody se vykazuji
prostifednictvim provedeni zdznamu v eCRF.
V pfipadé, 2e modul eCRF je nedostupny a
papirové formulafe nebyly poskytnuty, Hlavni
zkou3ejici kontaktuje Monitora studie pomoci
téchto kontaktnich udaju:

American Regent, Inc.
Safety Monitor

Phone: XXXXXXXXXXXXXX
E-mail: X0XO00XXX XXX

9.6.

9.7.

9.8.

9.9.

Jakékoli klinické udaje vztahujici se ke Studii
musi byt okamzité, ale nejpozdéji 3 (slovy: tfi)
pracovni dny po navitévé Pacienta
zaznamenany v lékaiské dokumentaci
Zafizeni a pote zadany do CRF poskytnuteho
KCR nebo Sponzorem. Hlavni zkou$ejici
souhlasi s tim, Ze poskytne zastupcim
sponzor(l, véetné zastupcl KCR, pfistup ke
zdrojové lékaiské dokumentaci a CRF, aby
mohla byt ovéfena pravdivost a Uplnost téchto
dokument(l pfi respektovani Zakon(l na
ochranu udaj.

Sponzor i spole¢nost KCR si vyhrazuji pravo
provést audit dodrzovani Platnych zakonl a
predpis na strané Tymu zkous3ejicich, v€etné
pfiméfenosti postupl a metodologii, které
Zafizeni uplatriuje béhem Studie.

Zafizeni a Hlavni zkou3ejici se zavazuji, Ze
umozni mistnim ¢i zahrani¢nim
organum/organizacim a nezavislym auditoriim
zabyvajicim se dohledem nad / pfezkumem /
kontrolou klinickych studii provadét pfezkum /
kontrolu / audit postupq, pomucek
pouzivanych pfi Studii a také provadét
pfezkumy / kontroly / audity dokumentace
souvisejici se Studii, v&etné zdravotni
dokumentace vSech Pacientll u€astnicich se
Studie.

Zafizeni a Hlavni zkou8ejici se zavazuji, Zze v
tomto ohledu se budou piné Uuéastnit a
spolupracovat pfi takovychto pfezkumech /
kontrolach / auditech. V pfipadé&, Ze jakykoli
vladni organ v&etné Evropske agentury pro
ledive pfipravky (EMA) nebo Americke
agentury pro potraviny a léky (,FDA®) pozada o
provedeni pfezkumu / kontroly / auditu (Studie)
v Zafizeni, Zafizeni neprodlené informuje
Sponzora pfimo nebo prostfednictvim KCR e-
mailem / faxem [/ telefonicky a umoZni
Sponzorovi a/nebo jeho zastupcim, aby byl
pfi tom pfitomni. Zafizeni poskytne Sponzorovi
a/nebo jim povéfenym osobam kopie viech
materiald, korespondence, prohlaseni,
formularil a zaznamu, které Zarizeni obdrzi,

DUVERNE/ CONFIDENTIAL

Serious Adverse Events shall be reported
through entry into the eCRF. In the event that
the eCRF module is unavailable and paper
forms have not been provided for use, the
Principal Investigator will contact the Study
Safety Monitor at:

American Regent, Inc.
Safety Monitor

Phone: XXXXXXXXXXXXXX
E-mail: XXXXXXXXXXXXXX

9.6.

9.7.

9.8.

9.9.

Any clinical data related to the Study shall be
immediately, but no later than three (3)
working days after the Study Subject’s visit,
recorded in the medical documentation of the
Institution and then input to the CRF, as
provided by KCR or the Sponsor. The
Principal Investigator agrees to provide the
Sponsor representatives, including KCR
representatives, with access to source medical
documentation and CRF in order to verify if
such documents are true and complete,
respecting Data Protection Laws

Sponsor and KCR each reserve the right to
hold an audit of the Investigating Team’s
compliance with the Applicable Laws and
Regulations, including adequacy of procedures
and methodologies applied during the Study at
the Institution.

The Institution and Principal Investigator
undertakes to enable the local or foreign
organs/organizations and the independent
auditors dealing with supervision
under/inspections/controls of the clinical
studies to perform inspections/controls/audits
of the procedures, supplies used in the Study,
and also to perform inspections/controls/audits
of the documents regarding the Study,
including the medical documentation of all the
Study Subjects participating in the Study.

The Institution and Principal Investigator
undertakes to fully participate in such
control/inspection/audit and cooperate in this
regard. In the event any governmental
authority, including the European Medicines
Agency (EMA) or U.S. Food and Drug
Administration (“FDA"), request to carry out an
audit/inspection/controls (of the Study) at the
Institution, the Institution shall immediately
notify the Sponsor directly or through KCR by
email/fax/telephone and allow the Sponsor
and/or its designees to be present. The
Institution shall provide to Sponsor and/or its
designees, copies of all  materials,
correspondence, statements, forms and
records that the Institution receives, obtains, or
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9.10.

a)

b)

c)

d)

e)

ziska nebo vygeneruje na zakladé jakéhokoli
takového pifezkumu / kontroly / auditu, vCetné
poskytnuti Sponzorovi nebo jeho zmocnénci
pfiméfené pfileZitosti pfedem se vyjadiit ke
korespondenci vygenerované Zafizenim nebo
pfisluSnym organem. Zavazky Zafizeni podle
tohoto odstavce pfetrvavaji i po ukonéeni nebo
uplynuti této Smlouvy.

Pro zaji$téni odpovidajiciho pInéni zavazki
podle této Smlouvy se Hlavni zkou3ejici take
zavazuje zejmeéna:

vyhradit odpovidajici mnoZstvi ¢&asu a
zodpovédnosti a pfidélit pouze vysoce
kvalifikovany personal na Studii, je-li to mozZné,

nepfijmout 2adny zavazek ugastnit se klinické
studie stejneho charakteru, ale s jinou
organizaci, a pokud se Hlavni zkou$ejici
u¢astni takove studie v dobé& podpisu této
Smlouvy, pak je povinen informovat o tom
Sponzora prostfednictvim spoleénosti KCR;

dokonéit veSkerou dokumentaci ke Studii v
souladu s Protokolem a vratit ji v terminu,

vratit spole¢nosti KCR nebo Sponzorovi zbytky
nepouzitych materidld a  Hodnoceného
produktu, nebo po pfedchozim uvédoméni
Sponzora a umoznéni pievzeti Sponzorem
vlastnictvi dokumentd  Studie zlikvidovat
v prostorach Zafizeni, v souladu s psanymi
mistnimi pfedpisy Zafizeni pfijatelnymi v dane
lokalité, a to bezprostiedné po dokon&eni
Studie;

pfijmout odpovédnost za ztratu nebo $kody na
Vybaveni nebo  materidlech  z ddvodu
prokazatelné nepfiméfeného & nevhodného
pouziti Hlavnim zkou$ejicim nebo jakoukoliv
osobou pod vedenim nebo kontrolou Hlavniho
zkousejiciho;

zajistit od Pacientl zafazenych do Studie jejich
Informovany souhlas s utasti na Studii, ktery

zpfistupni zdravotni dokumentaci Pacienta
Sponzorovi, jeho pravnimu zastupci,
spole¢nosti KCR a jinym osobam jmenovanym
Sponzorem nebo opravnénym  provadét

pfezkum ¢&i audit Studie v souladu s pravnimi
pfedpisy.

9.10.

DUVERNE/ CONFIDENTIAL

generates pursuant to any such
audit/inspection/controls, including providing
Sponsor or its designee a reasonable

opportunity to comment in advance on any
correspondence generated by Institution or to
the appropriate  authority. Institution’s
obligations pursuant to this paragraph shall
survive termination or expiration of this
Contract.

