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Zkracené znéni dle metodického doporuceni k obsahu smlouvy o klinickém hodnoceni humannich lécivych

pfipravkd

Ev. €. FNO: 017/0VZ/21/052-P

SMLOUVA O KLINICKEM HODNOCENI

CLINICAL TRIAL AGREEMENT

IC: 03185664

se sidlem Na Folimance 2155/15, Vinohrady,
120 00 Praha 2,

zapsany ve spolkovém rejstiiku vedeném u
Méstského soudu v Praze spisova znacka L

61045,

zastoupen XXXXXXXXXXXXXXXXXXX,

predsedou spolku,

dale jen ,Zadavatel”

uzaviena nize uvedeného dne, mésice a roku | entered into on this day, month and vyear
podle ustanoveni § 1746 odst. 2 zdkona ¢. | pursuant to Section 1746 (2) of Act no. 89/2012
89/2012 Sb., obcansky zakonik, ve znéni | of Coll., the Civil Code, as amended (hereinafter
pozdéjsich predpisi (ddle jen ,obcansky | referred to as the “Civil Code”) (hereinafter
zakonik”), (dadle jen ,Smlouva“) mezi | referred to as the “Agreement”) by and
nasledujicimi stranami betweeen the following parties:

CEEGOG z.s. CEEGOG z.s.

Identification number: 03185664

With its registered office at Na Folimance 2155/15,
Vinohrady, 120 00 Prague 2,

Registered in the register of civil associations kept

by Municipal court in Prague, file no. L 61045,

Represented XXXXXXXXXXXXXXXXXXXX,

chairman,

hereinafter only “Sponsor*

Fakultni nemocnice Ostrava

17. listopadu 1790/5,

708 52 Ostrava-Poruba, Ceska republika
IC: 00843989

University hospital Ostrava

With its registered seat at 17. listopadu 1790/5,
708 52 Ostrava-Poruba, Czech Republic
Identification number: 00843989




DIC: CZ00843989

Zfizovaci listina MZ CR ze dne 25. listopadu
1990 ¢.j. OP-054-25.11.90

ve vécech této smlouvy je opravnén jednat a
podepisovat: doc. et doc. MUDr. Petr Vavra,
Ph.D., naméstek reditele pro védu, vyzkum a

vyuku

dale jen ,Centrum”

Tax indentification number: CZ00843989

Charter of the Ministry of Health care of the Czech
Republic of 25 November 1990
File Ref. No. OP-054-25.11.90

in matters of this contract he is authorized to act
and sign: doc. and doc. MUDr. Petr Vavra, Ph.D.,
Deputy Director for Science, Research and

Teaching

hereinafter only dale jen ,,Site“

doc. MUDr. Jaroslav Klat, Ph.D.

s pracovistém na adrese Fakultni nemocnice
Ostrava, Gynekologicko-porodnicka klinika,
17. listopadu 1790/5, 708 52 Ostrava-Poruba,

Ceska republika

dale jen ,Hlavni zkousejici”.

(Centrum a Hlavni zkousejici dale spole¢né

oznacovani jako ,,Smluvni partnefi”)

doc. MUDr. Jaroslav Klat, Ph.D.

with his place of professional activity at UH
Ostrava,Department of Obstetrics and Gynecology,
17. listopadu 1790/5, 708 52 Ostrava-Poruba,

Czech Republic

hereinafter only the ,,Principal investigator”

(the Center and the Principal Investigator

hereinafter collectively referred to as the

“Contracting Partners”)

TAKTO:

AS FOLLOWS

Preambule

Pravnickd osoba Fondazione
Universitario A. Gemelli

Policlinico
IRCCS, jejiz vypis

Preamble

Legal entity Fondazione Policlinico Universitario
A. Gemelli IRCCS, whose excerpt from register

z rejstiiku je prilozen ktéto smlouvé jako jeji
Priloha ¢. 1 (dale jen ,Fakticky zadavatel”), je
zadavatelem mezindarodniho multicentrického

is attatached hereo as Annex 1 (hereinafter only
»Sponsor de facto”) is a sponsor of international
academic clinical trial entitled , NitCHE trial




klinického hodnoceni nazvaného ,NItCHE trial
(MITO 33)” a jednd jménem italské akademické
skupiny center onkogynekologického klinického
vyzkumu MITO, kterd nema pravni subjektivitu.

Ve vztahu kté casti uvedeného klinického
hodnoceni, ktera bude probihat na tizemi Ceské
republiky, fakticky zadavatel prenesl ¢ast svych
povinnosti a dopovédnosti, véetné odpovédnosti
za uzavreni smlouvy o klinickém hodnoceni, na
CEEGOG z.s., ktery bude vykonavat tyto
odpovédnosti jménem faktického zadavatele.

CEEGOG zs. je spolkem podporujicim
onkogynekologicky akademicky klinicky vyzkum
v Ceské republice.

CEEGOG z.s. na zakladé této delegace
odpovédnosti vystupuje pfi uzavirani a plnéni
této smlouvy jako Zadavatel ve vztahu k té casti
klinického hodnoceni, ktera bude probihat na
uzemi Ceské republiky.

Zadavatel proto pozadal Smluvni partnery, aby
provedli klinické hodnoceni s hodnocenymi
|éCivymi  pfipravky Niraparib a TSR-042
(dostarlimab) (dale jen ,Hodnocené léky”) s
nazvem Randomizované hodnoceni faze Il
pripravku  Niraparib-TSR-042 (dostarlimab)
s chemoterapii dle volby lékafe u pacientek
s rekurentnim nadorem ovarii, vejcovodu nebo
primarnim peritonealnim nadorem, které
nejsou vhodné pro Iécbu platinou: NItCHE trial
(MITO 33) (ENGOT-OV51/NItCHE — MITO 33) s
Cislem EudraCT 2020-000146-33 (dale jen
,Studie”), které je blize popsano v protokolu,
ktery tvofi timto odkazem pfilohu ¢. 2 této
smlouvy a  ktery mlze byt cas od casu
Zadavatelem jednostranné doplriovan (dale jen
jako ,,Protokol”).

Smluvni partnefi disponuji znalostmi,
zkuSenostmi a zdroji nezbytnymi k provedeni
Studie, dle jejich nejlepsiho védomi maiji pfistup
k poZzadovanému poctu subjektd hodnoceni dle
kritérii pro zafazeni nebo vyfazeni, jak jsou
stanoveny v Protokolu, a jsou ochotni Studii
provést.

(MITO 33)“ and acts on behalf of Italian
academic gynecooncologic clinical trial centers
network MITO which itself is not a legal entity.

In respect of a part of the aforementioned
clinical trial planned to be conducted on the
territory of the Czech Republic, the Sonsor de
facto transfered part of its obligations and
responsibilities, including the responsibility to
conclude the Clinical Trial Agreement, to
CEEGOG 1z.s., who shall act on behalf of the
Sponsor de facto.

CEEGOG zs. je spolkem podporujicim
onkogynekologycky akademicky klinicky vyzkum
v Ceské republice.

Based on this delegation of responsibility,
CEEGOG z.s. acts, when executing the present
agreement, as a Sponsor of that part of of a
cinical trial that shall be conducted on the
territory of the Czech Republic.

The Sponsor asked the Contracting Partners to
conduct a clinical trial involving the study drugs
Nlraparib-TSR-042 (dostarlimab) (hereinafter
called the “Study Drugs”) named ,Randomized
phase Ill trial on Nlraparib-TSR-042
(dostarlimab) Vs physician’s choice
CHEmotherapy in recurrent, ovarian, fallopian
tube or primary peritoneal cancer patients not
candidate for platinum retreatment: NItCHE
trial (MITO 33)“ (ENGOT-OV51/NItCHE — MITO
33) with the EudraCT Number 2020-000146-33
(hereinafter referred to as the “Study”) as
described in more detail in protocol attached
hereto as Annex 2 and which may be from time
to time unilaterally updated by the Sponsor
(hereinafter referred to as the “Protocol”).

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




Zvyse uvedenych ddvodl se smluvni strany
dohodly nasledovné:

Cl. 1 - Pfedmét Smlouvy

1.1 Pfedmétem této Smlouvy je provedeni
Studie v Centru a rozdéleni povinnosti
souvisejicich se Studii mezi Zadavatele a Smluvni
partnery. Pfedmétem této Smlouvy jsou zavazky
Smluvnich partnerli k provedeni Studie za
podminek sjednanych v této Smlouvé a zavazek
Zadavatele k Uhradé odmény za fadné provedeni
Studie.