In order to ensure adequate performance of
the obligations wunder this Contract, the
Principal Investigator also undertakes in
particular:

a) to allocate an appropriate amount of time
and responsibility to appoint only highly
qualified personnel to the Study, Iif
applicable,

b) not to assume any obligations to participate
in a clinical study of the same character but
contracted by another entity, and if the
Principal Investigator participates in such
study at the moment of signing this
Contract, the Principal Investigator
undertakes to inform Sponsor through
KCR,

c) to complete all the Study documentation in
accordance with the Protocol and to return
it as scheduled,

d) to return to KCR or to the Sponsor the
remainder of the unused materials and
Investigational Product or, after having first
informed Sponsor and allowing Sponsor
the option to take ownership of such Study
documents, destroyed at Institution’s
facility, per the Institution’s documented
locally accepted policies, immediately after
completion of the Study,

e) to assume responsibility for any damage or
loss of the Equipment or materials caused
by demonstrably inadequate or unfit for the
purpose use by the Principal Investigator or
anyone under the Principal Investigator’'s
control or direction,

f) to obtain from Study Subjects enrolled to
the Study their Informed Consent Form for
participating in the Study, making available
the medical documentation of Study
Subjects to Sponsor, its legal
representative, KCR and other entities
appointed by the Sponsor or entitled to
inspection or audit of the Study in
accordance with the law.
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10.1.

10.2.

10.3.

§ 10. DOBA A ROZSAH STUDIE

Hlavni zkou&ejici se zavazuje provést Studii v
Zafizeni v obdobi stanovenem v Protokolu a
uréeném navrhem Studie (spoleéné nazyvane
L~Lodminky studie®). Mimo toto obdobi zodpovi
Hlavni zkou$ejici v8echny dotazy tykajici se
nedostatk(l klinickych dat, pochybnosti &i
nesrovnalosti. Zména téchto Ihat nezplsobi
nutnost podpisu dodatku k této Smilouvé. V
dobé stanovené spoleénosti KCR zapoc€ne
Hlavni zkou$ejici s naborem Pacientl do
Studie v souladu s Protokolem a v8emi jeho
pfilohami.

Nabor do Studie je konkurenéni. Ocekavany
pocet Pacientll, ktefi maji byt zafazeni na
Pracovisti, je az XXXXXXXXXXxxxX. Na zakladé
rozhodnuti Sponzora si spoleénost KCR
vyhrazuje moznost jednostranné zménit pocet
Pacientdl zahrnutych do Studie v Zafizeni,
zejména pokud se statistickych predpokladi
Studie dosahne diky rychlej§imu naboru
ostatnich zkou$ejicich. Zména ocekavaného
poc¢tu Pacientd nezplsobi nutnost podpisu
dodatku k teto Smiouvé.

Hlavni zkou3ejici se zavazuje neprovadét
nabor dalich Pacientll do Studie, pokud v
Zafizeni neni dostupny Hodnoceny produkt. V
takovém pfipadé Ize dal§iho Pacienta zafadit
na zakladé souhlasu Monitora Studie.

§ 11. DUVERNOST A PRAVO ZVEREJNOVAT

11.1.

VYSLEDKY STUDIE

Veskeré informace tykajici se Studie, v&etné
Hodnoceného produktu, jsou divérné a
chranéné zakonem. Takoveé informace bez
omezeni zahrnuji Soubor informaci pro
Zkoudejiciho, Protokol, pokyny (plati-li),
formulafe pro zaznam subjektdl hodnoceni
(CRF), postupy zkou3eni, védecke udaje a
dalSi dokumenty souvisejici se Studii, které
poskytla spoleénost KCR nebo Sponzor v
prabéhu Studie a informace a udaje vzniklé na

zakladé ¢innosti svéfene Hlavnimu
zkousejicimu a/nebo Zafizeni (dale jen
,Davérné informace"). Duvérné informace

zustavaiji ve vlastnictvi Sponzora.

S vyhradou platnych predpisG se Hlavni
zkoudejici a Zafizeni zavazuji zachovat
mi¢enlivost o v3ech Davérnych informacich
souvisejicich se Studii a nesdélovat Dlivérné
informace tfetim stranam bez pfedchoziho

10.1.

10.2.

10.3.

DUVERNE/ CONFIDENTIAL

§10. STUDY TERM. STUDY TARGET

The Principal Investigator undertakes to
conduct the Study at the Institution, during the
timelines set in the Protocol and determined
by the Study design (collectively referred to as
the “Study Terms”). Outside that period, the
Principal Investigator shall reply to any queries
related to clinical data insufficiencies, doubts,
or discrepancies. The change of those
timelines, shall not cause the necessity of
signing an amendment to this Contract. At the
time indicated by KCR the Principal
Investigator shall commence enrollment of
Study Subjects for the Study in accordance
with the Protocol and all appendices thereto.

The recruitment in the Study is competitive.
The expected number of Study Subjects to be
enrolled at the Site is up 10 XXXXXXXXXXXXXX.
Upon the decision of the Sponsor, KCR
reserves the option to unilaterally change the
number of Study Subjects enrolled for the
Study in the Institution, in particular if the
statistical assumptions of the Study are
achieved due to quicker enroliment by other
investigators. Change of expected number of
Study Subjects does not require an
amendment to the Contract.

The Principal Investigator undertakes not to
enroll any other Study Subjects for the Study if
the Investigational Product is not available at
the Institution. In such a case, the additional
Study Subjects may be enrolled upon consent
of the Monitor.

§ 11. CONFIDENTIALITY AND RIGHT TO PUBLISH

11.1.

11.2.

RESULTS OF THE STUDY

Any information regarding the Study, including
Investigational Product, shall be considered

confidential and legally reserved. Such
information includes without Ilimitation the
Investigator ’s Brochure, the Protocol,

instructions (if applicable), CRF, investigation
methods, any scientific data, and any other
Study documents provided by KCR or the
Sponsor during the Study and information and
data resulting from the work entrusted to the
Principal Investigator and/or to the Institution
(the  “Confidential Information”). The
Confidential Information will remain the
property of the Sponsor.

With reservation of the regulations in force, the
Principal Investigator and the Institution
undertake to keep confidential the Confidential
Information related to this Study and to not
disclose Confidential Information to third
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vyslovného pisemného souhlasu Sponzora. V
takovém pfipadé Hlavni zkou$ejici a/nebo
Zafizeni zajisti, aby tfeti strany zachovaly
mi¢enlivost o Davérnych informacich za
stejnych podminek jako Hlavni zkou$ejici a/
nebo Zafizeni.

Pfipadna data, zavéry a vysledky ziskané v
prabéhu  Studie  zuUstavaji  vlastnictvim
Sponzora. Hlavni zkou3ejici a Zafizeni se
zavazuji nepouZivat, za zadnym ucelem ani v
Zadné formé&, informace, dokumenty a
materialy, véetné vysledkl Studie bez
pfedchoziho vyslovného pisemného souhlasu
Sponzora, jinak je tato Smlouva neplatha a
neucinna. Hlavni zkou3ejici a/nebo Zafizeni
dale neposkytne zadnée informace, dokumenty,
materialy, v€etné vysledkd Studie, Zadnym
tfetim stranam bez pifedchoziho vyslovného
pisemného souhlasu Sponzora, jinak je tato
Smlouva neplatnd a nedadinnd. Pokud v
prubéhu provadéni Studie nebo v souvislosti s
Hodnocenym produktem vzniknou n&jaké nové
vynalezy ¢i objevy, Hlavni zkou3ejici a/nebo
Zafizeni  postoupi v8echna sva prava
du8evniho vlastnictvi v této souvislosti (mimo
jiné take patentova prava) Sponzorovi nebo
tieti strané jmenovane Sponzorem
(,Pfijemce®) bez naroku na daldi odménu.
Hlavni zkousejici a/nebo Zafizeni umoZni
Pfijemci podat Zadost o patent jménem
Pfijemce s celosvétovou platnosti a bude s
Pfijemcem spolupracovat ve vy$e uvedeném
rozsahu.

JelikoZ Studie je multicentrickd, plati povinnost
shromazdit a analyzovat data v souladu s
Protokolem. Jednotlivedm ani  skupinam
zugastnénym na Studii neni dovolena Z2adna
individualni  prezentace nebo zvefejnéni,
dokud nevznikne spoletna publikace. S
vyhradou pfedchozi véty vyZaduje jakékoliv
zvefejnéni vysledki Studie Hlavnim
zkou$ejicim nebo Zafizenim nebo ¢&lenem

Tymu  zkou$ejicich  pfedchozi  vyslovny
pisemny souhlas Sponzora, jinak je tato
Smlouva neplatna a neucinna. Pied

zvefejnénim jakychkoliv materiald tykajicich se
Studie si Sponzor vyhrazuje pravo na kontrolu
takovych materialll a moznost provést zasah a
/nebo zménu.