Cl. 2 - Povinnosti Smluvnich partnerd

2.1. Smluvni partneti se zavazuji provést a
zdokumentovat Studii hospodarné a s nalezitou
odbornou péci v pfisném souladu s (a)
Protokolem; a (b) podminkami této Smlouvy; a
(c) etickymi zasadami Helsinské deklarace; a (d)
Harmonizovanym Tfistrannym Guideline ICH pro
spravnou klinickou praxi v€etné jeho naslednych
zmén a obecné pfijimanymi standardy spravné
klinické praxe; a (e) vSemi pfisluSnymi pravnimi
predpisy, zejména zakonem ¢&. 378/2007 Sh. o
|éCivech, v platném znéni, zdkonem ¢. 372/2011
Sb., o zdravotnich sluzbach, v platném znéni,
vyhldskou ¢. 226/2008 Sb. o spravné klinické
praxi a podminkach klinického hodnoceni léCiv, v
platném znéni a zakonem ¢. 110/2019 Sb., o
zpracovani osobnich udajt, v platném znéni; a (f)
veskerymi prikazy a smérnicemi pfislusnych
organ(l verejné moci a spravy a etickych komisi,
jsou-li takové. Centrum se zavazuje poskytnout
odpovidajici zdroje a wvybaveni k provadéni
Studie.

2.2. Studie bude v Centru provadéna pod
dohledem Hlavniho zkousejiciho, ktery je
odpovédny za jeji radny prabéh. Hlavni
zkousejici je odpovédnym vedoucim skupiny
zkousejicich v pripadé, Ze Studie je v Centru
provadéna vicero nez jednim zkousejicim (takovi
dalsi zkouSejici se dale oznacuji jako

Having regard to aforementioned
circumstances, the parties have agreed as
follows:

Article 1 — Subject of the Agreement

1.1 The subject of the Agreement is the
performance of the Study at the Center and the
division of Study-related obligations among the
Sponsor and the Contracting Partners. The
subject of the Agreement are covenants of the
Contracting Partners to conduct the Study under
the terms and conditions agreed herein and the
covenant of the Sponsor to pay remuneration for
a duly conducted Study.

Article 2 - Obligations of the Contracting
Partners

2.1 The Contracting Partners shall conduct and
document the Study in a diligent and efficient
manner in strict compliance with (a) the
Protocol; and (b) the terms and conditions of this
Agreement; and (c) the ethical principles of the
Declaration of Helsinki; and (d) the ICH
Harmonised Tripartite Guideline for Good
Clinical Practice as amended from time to time
as well as generally accepted standards of Good
Clinical Practice; and (e) all applicable legal
regulations; in particular by Act No. 378/2007
Coll. on Medicinal Products, as amended, Act No.
372/2011 Coll., on Health Services, as amended,
Decree No. 226/2008 Coll. on Good Clinical
Practice and Conditions of Clinical Trials of
Medicinal Products, as amended, and Act No.
110/2019 Coll., on the Processing of Personal
Data, as amended; and (f) all orders and
directives of competent public administration
authorities and ethics committees, if any. The
Center shall provide adequate resources and
facilities for the performance of the Study.

2.2 The Study at the Center shall be conducted
under the supervision of the Principal
Investigator who shall be responsible for due
course of the Study. The Principal Investigator is
the responsible head of the group of
investigators in case the Study is conducted at
the Center by several investigators (such




»Zkousejici“). Hlavni zkousejici je odpovédny za
blaho subjektli hodnoceni Géastnicich se Studie z
hlediska poskytovani zdravotnich sluzeb na
nalezité odborné urovni.

2.3 Centrum se zavazuje umoznit a Hlavni
zkousSejici se zavazuje zajistit, aby Zkousejici a
ostatni osoby zahrnuté do provadéni Studie
(dale jen ,Clenové studijniho tymu“) jednali v
souladu s podminkami této Smlouvy. Centrum se
prostfednictvim Hlavniho zkousejiciho zavazuje
zajistit, ze pavodni i novi Clenové studijniho
tymu jsou radné proskoleni, kvalifikovani a
vzdélani, obzvlast Ze se zuclastriuji vsech skolicich
setkani o Studii, véetné Skoleni na spravnou
klinickou praxi vyZzadovanych a zajistovanych
Zadavatelem. Zadavatel ma pravo odmitnout
konkrétni Cleny studijniho tymu, pokud se
Zadavatel domnivd, Ze nejsou pfislusné vzdélani
a/nebo kvalifikovani. Clenové studijniho tymu
jsou zaméstnanci Centra.

2.4 Centrum se zavazuje umoznit Hlavnimu
zkousejicimu, Zkousejicim a Clendm studijniho
tymu, Uucastnit se podle potfeby setkani
zkousejicich a telekonferenci uskuteéfiovanych v
prabéhu Studie v rozsahu poZadovaném
Zadavatelem.

25 Smluvni partnefi se zavazuji vynaloZzit
veskeré usili k zarazeni subjektll hodnoceni do
Studie v souladu s poZadavky na zafazovani a
Ih(itami stanovenymi v Protokolu. Soucasné
Ihaty vztahujici se k provadéni Studie jsou
nasledujici:

2.5.1 Predpokladany zacatek naboru subjektd
hodnoceni je zafi xxxx a predpokladané ukonceni
leden xxxx. Nabor subjektl hodnoceni se vidy
fidi aktudlnimi podminkami Protokolu.

2.5.2 Hlavni zkousejici souhlasi, Ze Zadavatel
mUlzZe jednostranné kdykoli zménit pocet
subjektd hodnoceni, které Hlavni zkousejici do
Studie muUze zafadit  a/nebo casovy
harmonogram naboru, a to prostfednictvim
vydani pfislusného pokynu ke Studii. Takovy

additional investigators hereinafter referred to
as “Investigators”). The Principal Investigator is
responsible for the well-being of the trial
subjects participating in the Study in terms of
professional medical services provided.

2.3 The Center shall allow and the Principal
Investigator shall ensure that the Investigators
and other persons involved with the Study
(hereinafter referred to as “Study Team
Members”) comply with the terms and
conditions of this Agreement. The Center shall
ensure through the Principal Investigator that
original and new Study Team Members are
appropriately trained, qualified and educated, in
particular that they participate in all training
sessions regarding the Study, including any good
clinical practice training required and organized
by the Sponsor. The Sponsor shall have the right
to reject specific Study Team Members, if the
Sponsor deems them not appropriately
educated and/or qualified. Study Team
Members are employees of the Center.

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

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

2.5.1 Recruitment of trial subjects is expected
to begin on September xxxx and to be completed
by January xxxx. Recruitment of trial subjects is
always governed by current terms and
conditions of the Protocol.

2.5.2 The Principal Investigator agrees that
the Sponsor may unilaterally change the number
of trial subjects that the Principal Investigator
shall include in the Study and/or the recruitment
timeframe by issuing a relevant instruction for




pokyn se nedotkne jiz zarazenych subjektl
hodnoceni.

2.6 Hlavni zkousejici se zavazuje do Studie
zaradit pouze Fadné zpUsobilé subjekty
hodnoceni v souladu s Protokolem.

2.7 Smluvni partnefi se zavazuji zajistit, ze
Studie bude provddéna v souladu s povolenim
nebo souhlasem k ohlaseni vydanym Statnim
Ustavem pro kontrolu Ilé¢iv a souhlasy
prislusnych etickych komisi, jez zajisti Zadavatel.
Smluvni partnefi se zavazuji poskytnout
Zadavateli soucinnost pfi pfipravé dokument
tykajicich se Studie a predat Zadavateli nebo
tfeti strané urcené Zadavatelem bezodkladné
veskera prohldseni nezbytnd k povoleni Studie
regulatornimi organy a/nebo etickymi komisemi.

2.8 Hlavni zkousejici se zavazuje vSechny
subjekty hodnoceni odpovidajicim zplsobem
informovat o cilech, metodach,
predpokladanych pfinosech a potencidlnich
rizicich Studie a o okolnostech, za kterych by
jejich osobni udaje mohly byt zpfistupnény
Zadavateli, jeho Propojenym  osobam,
pfislusnym organlm, tfetim stranam, jeZ
poskytuji sluzby Zadavateli a/nebo etickym
komisim. Hlavni zkousejici se zavazuje zajistit, Ze
subjekty hodnoceni se zucastni Studie teprve
poté, co podepisi informovany souhlas subjektu
hodnoceni poskytnuty Zadavatelem. Hlavni
zkousejici uchova original takového souhlasu ve
zdravotnické dokumentaci subjektu hodnoceni.
Pokud subjekt hodnoceni svij souhlas v prabéhu
Studie odvold, Smluvni partnefi nesmi ve vztahu
k tomuto subjektu hodnoceni provést 7adné
dalsi postupy v ramci Studie vyjma pfipadnych
opattfeni tykajicich se nasledného sledovani
predepsanych Protokolem, s nimiz subjekt
hodnoceni souhlasil. Nasledna |écba subjektu
hodnoceni, ktera nesouvisi se Studii, je vyhradni
|ékarskou odpovédnosti a pravni odpovédnosti
Smluvnich partnerd.

2.9 Pokud v pribéhu Studie v Centru dojde k
poskozeni zdravi subjektu hodnoceni, Smluvni

the Study. Such an instruction shall not concern
the already included trial subjects.

2.6 The Principal Investigator agrees to
include in the Study only such trial subjects that
are duly suitable for the Study in compliance
with the Protocol.

2.7 The Contracting Partners agree to
ensure that the Study shall be conducted in
compliance with the approval or consent with
notification issued by the State Institute for Drug
Control and approvals of the competent ethics
committees (the responsibility lies with the
Sponsor). The Contracting Partners agree to
cooperate with the Sponsor in preparing
documents concerning the Study and to
immediately provide the Sponsor or a third party
specified by the Sponsor with all declarations
necessary for the approval of the Study by
regulatory authorities and/or ethics committees.

2.8 The Principal Investigator agrees to
appropriately inform all trial subjects of the
aims, methods, expected benefits and potential
risks of the Study and the circumstances under
which their personal data might be disclosed to
the Sponsor, its Affiliates, competent
authorities, third parties providing services for
the Sponsor and/or ethics committees. The
Principal Investigator agrees to ensure that the
trial subjects shall not participate in the Study
until after they sign their informed consent
provided by the Sponsor. The Principal
Investigator shall keep the original of such
consent in the trial subjects’ medical records. If
such consent is revoked in the course of the
Study, no further Study-related procedures may
be performed by the Contracting Partners with
regard to the respective trial subject, except for
any Study-related follow-up monitoring laid
down in the Protocol and consented to by the
trial subject. Subsequent treatment of the trial
subject, which is not related to the Study, lies in
the sole medical responsibility and legal liability
of the Contracting Partners.

2.9 If in the course of the Study at the Center
trial subjects' health is harmed, the Contracting




partnefi se zavazuji informovat o kazdé takové
udalosti Zadavatele (i) v pfipadé zavainého
nezadouciho Ucinku a/nebo zavainé nezddouci
pfihody a/nebo v pfipadech téhotenstvi, jsou-li
takové, nejpozdéji do 24 hodin a (ii) v pfipadé
nezadouciho ucinku a/nebo nezadouci prihody
neprodlené v ramci Ih(t stanovenych v
Protokolu a jinych  pokynech danych
Zadavatelem o hlaseni dat tykajicich se
bezpecnosti. Soucasti takového hlaseni musi byt
jiném poskozeni zdravi subjektu hodnoceni nebo
jakémkoliv zdvazném poruseni Protokolu nebo
pokynl spravné klinické praxe musi Smluvni
partnefi informovat Zadavatele bez zbyte¢ného
odkladu.

2.10 Smluvni partnefi se zavazuji bez
zbytecného prodleni zodpovédét vSechny dotazy
Zadavatele nebo osob povérenych Zadavatelem
tykajici se dokumentace nezddouci udalosti.
Toto zahrnuje zejména aktivni ndsledné
sledovani a objasnéni pfislusnych nesrovnalosti
v hlasenich nezddoucich pfihod a pripadd
téhotenstvi.

2.11  Béhem a po skonceni Studie se zavazuji
Smluvni partnefi predlozZit Zadavateli veskeré
dokumenty pfijaté od aradd, etickych komisi
a/nebo pfislusnych regulatornich organt tykajici
se jakychkoli souhlasi nebo povoleni nebo
prislusné komunikace vztahujici se k bezpecnosti
ve vztahu ke Studii do 24 hodin od jejich
obdrZeni.

2.12  Smluvni partnefi se zavazuji pouzivat
Hodnocené léky vyhradné pro ucely provadéni
Studie a pouze zplUsobem specifikovanym v
Protokolu. Smluvni partnefi jsou odpovédni za
radné prijimani, pouzivani, nakladani, skladovani
a vedeni dukladné a presné evidence zachazeni's
Hodnocenymi léky v prlibéhu Studie v souladu s
pozadavky spravné klinické praxe, spravné
|ékarenské praxe a Protokolem. Navic se Smluvni
partnefi zavazuji vratit anebo zajistit fadnou
likvidaci nepouzitého Hodnoceného léku, pokud
si Zadavatel likvidaci vyzadal a tuto likvidaci
fadné zdokumentovat. V pfipadé nacatého a
nespotfebovaného Hodnoceného |éku, jehoz
forma podani je infuze, zajisti Smluvni partnefi

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

2.10 The Contracting Partners agree to
immediately answer any questions of the
Sponsor or persons authorized by the Sponsor
regarding adverse event documentation. This
includes - but is not limited to - active follow-up
monitoring and clarification of relevant
inconsistencies in adverse event and pregnancy
reports.

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

2.12 The Contracting Partners agree to use the
Study Drugs exclusively for the purposes of
conducting the Study and only as specified in the
Protocol. The Contracting Partners are
responsible for the proper receipt, use, handling,
storage and keeping detailed and accurate
records of handling of the Study Drugs in the
course of the Study pursuant to the
requirements of good clinical practice, good
pharmacy practice and Protocol. The Contracting
Partners agree to return any unused Study Drug
or properly liquidate any unused Study Drug,
provided that the Sponsor requested such
liqguidation and properly document such
liqguidation. The Contracting Partners shall




likvidaci ihned po pfipravé ¢i  Upravé
Hodnoceného léku.
2.13 Centrum se timto zavazuje zajistit

prostifednictvim Lékdarny FNO uskladnéni,
pripravu, kontrolu a distribuci Hodnocenych Iék(
v souladu s ustanovenim Protokolu, platnych
zakonli a v souladu se vsemi ustanovenimi
pokynu LEK-12 Statniho ustavu pro kontrolu
|éCiv. Smluvni partnefi nebudou vyZadovat
zaplaceni Hodnoceného Iéku nebo jakékoliv
sluzby hrazené Zadavatelem podle této Smlouvy
po subjektu hodnoceni nebo treti strané, jako je
naptiklad zdravotni pojistovna.

2.14  Hlavni zkousejici se zavazuje odebirat
Hodnocené léky v souladu s Protokolem, a to v
davkovani potfebném pro kazidou jednotlivou
navstévu subjektu hodnoceni.

2.15 Kdykoli o to Zadavatel pozadd, zavazuji
se Smluvni partnefi podat hlaseni o postupu ve
Studii v Centru vcetné Udajl o zarazovani
subjektl hodnoceni.

2.16  Hlavni zkousejici je povinen
shromazdovat data a vkladat je do 5 pracovnich
dni od jejich wvytvoreni do elektronickych
zaznamovych listd (dale jen ,,CRF“) v souladu s
nalezitostmi stanovenymi v Protokolu. Hlavni
zkousejici se zavazuje pravidelné predavat
Zadavateli CRF a veSkerou dokumentaci
vyzadovanou Protokolem, aby je Zadavatel mohl
pfimo ¢i prostfednictvim jiného subjektu
prGbézné zpracovavat. V pripadé prodleni
delsim nez 10 pracovnich dnl s vkladanim adajt
je Zadavatel opravnén, na zdkladé pisemného
oznameni doruceného Hlavnimu zkousejicimu,
zastavit zarazovani subjekt( hodnoceni Hlavnim
zkousejicim az do doby, kdy je vkladani adaja
aktualizované. Smluvni partnefi se zavazuji
poskytovat  soucinnost  pfi pohotovém
objasnovani jakychkoli dotaz( tykajicich se udajl
v CRF a vénovat se témto dotazlim a zodpovidat
je nejpozdéji ve Ih(ité 5 (péti) pracovnich dna.

immediately liquidate any unfinished or unused

Study Drug administered by infusion
immediately  after its preparation or
modification.

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

2.14 The Principal Investigator agrees to draw
the Study Drugs in compliance with the Protocol
and in doses required for every visit of the trial
subject.

2.15 The Contracting Partners agree to report
on the progress of the Study at the Center,
including information about the enrolment of
trial subjects, upon the Sponsor’s request.

2.16  The Principal Investigator must collect
data and enter them within 5 working days of
their generation in the electronic case report
forms (hereinafter referred to as “CRFs”) in
accordance with the requirements set forth in
the Protocol. The Principal Investigator agrees to
regularly forward CRFs and any documentation
required in the Protocol to the Sponsor so that
the Sponsor could process them directly or
through another entity on a continuous basis. In
case of a delay with data entering for more than
10 working days, the Sponsor shall have the right
by giving written notice to the Principal
Investigator to stop the recruitment of trial
subjects by the Principal Investigator until data
entering is up to date. The Contracting Partners
agree to assist in promptly clarifying any
guestions concerning CRF data and to address
and answer such questions within five (5)
working days.