Povinnost mi€enlivosti se nebude vztahovat na
informace, které prokazatelné: (A) jsou nebo
se stanou vefejné dostupnymi bez zapficinéni
Hlavniho zkou$ejiciho nebo Zafizeni, (B) byly
legitimnim vlastnictvim Zafizeni pfed jejich
zverfejnénim Sponzorem nebo Zafizenim nebo

DUVERNE/ CONFIDENTIAL

parties without Sponsor’s prior explicit written
consent. In such case the Principal
Investigator and/or the Institution shall ensure
that third parties undertake to keep
Confidential Information confidential on the
same principles as the Principal Investigator
and/or the Institution.

Any Study data, conclusions, and results
obtained in the course of the Study shall
remain the property of the Sponsor. The
Principal Investigator and the Institution
undertake not to use, for any purpose and in
any form, any information, documents and
materials, including results of the Study,
without a prior explicit written consent of the
Sponsor, otherwise null and void. Additionally,
the Principal Investigator and/or the Institution
shall not disclose any information, documents,
materials, including results of the Study, to any
third parties without a prior explicit written
consent of the Sponsor, otherwise null and
void. If any new inventions or discoveries arise
from the performance of the Study and in
connection with the Investigational Product,
the Principal Investigator and/or the Institution
shall assign all his/her/its intellectual property
rights in connection therewith (including,
without limitation, patent rights) to the Sponsor
or a third party appointed by the Sponsor
("Recipient"), without entitlement to additional
remuneration. The Principal Investigator
and/or the Institution shall permit Recipient to
file patent applications in Recipient's name
worldwide and shall cooperate with Recipient
in above mentioned scope.

As the Study is a multi-Institution trial, it is
mandatory that the data are pooled and
analysed as stipulated in the Protocol. No
individual presentations or publications will be
permitted by individuals or by subgroups
participating in the Study until a joint
publication appears. With reservation above
mentioned sentence, any publication of Study
results by Principal Investigator or the
Institution or the member of the Investigating
Team requires prior explicit written consent of
the Sponsor, otherwise null and void. Before
publication of any material regarding the
Study, the Sponsor reserves the right to review
such material and provide input and/or
amendments.

The obligation of confidentiality shall not apply
to any information which , as shown by
documentary evidence: (A) is or becomes part
of the public domain through no fault of
Institution or Principal Investigator (B) is in the
lawful possession of Institution prior to its
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jejich jménem, (C) jsou nasledné& obdrZeny
Zafizenim od tfeti strany, ktera neni vazana
povinnosti ml&enlivosti, nebo (D) jsou
vyzadany na zakladé zakona nebo soudniho
pfikazu, (E) jsou schvdleny ke zvefejnéni
pisemnym souhlasem Sponzora, nebo (F)
existuji po dobu 10 (slovy: deseti) let po
dokonceni Studie nebo vyprieni této Smlouvy.
Povinnosti Hlavniho zkou$ejiciho a Zafizeni
podle tohoto paragrafu 11 plati i po ukoncéeni
¢i uplynuti této Smlouvy.

Hlavni zkou$ejici a Zafizeni jsou povinni
dokumenty souvisejici s Pacienty zafazenymi
do Studie a ¢asovym rozvrhem Studie chranit
pfed neopravnénym pfistupem a archivovat po
dobu stanovenou v podminkach Studie nebo
dokud Sponzor nestanovi, Ze Hlavni zkouSejici

a/nebo Zafizeni mGze prestat takové
dokumenty archivovat.
Sponzor a spole€nost KCR maji pravo

zpracovat osobni udaje Hlavniho zkoudejiciho
a Tymu zkouS$ejicich (napf. kfestni jméno,
pfijmeni, adresu bydli§té, misto zaméstnani, e-
mailovou adresu, kontaktni telefon, kvalifikace,
vzdélani, funkci, ¢islo bankovniho uctu, rodné
Cislo, danové identifikadni Cislo) za ucelem
uzavieni této Smlouvy a provadéni Studie.
Prijemci dat mohou byt spole¢nosti patfici do
skupiny, do ktere patfi Sponzor (za
predpokladu, Ze plati zakonny ddavod ke
zpracovani téchto dat), a mistni, mezinarodni
a zahranini regulatorni organy. Zpracovani
osobnich udaju mize byt davodem, pro€ je
nutné je pfevest do jine zemé, kiera
nezajidtuje pfiméfenou ochranu osobnich
udaju (je-li to nutné k pInéni dle této Smiouvy).
Hlavni zkou$ejici ma pravo na pfistup k t€émto
udajum a pravo na jejich opravu. Poskytnuti
osobnich  udajd  Hlavnim  zkou$ejicim
spole¢nosti KCR nebo Sponzorovi nebo jejich
zastupcum je dobrovolné, s vyjimkou téch

udaju, které je Hlavni zkou3ejici povinen
poskytnout podle platnych pravnich
ustanoveni.

Hlavni zkouSejici se zavazuje zaijistit souhlas
¢lend Tymu zkouSejicich se zpracovanim a
pfenosem jejich osobnich Udaji v rozsahu a
za uéely uvedenymi v § 11.7 vy8e a informovat
Cleny Tymu zkou$ejicich o jejich pravech v
souvislosti se zpracovanim jejich osobnich
udaja.

Hlavni zkou$ejici a Zafizeni berou na védomi
a souhlasi s tim, Ze Sponzor a/nebo

DUVERNE/ CONFIDENTIAL

disclosure by or on behalf of Sponsor to
Institution; (C) is subsequently received by
Institution from a third party not bound by
obligation of confidentiality; or (D) is required to
be disclosed by law or court order; (E) is
authorized in writing by Sponsor to be
released; or (F) which exists ten (10) years
after completion of the Study or termination or

expiration of this Contract. Principal
Investigator's and Institution’s obligations
pursuant to this Article 11 shall survive

termination or expiration of this Contract.

The documents related to the Study Subjects
and the Study schedule shall be protected by
the Principal Investigator and the Institution
against unauthorised access and held for the
period defined in Study Terms or until the
Sponsor states that the Principal Investigator
and/or the Institution may cease holding such
documents.

The Sponsor and KCR are authorized to
process the Principal Investigator's, and the
Investigating Team’s personal data (e.g.,
name, surname, home address, place of work,
e-mail address, contact phones, qualifications,
education, position, bank account number,
personal identification number, tax
identification number) for the purpose of this
Contract execution and performance of the
Study. The recipients of data can be the
companies which belong to the group the
Sponsor belongs to (subject to providing legal
grounds for such data processing), and local,
international and foreign regulatory authorities.
The personal data processing may lead to the
necessity to transfer them to a country that
does not provide an adequate level of personal
data protection (if this is necessary to perform
under this Contract). The Principal Investigator
has a right to access such data and the right to
correct them. Providing the personal data by
Principal Investigator to KCR or Sponsor, or
their respective representatives, is voluntary,
except for the data which the Principal
Investigator is obliged to provide under
provisions of the legal regulations in force.

The Principal Investigator undertakes to obtain
consent of the members of the Investigating
Team for their personal data processing and
transferring in the scope and for the purposes
described in § 11.7 above and to inform the
members of the Investigating Team about their

rights related to their personal data
processing.
The Principal Investigator and Institution

acknowledge and agree that the Sponsor
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12.1.

12.2.

a)

b)

spoleénost KCR mohou byt podle Platnych
zakon(l a predpist, Kodexu zvefejfiovani
EFPIA nebo jakéhokoli jineho platného kodexu
vdaném odvétvi pozadani o zvefejnéni
existence a obsahu této Smlouvy a/nebo
jakékoli Castky penéz obdrZzenych Hlavnim
zkoudejicim a ¢&leny Tymu zkou$ejicich a
dalSimi osobami uréenymi Hlavnim
zkoudejicim k pfijimani plateb podle této
Smilouvy a/nebo Zafizenim. Zafizeni a Hlavni
zkousejici podpisem této Smlouvy souhlasi se
shromazdovanim, zpracovanim a
zvefejiiovanim téchto informaci spole¢nosti
KCR a/nebo Sponzorem a poskytne KCR
a/nebo Sponzorovi veskerou soudinnost, jak je
to pozadovano podle Platnych zakonu a
predpisi anebo Kodexu zvefejhiovani EFPIA
nebo jinych kodexd platnych v daném odvétvi
pro takove zvefejnéni. Hlavni zkousejici se
zavazuje ziskat souhlasy ¢€leni Tymu
zkou$ejicich a dalSich osob uréenych Hlavnim
zkousejicim k pfijimani plateb podle této
Smilouvy za pfenos vy$e uvedenych udajl.