2.17  Hlavni zkousejici je povinen zajistit, Ze
vSechny CRF poskytnuté Zadavateli jsou
pravdivé, presné a radné vyplnény a Ze jsou
vérnym odrazem skutecnych vysledkd Studie.
Hlavni zkousSejici se rovnéZ zavazuje predat
Zadavateli kopie vSech zprav, vietné vsech
aktualizaci a zmén, které si vyzddala eticka
komise.

2.18 Centrum se zavazuje uchovavat
vesSkerou elektronickou i jinou dokumentaci,
vCéetné zdrojové dokumentace a slozky
Zkousejiciho, vyzadovanych ICH predpisy a
pfisluSnymi prdvnimi predpisy upravujicimi
provadéni Studie, po delsi z nasledujicich dvou
dob: 1) patnact (15) let po skonceni Studie nebo
2) jakoukoli delsi dobu pro archivaci
dokumentace stanovenou pfislusnymi pravnimi
predpisy. Studijni dokumentace musi byt
uchovdvana na vhodném misté a vhodnym
zpUsobem a Centrum je povinno vést zaznamy o
misté, kde je dokumentace Studie uchovavana,
aby tato byla pohotové k dispozici na Zadost
povéreného zastupce Zadavatele, etické komise,
auditora nebo pfislusnych drfadd. Centrum je
povinno Zadavatele informovat v pfipadé, ze
planuje archivovat dokumentaci Studie mimo
své vlastni prostory.

2.19  Smluvni partnefi jsou si védomi, Ze
Zadavatel nebo jeho jménem treti strana
dikladné monitoruje provadéni Studie a
pravidelné navstévuje Centrum. Smluvni
partnefi se zavazuji pfimérené podporovat tyto
monitorovaci aktivity, véetné ale bez omezeni,
poskytnutim pristupu povéfenému zdastupci
Zadavatele do prostor a k datlim dle potreby a
spolupracovat se Zadavatelem nebo pfislusnou
treti stranou v tomto ohledu. Na Zadost
Zadavatele jsou Hlavni zkousejici a Clenové
studijniho tymu povinni se zucastnit osobni
diskuze.

2.20 Zadavatel a statni organy maji pravo
provadét audit ¢i inspekci zdaznam Smluvnich
partnert, veskeré jiné dokumentace a prostor
souvisejicich s provadénim Studie, bez jakychkoli
narokl Smluvnich partnerl na zvlastni platbu.
Takovy audit ¢i inspekci je Zadavatel povinen
pfimérené predem ohldsit v pfipadé, Ze je

2.17 The Principal Investigator shall ensure that
all CRFs submitted to the Sponsor are true,
complete, correct and accurate and reflect the
actual results of the Study. The Principal
Investigator also agrees to provide the Sponsor
with copies of all reports, including all updates
and changes, that were requested by the ethics
committee.

2.18 The Center shall keep all electronic and
other documents, including without limitation,
source documents and the Investigator’s files
required by ICH guidelines and applicable laws
regulating Study performance for the longer of
the two following periods: 1) fifteen (15) years
after the end of the Study, or 2) any longer
documentation archiving period laid down in
applicable legal regulations. Study
documentation must be kept in a suitable
location and manner, and the Center must keep
record of the location where Study
documentation is stored to ensure that it is
readily available upon the request of the
Sponsor’s appointed representative, the ethics
committee, an auditor or competent authorities.
The Center must notify the Sponsor in the event
that the Center plans to archive Study
documentation outside of its own premises.

2.19 The Contracting Partners understand that
the Sponsor or a third party on behalf of the
Sponsor closely monitors the performance of the
Study and regularly visits the Center. The
Contracting Partners agree to appropriately
support such monitoring activities, including
without limitation, by providing the Sponsor’s
appointed representative with access to the
facilities and data as necessary and to cooperate
with the Sponsor or the relevant third party in
this regard. The Principal Investigator and Study
Team Members must participate in personal
discussions upon the request of the Sponsor.

2.20 The Sponsor and government authorities
have the right to audit or inspect the Contracting
Partners’ records, any and all other
documentation and the facility relating to the
Study without the Contracting Partners’ right to
special payment. The Sponsor must announce
such audit or inspection sufficiently in advance,




provadén Zadavatelem. Smluvni partnefi jsou
povinni poskytovat Zadavateli, jim povérenym
zastupcim nebo veskerym statnim organim
soucinnost pti plnéni jejich uloh v souladu s
Protokolem a podniknout veskeré primérené
kroky pozadované Zadavatelem nebo statnimi
organy za UcCelem odstranéni nedostatki
zjisténych béhem auditu nebo inspekce.

2.21  Smluvni partnefi se zavazuji, ze béhem a
po skonceni Studie, umozZni a budou podporovat
veskeré kontroly odpovédnych udradl bez
jakychkoli narokd na zvlastni odménu i
nahradu. Smluvni partnefi jsou povinni
informovat Zadavatele o kazdé takové inspekci ¢i
zaméru takovou inspekci provést ihned poté, co
se o0 nich dozvi. Smluvni partnefi se zavazuji
umoznit, aby Zadavatel mohl byt pfitomen na
kazdé inspekci provadéné Udrady nebo
podobnymi institucemi. Pfed vyjadienim se k
nalezim takové inspekce, budou-li néjaké, jsou
Smluvni partnefi povinni odpovéd posoudit a
prodiskutovat se Zadavatelem. Smluvni partnefi
bez zbytecného odkladu poskytnou Zadavateli
kopie jakychkoliv  zjisténi nebo kontrol
odpovédnych uradu ve vztahu ke Studii.

2.22  Smluvni partnefi se zavazuji pfimo a
neprodlené informovat Zadavatele v pfipadé, Ze
subjekt hodnoceni ucastnici se Studie oznami i
vyjadfi nazor, Ze doslo k poskozeni jeho zdravi v
dlsledku ucasti ve Studii, a Ze ma proto pravo na
finan¢éni ndhradu.

2.23  Smluvni partnefi se zavazuji umoZnit
smluvnim vyzkumnym organizacim, smluvné
zajisténym Zadavatelem nebo kteroukoli z
Propojenych osob, aby jménem Zadavatele
vykonavaly kterékoli z prav a povinnosti
Zadavatele na zakladé této Smlouvy, v pripadé,
Ze se prokazi povérenim ¢i plnou moci, ze které
jejich opravnéni vykondvat prdva a povinnosti
Zadavatele vyplyva. Smluvni partnefi se zavazuji
spolupracovat s témito smluvnimi vyzkumnymi
organizacemi.

2.24  V pfipadé, Ze pfi Studii pouziva Centrum,
Hlavni zkousejici nebo Clenové studijniho tymu
pfistrojové vybaveni, které vyZaduje servis,

provided that it is carried out by the Sponsor.
The Contracting Partners must assist the
Sponsor, its designated representatives or all
government authorities in performing their tasks
pursuant to the Protocol and take any and all
reasonable actions requested by the Sponsor or
government authorities to remedy deficiencies
noted during an audit or inspection.

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

2.22 The Contracting Partners agree to inform
the Sponsor directly and immediately in the case
that a trial subject participating in the Study
announces or opines that his or her health has
been damaged due to his or her participation in
the Study and that he/she is therefore entitled
to financial compensation.

2.23 The Contracting Partners agree to allow
research organizations contracted by the
Sponsor or any of its Affiliates to exercise any of
the Sponsor’s rights and to perform any of the
Sponsor’s obligations under this Agreement on
behalf of the Sponsor, provided that they have
authorization or a power of attorney to exercise
the Sponsor’s rights and to perform the
Sponsor’s obligations. The Contracting Partners
agree to cooperate with such research
organizations.

2.24 In the case that the Center, the Principal
Investigator or Study Team Members use in the
course of the Study devices that require
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kalibraci nebo jinou zvlastni péci, Centrum se
zavazuje udrZovat takové pfistrojové vybaveni
zpUsobilé fadného provozu, o ¢em? je povinno
Zadavateli na vyzadani poskytnout odpovidajici
dokumentaci.

Cl. 3 — Povinnosti Zadavatele

3.1. Kontaktnimi osobami Zadavatele ve

vztahu ke Studii jsou:

XXX XXHXXXXXXXXXXXXXXXXXXXK
XXX XXXXXXXXXXXXXXXXXXXXXK
UOC of Oncological Gynecology

3.2. Zadavatel se zavazuje Smluvnim
partnerlim poskytnout zdarma v mnoiZstvi a
¢asovych intervalech pro fadné provedeni Studie
Hodnocené léky, nezbytné vzory CRF a dalsi
informace vyZzadované pro provadéni Studie.

Zadavatel zajisti distribuci zasilky Hodnocenych
Iékl do lékarny Centra, kde je odpovédny
farmaceut prevezme a zkontroluje, nasledné si
na zadanku Zkousejici Hodnoceny lék vyzvedne.
Odppovédnymi farmaceuty pro tuto Studii jsou:

XXXXXXXXXXXXXXXXX  (xxxxxxxxx@fno.cz, tel.
XXXXXXX) @

XXXXXXXXXXXXXXXXX (xxxxxxxx@fno.cz, tel.
XXXXXXX).

Zadavatel je povinen oznamit do 3 pracovnich
dnll pred dodanim, kdy bude zasilka do |ékarny
preddna budto pres IVRS, e-mailem na
XXXXXXXXXXXX; XXXXXXXXXXXX; nebo telefonicky na
Cislo XXXXXXXXXXXXXXXX.

Zadavatel zajisti dodavku na adresu:
XXXXXXXXXXXXXX

Lekarna FNO (Hospital Pharmacy)
XXXXXXXXXXXXXXXXKXXX
XXXXXXXXXXXXXXXXKXXX

servicing, calibration or any other special care,
the Center agrees to maintain such devices in
due operational condition and to provide
relevant documentation thereof to the Sponsor
upon the request of the Sponsor.

Article 3 — Obligations of the Sponsor

3.1 The Sponsor’s contact persons regarding
the Study are:

XXOXXXXXKXXXXXKXXXXXKXXXXXKX XXX
XUXXXXXXXXXXXXX XXX XXX XXX XXX XX XXXX

UOC of Oncological Gynecology

or any other person announced to the Principal
Investigator.

3.2 The Sponsor agrees to provide the
Contracting Partners with the Study Drugs,
necessary CRF templates and other information
required for the performance of the Study free
of charge and in the quantity and frequency
necessary for the proper performance of the
Study.

The sponsor will ensure the distribution of the
consignment of Evaluated Medicines to the
pharmacy of the Center where the responsible
pharmacist will take them over and check them.
Then the Investigator will pick up the Evaluated
Medicine on the request.

The pharmacists responsible for the study are as
follows:

XXXXXXXXXXXXXXX (xxxxxxxxxx@fno.cz, tel.
XXXXXXXXX) @
XXXXXXXXXXXXXXX (xxxxxxxxxx@fno.cz, tel.
XXXXXXXXXX).

The Sponsor is obliged to notify within 3 working
days before delivery when the consignment will
be delivered to the pharmacy either via IVRS, by
email to XXXXXXXXXXX; XXXXXXXXXXXX; or by phone
1O XXXXXXXXXXXXXXXXXXX.

The Sponsor shall make delivery arrangements
to the following address:

XXXXXXXXXXXXKXKXXX

Lekarna FNO (Hospital Pharmacy)
XXXXXXXXXXXXXXXXXXXX

XXXXXXXXXXXXXXKXXXXXX
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Zasilka bude rovnéz vidy oznacena ndzvem a
Cislem Studie.

Prijem veskerych zasilek do Iékdarny bude
probihat v pondéli az patek od 7.00 do 15.00
hod.

3.3 Hodnocené léky, nezbytné vzory CRF a
dalsi informace vyZadované pro provadéni
Studie poskytnuté Centru jsou a zlstavaji
vlastnictvim Zadavatele. Zadavatel prohlasuje,
Ze jsou splnény veskeré podminky stanovené
pfislusSnymi pravnimi predpisy pro vyrobu
(dovoz) dodavanych Hodnocenych Iéciv a jeho
distribuci do Centra.

3.4 Zadavatel se zavazuje poskytovat
Hlavnimu zkousejicimi prislusné nové informace
o bezpecnosti tykajici se Hodnoceného léku bez
zbytecného odkladu.

Cl. 4 —0dména

4.1. Zadavatel se zavazuje zaplatit Centru za
fadné provedené Ccinnosti na zakladé této
Smlouvy, véetné prevodu prav dle ¢l. 5, odménu
ve vysi, zplsobem a za podminek sjednanych
stranami dale v tomto ¢lanku Smlouvy.

4.2. Smluvni partnefi nemaji narok na
Zzadnou jinou odménu ¢i ndhradu kromé téch,
které jsou uvedeny v této Smlouvé, ledaZe je
predem pisemné schvali Zadavatel.

Platby odmény uvedené vtomto clanku
predstavuji jediny a vyluény zplsob fadného
finan¢niho vyporadani mezi smluvnimi stranami.
Zadavatel timto prohlasuje, Ze neuzaviel s
Hlavnim zkousSejicim separatni smlouvu na
odménu za provedeni Studie. Odména bude
mezi Smluvni partnery rozdélena po odecteni
nakladd podle vnitfnich predpisi Centra.
Zadavatel a Hlavni zkousejici prohlasuji, ze mezi
sebou neuzaviou Zadny prdvni vztah bez ohledu
na to, zda se vztahuje k této Studie, aniz by s tim
Centrum vyjadfilo souhlas. Smluvni strany timto
prohlasuji, Ze z jejich strany neexistuje Zadny
stiet zajmu financni ¢i nefinanéni povahy, ktery
by branil fadné realizaci Studie v souladu s

The consignment will also always be marked
with the name and number of the Study.

All consignments to the pharmacy will be
accepted from Monday to Friday from 7.00 am
t0 3.00 pm.

3.3 The Study Drugs, necessary CRF templates
and other information required for the
performance of the Study and provided to the
Center are and shall remain the Sponsor’s
property. The Sponsor declares that all
conditions stipulated in applicable laws
regulating the production (import) of the
provided Study Drugs and the distribution of the
Study Drugs to the Center have been met.

3.4 The Sponsor agrees to provide the Principal
Investigator with new information regarding the
safety of the Study Drugs without undue delay.

Article 4 — Remuneration

4.1 For the activities properly performed
based on this Agreement and for the transfer of
rights under Article 5, the Sponsor agrees to
provide the Center with remuneration in the
amount, by means and under the terms agreed
by the Parties below herein.

4.2 The Contracting Partners are not
entitled to any remuneration or reimbursement
other than that set forth in this Agreement
unless approved in advance by the Sponsor in
writing.

The remuneration payments referred to in this
Article shall constitute the sole and exclusive
means of sound financial settlement between
the Contracting Parties. The Sponsor hereby
declares that a separate contract for the
remuneration for the performance of the Study
with the Principal Investigator it has not been
signed. The remuneration will be distributed
among the Contractual Partners after deduction
of costs in accordance with the Centre's internal
regulations. The Sponsor and the Principal
Investigator declare that they will not enter into
any legal relationship with each other,
regardless of whether it relates to this Study,
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obecné platnymi predpisy a regulaénimi
pozadavky (zejména se spravnou klinickou
praxi).

4.3. Veskeré odmény a ndhrady, které maji
byt zaplaceny Centru, jsou splatné ve Ihaté 30
dnG ode dne, kdy bude Zadavateli dorucen
odpovidajici danfovy doklad (faktura) majici
vSechny nalezitosti dle pfislusnych pravnich
predpisli upravujicich dan z pfidané hodnoty, a
to ve prospéch bankovniho ucétu Centra:

Nazev uctu XXXXXXXXXXXKXXXXXKXXKX
Cislo uétu XXXXXXKXXXKXXXKXXKKXX
Kod banky XXXX

IBAN ¢gislo XXXXXXXXXXXX

Ceska narodni banka
Na Pfikopé 28

Praha 1, 115 03,
Ceska republika

Nazev banky
Adresa banky
Mésto, PSC, Zemé

Swift Code
Variabilni symbol

XXXXXXXXXX
XXXXXXXXXX

Faktury musi byt zasildny Zadavateli s uvedenim
Cisla protokolu a na adresu uvedenou v zahlavi
smlouvy. Odmény a nahrady dle této Smlouvy
budou Centru uhrazeny takto: Zpétné za kazdy
randomizovany subjekt hodnoceni, ktery
podstoupil minimdlné 1 cyklus lécby a ma
vyplnény elektronicky zaznamovy list subjektu
hodnoceni (tj. smrt, odvolani souhlasu, ztrata

pro dalsi sledovani). Na pacientky, které
neprojdou procesem ovérovani vhodnosti
zafazeni do klinického hodnoceni a budou

vyfazeny pred randomizaci jako tzv. screening
failure, se platby nevztahuji. Platby, tj.
XXXXXXXXXXXXXXXXXXXXXX, budou ndrokovany az
po ukonéeni klinického hodnoceni. Castka bude
rozdélena na dvé ¢asti, tj. XXXXXXXXXXXXX bude
hrazeno Centru, xxxxxxxxxxxx bude hrazeno na
zakladé vystavené faktury lékarné.

Navic k této Castce se Zadavatel zavazuje uhradit
start-up poplatek ve vysSi xXxxxxxxxx a start-up

without the consent of the Center. The Parties
hereby declare that there is no conflict of
interest of a financial or non-financial nature on
their part which would impede the proper
conduct of the Study in accordance with
generally applicable rules and regulatory
requirements (in particular with good clinical
practice).