§12. OCHRANA UDAJU

Kazda Smluvni strana pfi plnéni svych
povinnosti podle této Smlouvy zajisti, aby
veskeré osobni Udaje, které zpracovavaji v
dasledku provadéni Studie, byly
shromazdovany, ukladany, pouZivany a/nebo
zvefejiiovany v souladu s platnymi Zakony na
ochranu udaj.

Sponzor prohladuje, Ze je spravcem udaji s
ohledem na nasledujici kategorie osobnich
udaju ziskanych v souvislosti se Studii:

osobni udaje a zvlastni kategorie osobnich
udaju Pacientd Studie (jako jsou jména a
pfijmeni, rodna &isla, adresy, telefonni ¢isla, e-
mailové adresy, nahodné pfidélena <cisla,
datum a misto narozeni, hmotnost, vyska a
pohlavi, Ié¢ba, anamnéza a jiné lekaiské udaje
souvisejici s jejich u€asti na Studii) ziskane
pro ugely Studie a pfipadné pro jiné ulely
védeckého vyzkumu v plném rozsahu
povolenem Platnymi zadkony a pfedpisy;

osobni udaje Hlavniho zkou$ejiciho a Tymu
zkousejicich, v&etné&: jmen, pfijmeni, adres,
kontaktnich udajl, odborné praxe, sou¢asnych
a minulych pracovnich pozic, mista vykonu
prace, védeckych tituld, kvalifikaci,
pfedchozich zkuSenosti s klinickymi zkouSkami
a rodnych Cisel pro provadéni Studie a na

12.1.

12.2.

a)

b)

DUVERNE/ CONFIDENTIAL

and/or KCR may be required under Applicable
Laws and Regulations, the EFPIA Disclosure
Code or any other applicable industry code, to
disclose the existence and content of this
Contract and/or any amount of money
received by the Principal Investigator and
members of the Investigating Team and other
persons designated by the Principal
Investigator to receive payments under this
Contract and/or Institution. The Institution and
Principal Investigator hereby consent by
signing this Contract to the collection,
treatment and disclosure of such information
by the KCR and/or the Sponsor and shall
provide all assistance to KCR and/Sponsor as
may be required under Applicable Laws, and
Regulations and/or the EFPIA Disclosure
Code or other industry codes for such
disclosure. The  Principal Investigator
undertakes to obtain consents of the members
of the Investigating Team and other persons
designated by the Principal Investigator to
receive payments under this Contract for the
transfer of the data as referred above.
§12. DATA PROTECTION

Each Party, when performing their obligations
under this Agreement, shall ensure that any
personal data which are processed by them as
a result of the conduct of the Study are
collected, stored, used and/or disclosed in
accordance with the applicable Data
Protection Laws.

The Sponsor declares that it is the data
controller with respect to the following
categories of personal data accrued in
connection with the Study:

personal data and special categories of
personal data of the Study Subjects (such as
names and surnames, national identification
numbers, addresses, telephone numbers, e-
mail addresses, randomization numbers, date
and place of birth, weight, height and sex,
treatment, medical history and other medical
data related to their participation in the Study)
acquired for the purposes of the Study and for
other scientific research purposes, if
applicable, to the fullest extent permitted by
Applicable Laws and Regulations;

personal data of the Principal Investigator and
Investigating Team members, including:
names, surnames, addresses, contact details,
professional experience, current and past
positions, place of work, scientific titles,
qualifications, previous experience in clinical
trials, , national identification numbers for the
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12.3.

12.4.

12.5.

podporu Zadosti pfisludnych regulaénich
organu o schvaleni Hodnoceného produktu.

Aniz by tim byla dotéena vlastni prava Zafizeni
a Hlavniho zkou$ejiciho jako spravcu udaju,
pokud jde o osobni udaje Pacientd Studie
ziskanych bé&hem jejich lekafske ¢innosti,
Smluvni strany se dohodly, ?e pokud jde o
zpracovani osobnich udaji uvedenych v §
12.2a vySe, Zafizeni a Hlavni zkouS$ejici jsou
zpracovateli udaju.

Zafizeni a Hlavni zkou3ejici souhlasi s tim, ze
v rozsahu, v némzZ jsou zpracovateli osobnich
udaju Pacientd Studie, budou tyto osobni
Udaje zpracovavat vyhradné jménem a v
souladu s pokyny Sponzora a jsou povinni
chranit soukromi a ddvérost téchto udaja.
Zafizeni a Hlavni zkou$ejici budou podnikat
fyzicka, technicka a organizaéni opatieni pro
zajisténi bezpecnosti a duavérnosti osobnich
udaji Pacientd studie v souladu s Platnymi
zakony a predpisy a pramyslovymi normami

pouZitelnymi pro takovéto osobni udaje.
Zafizeni a Hlavni zkouSejici nahlasi
Sponzorovi  jakekoliv  porudeni  ochrany

osobnich udaju v souvislosti s osobnimi udaji
Pacientl studie nejpozdéji do 24 hodin poté,
co se o takové udalosti dozvi, a poskytnou
Sponzorovi veSkeré informace a Sponzorem
pfiméfené vyZadovanou soudinnost pfi plnéni
Sponzorem jeho povinnosti nahladeni udalosti
dohlizejicim organim a Pacientim studie, jak
to vyZaduji Platné zékony a piedpisy; jakékoli
naklady vynaloZzene Sponzorem pfi plnéni
téchto povinnosti ponesou Zafizeni a Hlavni
zkou3ejici. Zafizeni a Hlavni zkou$ejici musi
neprodlené odstranit pfi€inu porudeni ochrany
osobnich udaju na vlastni naklady a pribézné
o tom informovat Sponzora.

Zafizeni a Hlavni zkou$ejici nesou vyhradni
odpovédnost za obdrzeni od Pacientl studie
v8ech nezbytnych souhlasi a povoleni ke
zpracovani jejich osobnich udaji a lékarskych
udaju, jak to vyzaduji Platné zakony a
pfedpisy. Sponzor je opravnén pouZivat
lékarské udaje Pacientd Studie zaslepené
Hlavnim zkou$ejicim pomoci &iselnych kodu.
VeSkeré dokumenty obsahujici nezaslepené
osobni udaje Pacientl Studie (napf. Formulare
informovaného souhlasu) musi byt uloZzeny v
prostorach Zafizeni zplsobem, ktery zabrani
Sponzorovi v identifikaci Pacientll Studie.

12.3.

12.4.

12.5.

DUVERNE/ CONFIDENTIAL

conduct of the Study and to support
applications to the relevant regulatory
authorities for approval of the Investigational
Product.

Without prejudice to the Institution’s and
Principal Investigator's own rights as a data
controller regarding the personal data of the
Study Subjects acquired by them in the course
of their medical activity, the Parties agree that
with regards to the processing of personal data
stipulated for in § 12.2a hereinabove, the
Institution and the Principal Investigator are
data processors.

The Institution and the Principal Investigator
agree that, to the extent that they are data
processors in respect of personal data of the
Study Subjects, they shall process such
personal data solely on behalf of and in
accordance with the instructions of the
Sponsor and are obliged to protect the privacy
and confidentiality of such data. The Institution
and the Principal Investigator shall maintain
physical, technical and organizational
measures to ensure the security and
confidentiality of the personal data of the Study
Subjects in accordance with Applicable Laws
and Regulations and industry standards
applicable to such personal data. The
Institution and the Principal Investigator shall
notify Sponsor of any personal data breach
involving the personal data of the Study
Subject no later than 24 hours of becoming
aware of the same and shall provide Sponsor
all information and all assistance reasonably
requested by Sponsor to fulfill its obligations to
notify supervisory authorities and Study
Subjects as required by Applicable Laws and
Regulations; any costs of complying with such
obligations incurred by Sponsor shall be borne
by the Institution and the Principal Investigator.
The Institution and Principal Investigator shall
promptly remediate the cause of the personal
data breach at its sole cost and keep Sponsor
informed of the same.