4.3 Any remuneration and reimbursement
for the Center must be paid within 30 days of the
day the Sponsor receives a relevant tax
document (invoice), which meets all
requirements stipulated in applicable laws
regulating value-add tax, to the following bank
account of the Center:

Name of holder XXXXXXXXXKXXXKKXKXXKXXXX

Acct no. XXXXKHKKKHKHKIXXIXKXXXXKKX
Bank code XXXX

IBAN XXXXXXXXXXXXX

Name of the bank |Ceskéa narodni banka
Address Na Prikopé 28

City, Post code, Praha 1, 115 03,

State Czech Republic

Swift Code XXXXXXXXXX

Variable symbol XXXXXXXXXXX

Invoices must be addressed to the Sponsor, must
include Protocol number and must be sent to the
address specified in the header of this
agreement. Any remuneration and
reimbursement based on this Agreement shall
be paid to the Center in the following manner:
Retroactively for each randomized patient who
has completed at least 1 treatment cycle and the
subject's electronic case report forms are filled
out (ie, death, withdrawal of consent, loss for
follow-up). Payments do not apply to screening
failure patients who are excluded before
randomization. Payments, ie, XXXXXXXXXXXXXXX,
will only be claimed after the end of the clinical
trial. The amount will be divided into two parts,
ie Xxxxxxxxxxxxx will be paid to the Center,
Xxxxxxxxxxx will be paid on the basis of the
invoice issued to the pharmacy.

In addition to this amount, the Sponsor
undertakes to pay a start-up fee of XxxxXXXxxx
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poplatek lékarné ve vysi xxxxxxxxxx splatny po
podpisu smnlouvy a poplatek za archivaci ve vysi
XXXXXXXXXXXXXX po ukonceni Studie.

Fakturace bude probihat na zakladé podkladi
pro vystaveni faktury dodanych Zadavatelem.
Castky za sluiby provedené lékarnou Centra
musi byt v podkladech k fakturaci vidy uvedeny
oddélené od ostatnich ¢astek.

Na zakladé vzajemného odsouhlaseni navrhu
faktury vystavi Centrum fakturu na odménu a
pfipadné nahrady, jez je v souladu s touto
Smlouvou opravnéno fakturovat, kterou doruci
Zadavateli. Zadavatel zaplati Centru na zakladé
fadné vystavené a dorucené faktury pfislusnou
odménu a pripadné oprdvnéné fakturované
nahrady za obdobi, pro néz byl predmétny navrh
faktury dle tohoto ¢lanku odsouhlasen.

4.4 V pfipadé, ze Centrum zjisti, Ze jsou v
prehledu (ndvrhu faktury) nedostatky, tyto
oznami bez zbytecného odkladu Zadavateli,
ktery je povinen je odstranit. Ma-li Zadavatel
zato, Ze v prehledu (navrhu faktury) Zadné
nedostatky nejsou, sdéli toto Centru. Centrum a
Zadavatel jsou nasledné povinni si navzajem
poskytnout soucinnost nezbytnou k odstranéni
pfipadnych rozpor(. Neposkytnuti soucinnosti
se povazuje za nepodstatné poruseni Smlouvy.

Neodstrani-li Zadavatel nedostatky v prehledu
(ndvrhu faktury) ani ve Ih(té 45 dnl ode dne
doruceni oznameni dle predchoziho odstavce,
nebo v téze |h(té nesdéli Centru, Ze v prehledu
(ndvrhu faktury) Zadné nedostatky nespattuje,
plati, Ze rozhodny pro vystaveni faktury je
prehled (navrh faktury) ve znéni pfipominek
Centra, na zakladé kterého je Centrum
opravnéno vystavit fakturu a Zadavatel je
povinen odménu a nahrady za fakturované
ukony provedené v  obdobi konani studie
Hlavnim zkou3ejicim a/nebo ostatnimi Cleny
studijniho tymu Centru uhradit.

and a start-up fee to the pharmacy of
XXXXXXXXXXXX payable upon signing the contract
and an archiving fee of XXXXXXXXXXX upon
completion of the Study.

Invoicing will take place on the basis of
documents for issuing an invoice supplied by the
Sponsor. Amounts for services performed by the
Centre's pharmacy must always be stated
separately from other amounts in the invoicing
documents.

Based on the mutually approved draft invoice,
the Center shall issue an invoice for
remuneration and potential reimbursement that
the Center is entitled to charge pursuant to this
Agreement and shall send it to the Sponsor.
Based on the duly issued and delivered invoice,
the Sponsor shall pay the Center the relevant
remuneration and potential justified
reimbursement for the period for which the
draft invoice has been approved pursuant to this
article.

4.4 The Center must immediately report any
potential deficiencies in the overview (draft
invoice) to the Sponsor, and the Sponsor must
remedy such deficiencies. In the case that the
Sponsor believes that the overview (draft
invoice) has no deficiencies, the Sponsor shall
announce it to the Center. The Center and the
Sponsor must then cooperate as necessary to
rectify such discrepancies. Failure to cooperate
shall be considered a minor breach of this
Agreement.

In the case that the Sponsor fails to remedy
deficiencies in the overview (draft invoice), or
fails to inform the Center that the Sponsor
believes that the overview (draft invoice) has no
deficiencies, within 45 days of announcement
based on the previous paragraph, the Center
shall use its version of the overview (draft
invoice), based on which the Center shall issue
an invoice and the Sponsor shall have to pay the
remuneration and reimbursement for invoiced
activities performed during the
conducting of the clinical trial by the Principal
Investigator and/or other Study Team Members.
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4.5. Nestanovi-li tato Smlouva jinak, vSechny
Castky uvedené v této Smlouvé jsou uvedeny bez
DPH. Pokud nékteré platby za sluzby podléhaji
DPH, Zadavatel zaplati pfisluSnou ¢astku DPH ve
vysi dle pravnich predpist uUcinnych ke dni
uskutecnéni zdanitelného plnéni na zakladé
prislusného danového dokladu (faktury), ktera
bude spliovat vSechny ndleZitosti pfedepsané
pfislusnymi pravnimi predpisy. Centrum nese
odpovédnost za uhrazeni vSech ostatnich dani v
souvislosti s platbami na zakladé této Smlouvy.

4.6 Vzhledem k nekomerénimu charakteru
studie nebudou vyplaceny cestovni ani jiné
nahrady subjektim hodnoceni.

Cl. 5 - Préva k vysledk&m

5.1. Zadavateli patfi vyhradni prava ke vSsem
vysledklm, datlm, zjisténim, objevim,
vyndalezdm a specifikacim (dale jen ,Vysledky”).
Smluvni partnefi timto predem postupu;ji
veskerd svd majetkova prava k Vysledkim na
Zadavatele a Zadavatel tato postoupend prava
pfijima. Odména za tento prevod je jiz zahrnuta
v odméné Smluvnich partnerd dle ¢l. 4. Smluvni
partnefi neziskavaji k Vysledkim pInénim této
Smlouvy Zadna prava.

5.2 Vsechna zdravotnickd dokumentace a
pGvodni  zdrojovd dokumentace zlstane
majetkem Centra; nicméné, Zadavatel je

oprdvnén je pouzit v souladu s touto Smlouvou a
souhlasem subjektll hodnoceni. Zpftistupnéni
Vysledkl jakémukoli subjektu, véetné smluvni
vyzkumné organizace Ci etické komise anebo
regulatorniho organu nebude povaZovano za
udéleni vlastnického prdva k témto informacim
témto subjektim.

5.3. V rozsahu, v jakém prdva dusevniho
vlastnictvi k Vysledklm nejsou prevoditelna,

udéluji timto Smluvni partnefi Zadavateli
vyhradni, neodvolatelnou v misté a case
neomezenou licenci s pravem udélovat

podlicence a to ke viem zplsoblm uZiti téchto

4.5 Unless otherwise stated in this Agreement,
no amounts specified in this Agreement include
VAT. In the case that any payment for services is
subject to VAT, the Sponsor shall pay the
relevant VAT amount stipulated in legal
regulations effective as of the date of taxable
supply based on the relevant tax document
(invoice) that shall meet the requirements laid
down in applicable legal regulations. The Center
shall be responsible for paying any other tax with
respect to the payments made based on this
Agreement.

4.6 Since the trial is an academic one, no extra
costs should arise for the patient in connection
with the trial, nor is there any reimbursement.

Article 5 — Rights to Results

5.1 The Sponsor shall own the exclusive rights
to all results, data, findings, discoveries,
inventions and specifications (hereinafter
referred to as “Results”). The Contracting
Partners hereby assign all of their proprietary
rights to Results to the Sponsor in advance and
the Sponsor accepts such assigned rights. The
royalty fee for this assignment is already
included in the remuneration of the Contracting
Partners under Article 4 hereof. The Contracting
Partners shall not acquire any rights to Results by
performing this Agreement.

5.2 All medical records and original source
documents shall remain the property of the
Center; however, the Sponsor shall be permitted
to use them in accordance with this Agreement
and based on the consent of trial subjects.
Disclosure of Results to any subject, including a
contracted research organization, ethics
committee or regulatory authority, shall not be
deemed as granting the ownership of such
information to these entities.

53 To the extent intellectual property rights
to Results are legally not assignable, the Sponsor
is hereby granted by the Contracting Partners an
exclusive, worldwide, sub-licensable, time-
unlimited and irrevocable license for unlimited
use of these Results. The royalty fee for this
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Vysledkd. Odména za tuto licenci je jiz zahrnuta
v odméné Smluvnich partner( dle ¢l. 4. Centrum
se zavazuje vyvinout maximalni usili k tomu, aby
skuteéni vlastnici téchto prav dusevniho
vlastnictvi, tzn. zameéstnanci Centra a/nebo
zUCastnéné treti strany, umozni Centru udélit
vySe uvedenou licenci Zadavateli. Zadavatel neni
povinen licenci vyuZzit.

5.4 Smluvni partnefi se zavazuji zajistit, ze
veskeré Vysledky (dale jen ,Vynalezy“), u¢inéné
zaméstnanci Centra nebo jinymi stranami
zahrnutymi Smluvnimi partnery do provadéni
Studie, budou  bezodkladné ozndmeny
Zadavateli.

Cl. 6 — Zachovavani davérnosti

6.1. Veskeré informace tykajici se Studie
budou dlvérné a Smluvni partnefi se zavazuji
nesdélit zadné informace treti strané bez
predchoziho pisemného souhlasu Zadavatele
pro jiné ucely nez je provadéni Studie a
s vyjimkou pfipadd, kdy to wvyZaduji pravni
predpisy.

Toto se netyka informaci které:
- Jsou verejné znamé,
- Byly zvefejnény treti osobou jednajici
v souladu s pravem,
- Byly uskute¢nény zkousSejicim pfi
informovani o jeho (¢innostech
vyzadovaném pfislusSnymi Grady.

Cl. 7 — Publikovéni, tiskové zpravy a vefejna
ozndmeni

7.1 Smluvni partnefi se zavazuji poskytovat
Zadavateli veskeré navrhy na publikovani nebo
ustni prezentace tykajici se Studie nebo
Hodnoceného léku nebo Vysledkli (dale jen
,Publikace”) nejméné Sedesat (60) dnl pred
zamyslenym predloZenim nebo prezentaci
Publikace, aby je Zadavatel mohl zkontrolovat.

opravnéni
publikace

7.2 Smluvni partnefi nejsou
publikovat pred datem primarni

license is already included in the remuneration
of the Contracting Partners under Article 4. The
Center shall make maximum efforts so that the
actual owners of the intellectual property rights,
i.e. employees of the Center and/or involved
third parties, would allow the Center to grant the
aforementioned license to the Sponsor.

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

Article 6 — Confidentiality

6.1. All information related to the Study shall
be confidential and none of the Contracting
Partners shall disclose any information to a third
party, without the prior written permission of
the Sponsor other than as required to perform
the Study except if required by law.

This does not apply to any information which:

- is in the public domain

- is made public by a third party acting
without impropriety in doing so

- is made by investigators at clinical
centres in the report of his/her activities that is
requested by competent authorities.

Article 7 — Publication, Press Releases and Public
Announcements

7.1 The Contracting Partners agree to
provide the Sponsor with all proposed
publications or oral presentations relating to the
Study or the Study Drugs or Results (hereinafter
referred to as the “Publication”) at least sixty
(60) days prior to the intended submission or
presentation of the Publication in order to allow
the Sponsor to review it.

7.2 The Contracting Partners are not allowed
to publish before the primary publication of the
Study any material from their component of the

~16 "~




Zadavatelem Zz4dné publikace své cCasti studie
bez vyslovného souhlasu Zadavatele.

7.3 Smluvni partnefi se zavazuji zavazat
stejnymi  povinnostmi a poZadavky na
publikovani, které jsou stanoveny v ¢l. 7.1 také
véechny Cleny studijniho tymu.

7.4 Smluvni strany se dohodly, Ze zadavatel
poskytne Centru po ukonceni Studie seznam
publikaci vztahujicich se kvysledkim této
Studie.

Cl. 8 — Odpovédnost a od$kodnéni

8.1. Smluvni partnefi se zavazuji Zadavateli
nahradit Ujmu (vCetné Ujmy nemajetkové)
vzniklou z ddvodu (i) nedbalostniho nebo
umyslného protipravniho jednani ¢i opomenuti
a/nebo (i) poruseni kterékoli z povinnosti
pfijatych na zakladé této Smlouvy kterymkoli z
nich, nebo kterymkoli ze zaméstnancl Centra
nebo smluvnich partnerd, jichZz poufZiji pro ucely
plnéni této Smlouvy.

8.2. Zadavatel je Smluvnim partnerlm
(Centrum, Hlavni zkousejici dale oznacovani jen
jako ,, 0dskodriovana strana“) povinen nahradit
Ujmu (véetné Ujmy nemajetkové) v rozsahu, v
jakém je vlci nim u pfislusného soudu subjektem
hodnoceni nebo jinymi k tomu podle platnych
pravnich  predpisi  opravnénymi osobami
Uspésné uplatnén zejména narok na nahradu
ujmy na zdravi (véetné smrti) vzniklé z ddvodu
uZivani Hodnoceného |éku nebo jakéhokoli
vykonu nebo postupu vykonaného na subjektu
hodnoceni dle pozadavk(l Protokolu, a to za
podminky, Ze tato Ujma:

8.2.1 nevznikla z davodu, Ze Odskodrnovana
strana nejednala v souladu (a) s podminkami
této Smlouvy; a/nebo (b) Protokolem; a/nebo (c)
vSemi pfislusnymi pravnimi pfedpisy a pravidly
upravujicimi  provadéni Studie; a/nebo (d)
bezpecnostnimi opatfenimi a pisemnymi pokyny
Zadavatele nebo jeho Propojenych osob; a/nebo

8.2.2 nevznikla z ddvodu nedbalého nebo
umysiného protipravniho jednani ¢i opomenuti
Odskodriované strany; a/nebo

Study without the explicit written consent of the
Sponsor.

7.3 The Contracting Partners agree to impose
the same obligations and requirements for
publications as set forth in Article 7.1 on all Study
Team Members.

7.4 The Contracting Parties agree that the
Sponsor shall provide the Center, after the
completion of the Study, with a list of
publications relating to the results of the Study.

Article 8 — Liability and Indemnity

8.1 The Contracting Partners agree to
indemnify the Sponsor for any damage
(including non-pecuniary damage) incurred as a
result of (i) a negligent or willful illegal act or
omission and/or (ii) a breach of any obligations
assumed under this Agreement by either of
them or any employee of the Center or
contractors used for the purposes of fulfilment
of this Agreement.

8.2 The Sponsor must indemnify the
Contracting Partners (hereinafter the Center and
the Principal Investigator collectively referred to
as the “Indemnified Party”) for damage
(including non-pecuniary damage) to the extent
to which a trial subject or any other under law
entitled person successfully claims namely
damage to health (including death) as a result of
using the Study Drugs or any clinical intervention
or procedure required by the Protocol in a
competent court of justice, provided that such
damage:

8.2.1 did not arise from the failure of the
Indemnified Party to comply with (a) the terms
of this Agreement; and/or (b) the Protocol,
and/or (c) all applicable laws and regulations
governing the performance of the Study, and/or
(d) safety measures and written instructions of
the Sponsor or its Affiliates; and/or

8.2.2 does not arise from a negligent or willful
illegal act or omission of the Indemnified Party;
and/or
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8.2.3 neni plné nahrazena 1z pojisténi
sjednaného v souladu s pravnimi predpisy ve
prospéch Odskodriované strany.

8.3. Dale plati, ze pokud vznikne takova Ujma
pouze zCasti z divodl na strané Odskodrované
strany uvedenych v ¢l. 8.2.1, nebo 8.2.2,
Odskodnované strané vznikd narok na nahradu
Ujmy vaci Zadavateli v rozsahu, v jakém se na
vzniku Skody nepodilely diivody uvedené v ¢l.
8.2.1 a/nebo 8.2.2.