The Institution and the Principal Investigator
are solely responsible for obtaining all
necessary consents and authorization from the
Study Subjects to process their personal data
and medical data as required by Applicable
Laws and Regulations. The Sponsor is
entitled to use medical data of the Study
Subjects blinded by the Principal Investigator
with code numbers. Any and all documents
containing unblinded personal data of the
Study Subject (e.g. Informed Consent Forms)
shall be stored at the Institution’s premises in a
manner that prevents the Sponsor from
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12.6.

12.7.

12.8.

13.1.

13.2.

Osobni udaje Pacientd Studie mohou byt
zpracovavany Sponzorem pouze v prostorach
Zafizeni prostiednictvim  Monitord  Studie,
auditord  nebo jinych osob  uréenych
Sponzorem, ktefi jsou fadné& opravnéni ke
kontrole Iékafskych zaznamu Pacientd a jejich
zaznamu o klinickém hodnoceni.

Vy8e uvedené plati take pro nezadouci uginky,
zavazneé nezadouci ucginky a/nebo hlaseni
t&hotenstvi. Zejména nezaslepené osobni
udaje Pacienta Studie se nesmi objevit v
Zadnych pfilohach k bezpefnostnim zpravam
zaslanym bezpe€nostnimu tymu Sponzora,
jako jsou souhrnné propoustéci zpravy z
nemocnice nebo laboratorni vysledky.

Pojmy ,osobni udaje, ,porudeni ochrany
osobnich udaju”, ,spravce udajd”, ,zpracovatel
udaju”, ,zvlastni kategorie osobnich udaju®
nebo ,zpracovani‘ pouZité v tomto § 12 maji
vyznam uvedeny v nafizeni (EU) 2016/679
Evropskeho parlamentu a Rady ze dne 27.
dubna 2016 o ochrané fyzickych osob v
souvislosti se zpracovanim osobnich udaju a o
volném pohybu téchto udajid a o zrudeni
smérnice 95/46 / ES (obecné nafizeni o
ochrané osobnich udajl).

Smluvni strany uzaviou samostatnou smlouvu
0 zpracovani udajl, na zakladé které Sponzor
zada Hlavnimu zkou$ejicimu a Zafizeni —
kazdému z nich samostatné — zpracovani
osobnich udajd, jak je uvedeno v §12.2a vyse,
pro vykon ginnosti spojenych s provadénim
Studie. Vy3e uvedena smlouva podrobné
stanovi prava a povinnosti Zafizeni a Hlavniho
zkousejiciho souvisejici se zpracovanim
svéfenych osobnich (daji Pacientd Studie
béhem doby Studie a po jejim ukondéeni.

§ 13. POJISTENi STUDIE

Sponzor, Zafizeni a Hlavni zkou$ejici musi
udrzovat po dobu trvani Studie odpovidajici
uroveh pojisténi nebo samopojisténi v souladu
s Platnymi zakony a pfedpisy. Hlavni
zkoudejici o této skute€nosti informuje
Pacienty Studie v okamZiku jejich zafazeni.
Sponzor zajisti na své naklady pojisténi podle
§ 52 odst. 3 pism. f) zakona ¢&. 378/2007 Sb. ,
o léCivech a o zménach nékterych zakoni
v platném znéni

Pokud Studie byla provedena v souladu s
pokyny Sponzora podrobné popsanymi v

12.6.

12.7.

12.8.

13.1.

13.2.

DUVERNE/ CONFIDENTIAL

identifying the Study Subjects. Personal data
of the Study Subjects may be processed by
the Sponsor only at the Institution’s premises
through the Study Monitors, auditors or other
Sponsor's designees duly authorized to
inspect medical and ftrial records of the Study
Subjects.

The foregoing applies also to adverse events,
serious adverse events and/or pregnancy
reporting. In particular, unblinded personal
data of the Study Subject’s may not appear on
any attachments to the safety reports sent to
the Sponsor's safety team, such as hospital
discharge summary cards or laboratory
results.

The terms “personal data”, “personal data
breach”, “data controller’, “data processor”,
“special categories of personal data” or
“process’/’processing” used in this § 12 shall
have the meaning given in the Regulation (EU)
2016/679 of the European Parliament and of
the Council of 27 April 2016 on the protection
of natural persons with regard to the
processing of personal data and on the free
movement of such data, and repealing
Directive 95/46/EC. (General Data Protection
Regulation)

The Parties shall enter into a separate data
processing agreement whereby the Sponsor
entrusts the Principal Investigator and the
Institution — each of them separately — with the
processing of personal data as set forth in
§12.2a hereinabove for the performance of
activities connected with the conduct of the
Study. The abovementioned agreement
stipulates in details rights and obligations of
the Institution and the Principal Investigator
related to the processing of entrusted personal
data of Study Subjects during the term of the
Study and after its close-out.

§13. STUDY INSURANCE

Sponsor, Institution and Principal Investigator
shall maintain appropriate levels of insurance
or self-insurance for the Study duration
according to  Applicable Laws and
Regulations. The Principal Investigator shall
inform Study Subjects about this fact at the
moment of their enroliment. The Sponsor shall
provide insurance at its own expense pursuant
to § 52 para. F) of Act N°.378/2007 Coll., on
Pharmaceuticals and on Amendments to
Certain Acts, as amended.

If Study has been performed in compliance
with the Sponsor’s instructions detailed in the
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13.3.

14.1.

14.2.

14.3.

Protokolu a jakychkoli naslednych pisemnych
dodatcich knému, se zasadami spravné
lekafské praxe, v soucasnosti pfipustnymi
technikami a aktualnimi znalostmi a pokud byl
Hodnoceny produkt podavany Pacientovi v
ramci  Studie poskytnut v souladu s
Protokolem, Sponzor pfebira plnou pravni
odpovédnost za jakoukoli ujmu osob a zdravi
pfimo nebo nepfimo zpusobenou
Hodnocenym produktem v ramci Studie nebo
jakymkoliv postupem v souvislosti se Studii.

Strany jsou a zUstanou odpovédné za jakékoli
ujmy, Skody, ztraty, naroky, Zaloby a vydaje
(v&etné naklad(l na pravni zastoupeni), které

vzniknou nebo jsou spojeny s jejich
prokazatelnou nedbalosti, bezohlednym
jednanim nebo opomenutim, Umysinym

pochybenim a/nebo porudenim této Smlouvy.

§ 14. UKONCENIi SMLOUVY NEBO STUDIE

Smlouva mize byt ukonéena:

a) Sponzorem, zjakéhokoliv dlvodu a
kdykoliv pfed datem ukon&eni Studie
podanim pisemneého oznameni Zafizeni a
Hlavnimu zkous$ejicimu,

b) Zafizenim nebo Hlavnim zkou$ejicim
z jakéhokoliv  ddvodu na  zékladé
pifedchoziho pisemného oznameni
spoleénosti KCR nebo Sponzorovi, 30
(slovy: tficet) dnli pfedem nebo okamzitg,
v pfipadé lekafskych nebo
administrativnich  davod(i, v¢etné, ale
nikoliv pouze odchodu Hlavniho
zkous$ejiciho nebo jeho propusténi ze
Zafizeni, rozhodnuti Sponzora o pfesunu
Studie do jineho Zafizeni nebo ukongeni
Studie ze strany Sponzora,

c) jakoukoli Smluvni stranou, a to okamzité
na zakladé pisemneho oznameni druhé
Smiluvni strané, v pfipadé dlvodného
podezieni na skuteéné a vazneé ohroZeni
bezpe¢nosti Pacientl ugastnicich se
Studie.

V jakémkoliv pfipadé ukonéeni musi Zafizeni a
Hlavni zkouSejici zajistit lekaiskou pé&i pro
Pacienty i nadale, a to v rozsahu vyhovujicim
pfiméfenym potfebam vyplyvajicim z moZnosti
ohrozeni zdravi nebo Zivota, na zékladé teto
Smlouvy v souvislosti se zahajenim Studie.

Pokud je Studie ukonena z néktereho z vy3e
uvedenych dlvodi, ma Zafizeni, Hlavni
zkousdejici a Tym zkou$ejicich narok na
odménu za kazdého Pacienta, ktery dokondil

13.3.

DUVERNE/ CONFIDENTIAL

Protocol and any subsequent written
amendments thereto, and the good medical
practice principles, currently admissible

techniques, and up-to-date knowledge, and if
the Investigational Product administered to the
Study Subject under the Study have been
provided according to the Protocol, the
Sponsor assumes full legal responsibility for
any personal and health injuries directly or
indirectly caused by the Investigational
Product or any procedure under the Study.

The Parties are and shall remain liable for any
harm, damages, losses, claims, actions, and
expenses (including legal expenses) resulting
from or connected with the demonstrable
negligence, reckless act or omission, wilful
misconduct and/or breach of this Contract.

§ 14. CONTRACT OR STUDY TERMINATION

14.1.

14.2.

14.3.

The Contract may be terminated:

a) by Sponsor, at any time for any reason
prior to the completion date by providing
written notice to Institution and Principal
Investigator

b) By Institution or Principal Investigator for
any reason upon thirty (30) days prior
written notice to KCR or the Sponsor, or
immediately in the event of medical or
administrative reasons, including but not
limited to, Principal Investigator s
departure or dismissal from the Institution,
Sponsor’s decisions of moving the Study
to another Institution or Study termination
by the Sponsor,

¢) by any Party, immediately upon a written
notice to the other Party, in the event of a
reasonable suspicion of actual and serious
threat to the safety of Study Subjects
participating in the Study.

In any case of termination, the Institution and
the Principal Investigator shall ensure further
medical care to Study Subjects within the
scope satisfying reasonable needs arising
from threat to health or life thereof in relation to
the commenced Study.

If the Study is terminated due to any of the
reasons mentioned above, the Institution,
Principal Investigator and Investigating Team
shall be entitled to remuneration per each
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14.4.

14.5.

15.1.

15.2.

15.3.

15.4.

obdobi nasledného pozorovani v souladu
s touto Smlouvou a za podminek stanovenych
v Priloze 1 této Smiouvy.

Sponzor bude rovnéZz opravnén vypovédét
Smlouvu okamzité bez upozornéni, pokud
Hlavni zkouS$ejici a/nebo Zafizeni porusi
zakladni ustanoveni této Smlouvy, zejména
pokud Zkou3ejici a/nebo Zafizeni nejednaji v
souladu s Protokolem nebo Podminkami
Studie a takovéto poruseni nenapravi do 5
(slovy: péti) dnd od pisemné vyzvy volajici po
napravé tohoto porudeni. V takovém pfipadé si
Sponzor vyhrazuje pravo snizit odménu pro
Hlavniho zkou3ejiciho a Tym zkou$ejicich
a/nebo Zafizeni.

Povinnosti spole¢nosti KCR vyplyvajici z této
Smlouvy zanikaji vyprienim
platnosti/ukon&enim smlouvy mezi Sponzorem
(nebo jeho zastupcem) a spoleénosti KCR na
provedeni Studie. V tomto pfipadé ma
Zafizeni, Hlavni zkou8ejici a Tym zkou3ejicich
narok na odménu za sluzby poskytnuté az do
dne ukongeni Smlouvy vypoétenou podle
Piilohy 1 této Smiouvy.

§15. ODPOVEDNOST. PROTIKORUPCNI
OPATRENI. VYSSi MOC

Smiluvni strany odpovidaji za neplnéni nebo
nespravné plnéni svych zavazkl podle této
Smilouvy v souladu s platnymi pravnimi
predpisy.

Sponzor mize pfevést nékteré nebo vSechny
povinnosti  Sponzora spojene s klinickym
hodnocenim na KCR, ale kone&na
odpovédnost za kvalitu a integritu udaji ze
Studie zustava na Sponzorovi.

Zafizeni a Hlavni zkou$ejici jsou povinni
uhradit spole€¢nosti KCR a Sponzorovi ve$kere
§kody, ktere spole¢nost KCR a Sponzor utrpéli
v dasledku nespinéni nebo nespravného
plnéni  povinnosti podle této  Smlouvy
Zafizenim nebo Hlavnim zkou3ejicim.

Zafizeni a Hlavni zkousejici jsou si védomi a
souhlasi s tim, Ze budou dodrZzovat povinnosti
uloZzené pravnimi piedpisy Evropské unie,
Spojenych statd a jakoukoli jinou pfislusnou
jurisdikci a rozhodnym pravem (v€etné&, ale
nikoliv pouze zakona USA o zahrani€nich
korup&nich praktikach) upravujicim platby
vladam nebo spfiznénym osobam za ucelem
ziskani nebo udrZeni obchodu pro nebo s
jakoukoli osobou, nebo nasmérovani obchodu

14 .4.

14.5.

15.1.

15.2.

15.3.

15.4.
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Study Subject for whom the follow-up period
has been completed in accordance with this
Contract and under the terms stipulated in
Appendix 1 hereto.

Sponsor shall also be entitled to terminate the
Contract immediately without notice if the
Principal Investigator and/or the Institution
breaches essential provisions of this Contract,
in particular if the Principal Investigator and/or
the Institution fails to comply with the Protocol
or Study Terms and will not fix such breach
within five (5) days upon written notice calling
to repair such breach. In such a case Sponsor
reserves itself a right to decrease
remuneration due to Principal Investigator and
Investigating Team and/or the Institution.

Obligations of KCR stipulated in this Contract
shall expire upon expiry/termination of the
contract between the Sponsor (or its
representative) and KCR for conducting the
Study. In this case the Institution, the Principal
Investigator and Investigating Team shall be
entitted to remuneration calculated as per
Appendix 1 hereto for services provided up to
the date of termination.

§15. LIABILITY. ANTI-CORRUPTION. FORCE-

MAJEURE

The Parties shall be liable for failure to perform
or improper performance of their obligations
under this Contract in accordance with the
effective legislation.

The Sponsor may transfer any or all of the
Sponsor's trial-related duties and functions to
KCR, but the ultimate responsibility for the
quality and integrity of the trial data resides
with the Sponsor.

The Institution and the Principal Investigator
shall be obliged to reimburse KCR and
Sponsor for all damages suffered by KCR and
Sponsor as a result of the Institution’s or
Principal Investigator’'s failure to fulfill and/or
improper fulfillment of obligations hereunder.

The Institution and the Principal Investigator
are aware of, and agree to abide by, the
obligations imposed by the laws of the
European Union, the United States and any
other applicable jurisdiction and applicable law
(including, without limitation the U.S. Foreign
Corrupt Practices Act) dealing with payments
to governments or related persons for the
purpose of obtaining or retaining business for
or with, or directing business to, any person
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15.5.

15.6.

15.7.

15.8.

16.1.

na ni (spoleCné ,protikorupéni zakony®).
Zafizeni a Hlavni zkou3ejici, Tym zkou$ejicich
a/nebo jakykoli zamé&stnanec Zafizeni nesmi
pfimo ani nepfimo provadét 2adné platby ani
nabizet & pfevadét nic hodnotného, ani
souhlasit i slibovat provedeni jakékoli platby
nebo nabidky ¢&i pfevodu né€eho hodnotného,
vladnimu ufednikovi nebo statnimu
zaméstnanci, jakékoli politické strané nebo
kandidatovi na politickou funkci nebo jakékoli
jiné tfeti strané souvisejici s transakci za
u€elem ovlivnéni rozhodnuti tykajicich se
jedné ze stran a/nebo jejiho podnikani
zpusobem, ktery by poru$oval, nebo zpisobil
poru$eni protikorupénich zakon( Sponzorem.

Z4dna ze Smluvnich stran neodpovida za
neplnéni nebo nespravné pinéni jejich zavazku
podle teto Smlouvy v pfipadé&, Ze nastanou
okolnosti, které jsou mimo piiméfenou kontrolu
Smluvni strany, véetn&, ale nikoliv pouze:
zasahu vy88i moci (zemétieseni, povodné
atd.), nepokoji, valky, invaze, &ind cizich
nepfatel, teroristického utoku, ozbrojenych
stfetd, stavky, jinych obcanskych nepokojl,
embarga, rekvizice nebo jakekoli jiné podobné
udalosti, ktera brani Smiluvni strané v pInéni
jejich zavazkl podle této Smlouvy (,Zasah
vys$si moci*),

V pfipadé, Ze nastane Zasah vy38i moci,
dotéena Smluvni strana okamzité zadle druhe
Smluvni stran& oznameni podrobné popisujici
Zasah vy38i moci a uvede, jakym zplsobem
Zasah vy38i moci brani dotéené Smluvni
strané v fadném pinéni jejich zavazkd podle
teto Smlouvy. Pokud neprodlené nenahlasi
Zasah vy388i moci jako duvod pro zbaveni se
odpovédnosti, muze to vést k nemoznosti
zbavit se této odpovédnosti.

Smluvni strana dotéena Zasahem vy38i moci
poskytne na Zadost druhé Smluvni strany
listinny ddkaz o Zasahu vy38i moci vydany
pfislusnym organem.

Smluvni strana dotéena Zasahem vy38i moci
se bude snaZit co nejdfive napravit Zasah
vy83i moci a jakmile Zasah vy38i moci skonéi,
neprodlené obnovi pinéni svych zavazkl
vyplyvajicich z této Smlouvy.

§16. ROZHODNE PRAVO, RESENi SPORU

Tato Smlouva se Fidi zakony Ceské republiky.
Veskere zalezitosti neupravené Smlouvou se
fidi pfislusnymi ucinnymi pfedpisy Ceske

15.5.

15.6.

15.7.

15.8.

16.1.

DUVERNE/ CONFIDENTIAL

(collectively, “Anti-Corruption Laws”). The
Institution and the Principal Investigator,
Investigating Team and/or any Institution’s
employee will not, directly or indirectly, make
any payment, or offer or transfer anything of
value, or agree or promise to make any
payment or offer or transfer anything of value,
to a government official or government
employee, to any political party or any
candidate for political office or to any other
third party related to the transaction with the
purposes of influencing decisions related to
either party and/or its business in a manner
that would violate, or cause Sponsor to violate,
Anti-Corruption Laws.

No Party shall be liable for failure to perform or
improper performance of its obligations under
this Contract in case of the occurrence of
circumstances beyond reasonable control of a
Party, including but not limited to: acts of God
(earthquakes, floods, etc.), riot, war, invasion,
act of foreign enemies, act of terrorism,
hostilities, strike, other civil unrest, embargo,
requisition or any other similar event
preventing the Party from complying with its
obligations  hereunder ("Force Majeure
Event"),

In case of occurrence of a Force Majeure
Event the affected Party shall immediately
notify the other Party describing the Force
Majeure Event in detail and giving the reasons
for the Force Majeure Event preventing the
Party from proper performance of its
obligations hereunder. Failure to immediately
report the Force Majeure Event as the reason
for its release from liability may result in
inability to be released from such liability.

The Party affected by the Force Majeure Event
shall upon request of the other Party provide it
with documentary evidence of the Force
Majeure Event issued by a competent
authority.

The Party affected by the Force Majeure Event
shall do its best to remedy the Force Majeure
Event as soon as possible, and when the
Force Majeure Event comes to an end, it will
promptly renew performance of its obligations
under this Contract.

§16. APPLICABLE LAW, DISPUTES
RESOLUTION

This Contract shall be governed by Czech
Republic law. Any issues not regulated by the
Contract shall be governed by the appropriate
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republiky.

16.2.  Pokud vzniknou v souvislosti s touto Smlouvou
jakékoliv spory, Smluvni strany se dohodly, Ze
tyto spory vyieSi piatelskou dohodou. Pokud
Smluvni strany nedosahnou takové dohody do
30 (slovy: ftriceti) dnd poté, co jedna Smiuvni
strana oznami spor druhé Smluvni strané,
bude takovy spor postoupen mistné
prislusnému soudu v Ceské republice.

§ 17. POSTOUPENI

17.1. Uzavieni teto Smlouvy nelze pfevadét na
jinou stranu a Hlavni zkouSejici a/nebo
Zafizeni nesmi pievést Zadne pravo ani
povinnosti bez pfedchoziho pisemného
souhlasu Sponzora, jinak je tato Smlouva
neplatna a neuddinna. Pfevedeni nezbavuje
Zafizeni odpovédnosti za plnéni pfipadnych
vzniklych zavazku.

17.2. VSechna prava udélena ¢&i vznikla podle teto
Smilouvy ve prospéch spole¢nosti KCR se
stavaiji vlastnictvim Sponzora.

§18. SMLOUVY; DODATKY, STEJNOPISY

18.1. Tato Smlouva spolu se vSemi pfilohami
uvedenymi v teto Smlouvé a Protokolem
pfedstavuje uplne, kone€né, hotové a vyhradni
porozuméni Studie Smluvnimi stranami.

18.2. Dojde-li k nesrovnalosti mezi podminkami této
Smlouvy a Protokolem, rozhoduji ustanoveni
teto Smlouvy, s vyjimkou nesrovnalosti
souvisejicich se zalezitostmi mediciny, védy,
bezpe&nosti a provadéni Studie, které se
budou fidit ustanovenimi Protokolu.

18.3. Ve8kere zmé&ny Smlouvy musi byt provedeny
pouze formou pisemného dodatku ke Smlouvé
podepsaneho Smluvnimi stranami, jinak jsou
neplatné, s vyjimkou pfipadd vyslovné
stanovenych ve Smlouvé.

18.4. Smlouva je wvyhotovena ve  {tyfech
stejnopisech v Ceské a anglicke verzi. V
pfipadé nesrovnalosti a rozporl mezi eskou a
anglickou jazykovou verzi smlouvy bude
zavazna Ceska verze.

18.5. Tato Smlouva bude platna po dobu trvani
Studie a vstoupi v uginnost pouze po ziskani
Sponzorem/spole¢nosti KCR pravomocného
rozhodnuti nebo finalniho zaporného
stanoviska ohledné odmitnuti provedeni Studie
od pfisludnych organu.

DUVERNE/ CONFIDENTIAL

regulations in force of Czech Republic.

16.2. Should any disputes arise in relation to this
Contract, the Parties agree to resolve such
disputes in an amicable manner. If the Parties
fail to reach agreement within thirty (30) days
after one Party notifies the other Party of the
dispute, the case shall be submitted to the
competent court in Czech Republic court
appropriate for the seat of the Institution.

§17. ASSIGNMENT

17.1. Execution of this Contract shall not be
assigned to another party and the Principal
Investigator and/or the Institution shall not
transfer any right or obligation without prior
written consent of Sponsor, otherwise null and
void. Assignment shall not relieve Institution
from responsibility for the performance of any
accrued obligation.

17.2. All rights vested in or created under this
Contract to KCR’s advantage shall become the
property of the Sponsor.

§ 18. ENTIRE CONTRACT; AMENDMENTS,
COUNTERPARTS

18.1. This Contract together with any appendices
referenced herein and the Protocol constitute
the entire, final, complete and exclusive
understanding of the Study by Parties.

18.2. If there is a conflict between the terms of this
Contract and the Protocol, the terms of this
Contract will govern, except for conflicts
related to matters of medicine, science, safety
and conduct of the Study which will be
governed by the terms of the Protocol.

18.3.  Any amendments to the Contract shall be
made only in the form of a written annex
signed by the Parties, otherwise null and void,
with the exception of cases explicitly stipulated
in the Contract.

18.4. The Contract has been executed in four
counterparts in Czech and English language
version. In case of discrepancies the Czech
version shall be the binding one.

18.5. This Contract shall be in force for the term of
the Study and shall be concluded on the
subsequent condition, which is obtaining by
the Sponsor/KCR legally valid decision or final
negative opinion concerning refusing the
conduct of the Study from the relevant
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18.6. Tato smlouva nabyva platnosti dnem
posledniho podpisu této Smlouvy a uginnosti
jejim uvefejnéni v registru smluv podle zakona
¢. 340/2015 Sb. vplatném znéni (zakon o
registru smluv) (,Datum G¢€innosti). Uvefejnéni
smlouvy v registru smluv podle tohoto zakona

zajisti Zafizeni.

18.7. V8echny dokumenty a zaznamy vzniklé
v souvislosti s provedenim Studie si ponecha
Zafizeni, jak to vyZaduji Platné zdakony a
predpisy. Pied zni¢enim jakychkoliv
takovychto zaznamd o tom Zafizeni bude
informovat Sponzora a na Zadost Sponzora a
na naklady Sponzora misto zni¢eni zaznamu
pfeda tyto Sponzorovi nebo povéfené osobé
Sponzora.

§ 19. OZNAMENI.

V8echna oznameni poZadovana nebo povolena podle
této Smlouvy musi byt pisemna a musi byt (i)
doru€ena osobné, (ii) zaslana doporu¢enou zasilkou
nebo (iii) zaslana kuryrem s celonarodni certifikaci,
ktery zaru€uje doruceni nasledujici den, pfijemcim
nize.

Pokud jde o Zafizeni: XXXXXXXXXXXXXX;

Pokud jde o Hlavniho zkou3ejiciho: XXXXXXXXXXXXXX
Pokud jde 0 Sponzora: XXXXXXXXXXXXXX

Pokud jde o KCR: po$tovni adresa: KCR S.A. 6
Postepu str., 02-676 Warsaw, Poland, k rukam:
Projektoveho ManaZera pro 1VIT15043 (Heart-FID)

Nasleduje podpisova strana

NA DUKAZ TOHO nize podepsani, Fadné
zplnomocnéni, podepsali tutc Smilouvu.

V zastoupeni Sponzora/

Hlavni zkousejici/

The Principal Investigator:

On Behalf of the Sponsor
Podpis / signature Podpis / signature
Jméno / name Jméno / name

DUVERNE/ CONFIDENTIAL

authorities.
18.6. This Contract is effective as of the last date of
signature hereto “Effective Date” and the
effectiveness of its publication in the register of
contracts pursuant to Act No. 340/2015 Coll.
As amended) contract Registry Act) (“Effective
Date”) Publication of the contract in the
register of contracts pursuant to this Act shall
be provided by the Facility.
18.7. All documents and records generated in
connection with the Study shall be retained by
Institution as required under Applicable Laws
and Regulations. Institution shall notify
Sponsor, in writing, prior to the destruction of
any such records, and, upon Sponsors
request and at Sponsor’s cost, transfer the
records to Sponsor or Sponsor's designee
rather than destroy the records.

§ 19. NOTICES.

All notices required or permitted to be given under this
Contract shall be in writing and shall be (i) delivered
personally, (i) sent by certified mail, or (iii) sent by a
nationally-recognized courier guaranteeing next-day
delivery, to the recipients below.

If to Institution: address:
XOOXXXXXXXXXXXX
If to Principal Investigator: XXXXXXXXXXXXXX.;

If to Sponsor: XXXXXXXXXXXXXX

corresponding

If to KCR: corresponding address: KCR S.A. 6
Postepu str., 02-676 Warsaw, Poland attention to:
Project Manager for 1VIT15043 (Heart-FID);

Signature page follows

IN WITNESS WHEREOF the undersigned, being duly
authorized, have signed this Contract.

Zarizeni/

The institution:

Podpis / signature

Jméno / name
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Titul / title Titul / title Titul / title

Datum / date Datum / date Datum / date
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Priloha 1

ROZPOCET STUDIE A PLATEBNI

PODMINKY

DUVERNE/ CONFIDENTIAL

Appendix 1

STUDY BUDGET AND PAYMENT TERMS

4.

XXXXXXXKXXXXXXX.

XXXXXXXKXXXXXXX.

XXXXXXXXXAKXXXXX.

XXXXXXXKXXXXXXX.

XXXXXXXKXXXXXXX.

4.

XXXXXXXKXXXXKXXX.

XXXXXXXKXXXXKXXX.

XXXXXXXKXXXXKXXX.

XXXXXXXKXXXXKXXX.

XXXXXXX XX XX XXX

a) XXXXXXXXXXXXKX .

XXXXXXXKXXXXKXXX.

b) XXXXXXXXXXXXXX.

XXXXXXXXXXXXXX.

5. XXOOXXXXXXXXX:

a. XXXXXXXAKXXXXXXX

XXXKXXXKXXXXXX

XXXKXXXKXXXXXX
XXXKXXXKXXXXXX
XXXKXXXKXXXXXX

XXXKXXXKXXXXXX
XXXKXXXKXXXXXX
XXXXXXX XX XX XXX

a) XXXXXXXXXXXXXX.

XXXXXXXKXXXXKXXX.

b) XXXXXXXXXXXXXX.

XXXXXXXXXXXXXX.

5 XXXXXXXXXXXXXX

a. XAXXXKXXXKXXXX

XXXKXXXAKXXXXXXX

XXXXXXXKXXXXXXX
XXXXXXXKXXXXXXX
XXXXXXXKXXXXXXX

XXXXXXXKXXXXXXX
XXXXXXXKXXXXXXX
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XXXXXXXAKXXXXXX XXXXXXXXXXXXXX
XXXXXXXXXXXXXX

XXXKXXXAKXXXXXX XXXXXXXXXXXXXX

XXXKXXXAKXXXXXX XXXXXXXXXXXXXX

XXXKXXXAKXXXXXX XXXXXXXXXXXXXX

XXXKXXXAKXXXXXX XXXXXXXXXXXXXX

XXXKXXXAKXXXXXX XXXXXXXXXXXXXX

XXXAKXXXAKXXXXXXX XXXXXXXXXXXXXX

XXXAKXXXAKXXXXXXX XXXXXXXXXXXXXX

XXXAKXXXAKXXXXXXX XXXXXXXXXXXXXX

XXXAKXXXAKXXXXXXX XXXXXXXXXXXXXX

XXXAXXXAKXXXXXXX XXXXXXXXXXXXXX

XXXAKXXXAKXXXXXXX XXXXXXXXXXXXXX

XXXAKXXXAKXXXXXXX XXXXXXXXXXXXXX

XXXKXXXAXXXXAXXX XXXXXXXXXXXXXX

XXXXXXXAKXXXXXX XXXXXXXXXXXXXX

XXXXXXXAKXXXXXX XXXXXXXXXXXXXX

XXXXXXXAKXXXXXX XXXXXXXXXXXXXX

XXXXXXXAKXXXXXX XXXXXXXXXXXXXX

XXXXXXXAKXXXXXX XXXXXXXXXXXXXX
8. XXXXKXXKXXXXXXX.

)9.9.9.9.9.9.9.9.99.00.0 FID.9.9.99.9.9.99,09.0 0.0 S IP.9.9.9.9.9.9.9.99.99.99

)9.9.9.9.9.9.9.9.99.00.0 FID.9.9.99.9.9.99,09.0 0.0 S IP.9.9.9.9.9.9.9.99.99.99

)9.9.9.9.9.9.9.9.99.00.0 FID.9.9.99.9.9.99,09.0 0.0 S IP.9.9.9.9.9.9.9.99.99.99

)9.9.9.9.9.9.9.9.99.00.0 FID.9.9.99.9.9.99,09.0 0.0 S IP.9.9.9.9.9.9.9.99.99.99

)9.9.9.9.9.9.9.9.99.00.0 FID.9.9.99.9.9.99,09.0 0.0 S IP.9.9.9.9.9.9.9.99.99.99

1,0.0,0.0.9.0,0.0.0.0.0.0.0 QI .$.9.0.9.0.9.9.9,0.9.00.0 QI $.9.0.09.9.0.00.90,004

)9.9.9.9.9.9.9.9.99.00.0 FID.9.9.99.9.9.99,09.0 0.0 S IP.9.9.9.9.9.9.9.99.99.99

)9.9.9.9.9.9.9.9.99.000 QI 1D.9.9.99.9.9.99,09.0 0.0 S IP.9.9.9.9.9.9.9.99.99.99
XXXXXXX XX XX XXX XXXXXXXXXXX XXX
XXXXXXX XX XX XXX XXXXXXXXXXX XXX
XXXXXXX XX XX XXX XXXXXXXXXXX XXX
XXXXXXX XX XX XXX XXXXXXXXXXX XXX
XXXXXXX XX XX XXX XXXXXXXXXXX XXX
XXXXXXX XX XX XXX XXXXXXXXXXX XXX
XXXXXXX XX XX XXX XXXXXXXXXXX XXX
XXXXXXX XX XX XXX XXXXXXXXXXX XXX
XXXXXXX XX XX XXX XXXXXXXXXXX XXX
XXXXXXX XX XX XXX XXXXXXXXXXX XXX
XXXXXXX XX XX XXX XXXXXXXXXXX XXX
XXXXXXX XX XX XXX XXXXXXXXXXX XXX
XXXXXXX XX XX XXX XXXXXXXXXXX XXX
XXXXXXX XX XX XXX XXXXXXXXXXX XXX
XXXXXXX XX XX XXX XXXXXXXXXXX XXX
XXXXXXX XX XX XXX XXXXXXXXXXX XXX
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