8.4 Pravo Smluvnich partner na nahradu
Ujmy dle ¢l. 8.2 dale nevznikne a Zadavatel
nebude mit povinnost ndhradu Ujmy
poskytnout, s vyjimkou odst. 8.4.3, pouze v
rozsahu, ve kterém bude mit poruseni nékteré z
nize uvedenych povinnosti ze strany Smluvnich
partnert negativni vliv na moznost Uspésné se
branit proti uplatnénému naroku na ndhradu
ujmy:

8.4.1 Smluvni partnefi se zavazuji pisemné
informovat Zadavatele o kazdém naroku a/nebo
Zalobé v maximalnim moZném rozsahu, jez
spadaji nebo by mohly spadat pod tato
ustanoveni o ndhradé Ujmy, a to do patndacti (15)
dnl ode dne, kdy se o nich dovédéli, a soucasné
umoznit Zadavateli, aby schvaloval vSechny
ukony a obranu proti takovému naroku nebo
Zalobé véetné rozhodovani o jeho urovnani; a

8.4.2 Smluvni partnefi jsou povinni
spolupracovat se Zadavatelem a jeho pravnimi
zastupci a pojistiteli pfi obrané proti takovému
naroku nebo Zalobé, a zajistit takovou spolupraci
také svych zaméstnanc(; a

8.4.3 Smluvni partnefi nesmi uznat ani
urovnat zadny takovy narok nebo soudni fizeni
bez predchoziho pisemného souhlasu
Zadavatele.

Cl. 9 — Pojisténi

9.1. Zadavatel odpovida za zajisténi pojisténi
pro ucely Studie v souladu s pfislusnymi pravnimi
predpisy. Za timto ucelem Zadavatel prohlasuje,
Ze zajistil pojisténi odpovédnosti Zadavatele a

8.2.3 is not fully covered by insurance taken
out in compliance with applicable laws for the
benefit of the Indemnified Party.

8.3 In the case that such damage incurs only
in part due to reasons on the part of the
Indemnified Party as specified in Article 8.2.1 or
8.2.2, the Indemnified Party shall be entitled to
indemnification from the Sponsor to the extent
to which the reasons indicated in Article 8.2.1
and/or 8.2.2 did not contribute to the damage.

8.4  The Contracting Partners shall not be
entitled to indemnification under Article 8.2 and
the Sponsor shall not provide indemnification,
with the exception of Paragraph 8.4.3, if the
Contracting Partners breach any of the following
obligations and such breach has a negative
impact on the possibility of successful defense
against the lodged claim:

8.4.1 The Contracting Partners agree to notify
the Sponsor in writing and as much as possible
about a claim and/or lawsuit that falls or could
fall under these provisions on indemnification
within fifteen (15) days of learning about such a
claim or lawsuit and to allow the Sponsor to
approve all acts and defense against such a claim
or lawsuit, including the right to decide on its
settlement; and

8.4.2 The Contracting Partners must cooperate
and require its employees to cooperate, with the
Sponsor and its attorneys and insurers in the
defense of such a claim or lawsuit; and

8.4.3 The Contracting Partners may not
recognhize or settle any such claim or lawsuit
without the prior written consent of the
Sponsor.

Article 9 — Insurance

9.1 The Sponsor shall be responsible for
taking out insurance for the purposes of the
Study in compliance with applicable legal
regulations. For these purposes, the Sponsor
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Zkousejiciho za Skodu (véetné nemajetkové
Ujmy, vyjma nemajetkové Ujmy zplsobené
porusenim prdv na ochranu osobnosti ¢i jména,
urazkou na cti, pomluvou, Sikanou,
obtézovanim, nerovnym zachazenim ¢&i jinymi
zpUsoby diskriminace), jehoZ prostfednictvim je
zajisténo i odskodnéni v pripadé smrti subjektu
hodnoceni nebo v pfipadé Ujmy vzniklé na zdravi
subjektu hodnoceni v disledku provadéni Studie
v souladu s § 52 odst. 3 pism. f) zdkona o
|éCivech. Pro vylouéeni pochybnosti Zadavatel a
Smluvni partnefi prohlasuji, Ze pojisténi podle
tohoto odstavce nenahrazuje pojisténi vztahujici
se k aktivitdm, které nesouvisi se Studii, napft.
bézné poskytovani zdravotnich sluzeb.

Cl. 10 — Ochrana a zpf¥istupnéni osobnich tdaj

10.1  Smluvni partnefi a Zadavatel se zavazuji
jednat v souladu s pfislusSnymi pravnimi ptedpisy
na Useku ochrany osobnich Udajl, zejména
natizenim Evropského parlamentu a Rady (EU)
2016/679 ze dne 27. dubna 2016 o ochrané
fyzickych osob v souvislosti se zpracovanim
osobnich Gdajl a o volném pohybu téchto udaju
a o zru$eni smérnice 95/46/ES (obecné nafizeni
o ochrané osobnich Udaji) zakonem upravujicim
zpracovani osobnich udaja a pfislusnymi pokyny
Statniho Udstavu pro kontrolu léciv, zejména
pokynem KLH-22, pokud se uplatni.

Cl. 11 = Trvani Smlouvy

11.1. Tato Smlouva nabyva ucinnosti svym
zverejnénim v registru smluv a skonci dnem kdy
(a) bude dokoncena celkovd zprdva o Studii,
nebo (b) bude provedena posledni platba
Zadavatelem, pficemz rozhodujici je ta z téchto
skutecnosti, ktera nastane pozdéji.

Smluvni strany timto berou na védomi a
souhlasi, Ze tato Smlouva a jeji pfipadné dodatky
podléhaji povinnému zverejnéni v souladu se
zdkonem ¢. 340/2015 Sb., o registru smluv.
Zverejnéni zajisti Centrum. Hlavni zkousejici
souhlasi se zvefejnénim svého jména v

represents and warrants that it took out
insurance of liability of the Sponsor and the
Investigator for damage (including the non-
pecuniary damage, with the exception of non-
pecuniary damage caused by violation of
personality or name protection rights, by
defamation, slander, bullying, harassment,
unequal treatment or by any other way of
discrimination), including indemnification in
case of death of a trial subject or damage to
health to a trial subject due to the Study
performance pursuant to Section 52 (3, f) of
Pharmaceuticals Act. In order to eliminate any
doubts, the Sponsor and the Contracting
Partners represent and warrant that this
insurance does not replace insurance covering
activities which are not related to the Study, e.g.
a regular provision of medical services.

Data Protection and

Article 10 — Personal

Disclosure

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

Article 11 — Term of the Agreement

11.1  This Agreement shall come into force
upon its disclosure in the agreements register
and shall end on the day (a) the overall Study
report is completed or (b) the Sponsor makes its
last payment, whichever occurs later.

The Contracting Parties hereby acknowledge and
agree that this Agreement and any amendments
thereto are subject to mandatory publication in
accordance with Act No. 340/2015 Coll., On the
Register of Contracts. Publication will be
provided by the Center. The Principal
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souvislosti s touto smlouvou na portdle verejné
spravy v souladu se zakonem o registru smluv.

Pfedpoklddand doba trvani Studie je od podpisu
této smlouvy do ledna xxxx. Pfipadna odchylka
skutec¢né doby trvani od predpokladané doby
trvani presahujici tuto dobu o vice nez 6 mésicu
vyZaduje zménu této Smlouvy ve formé
pisemného dodatku.

11.2. Prdva a povinnosti Zadavatele a
Smluvnich partnerl stanovené v této Smlouvé,
které s ohledem na svou povahu maji pretrvat i
po skonceni této Smlouvy (véetné prav s
ohledem na vlastnictvi, Vynalezy, zachovavani
mlcenlivosti, publikace, protikorupcnich
ustanoveni, odpovédnosti a odskodnéni),
zUstavaji v platnosti i po skonceni nebo splnéni
této Smlouvy.

Cl. 12 — Ukonéeni

12.1. Bez ohledu na jakékoli jiné pravo ukoncit
tuto Smlouvu, jez miZe byt stanoveno v této
Smlouvé anebo vyplyvd z obecné zdavaznych
pravnich predpist, Zadavatel ma pravo ukoncit
tuto Smlouvu kdykoli i bez uvedeni divodu na
zakladé vypovédi s tficetidenni (30) vypovédni
IhGtou. |hned po doruceni vypovédi této
Smlouvy na zdkladé kteréhokoli ustanoveni této
Smlouvy, se Centrum a Hlavni zkou3ejici zavazuiji
(i) zastavit ndbor a zarazovani subjekt(
hodnoceni do Studie, (ii) zastavit provadéni
veskerych postupll, u jiz zarazenych subjekt(
hodnoceni, a to v mire, v jaké to dovoluje
|ékarské hledisko, a (iii) zdrZet se v maximalni
mozné mite vytvareni dalSich naklada a vydaja.
V pripadé, ze Centrum nebo Zadavatel sdéli, ze
vypovédni |hita v délce tficeti (30) dnlU je
nedostatecné dlouha doba na vyhodnoceni rizik
pro zarazené Subjekty hodnoceni, kterym jsou
podavany Hodnocené Iléky, budou smluvni
strany spolupracovat na tom, aby byla bezpec¢né
ukoncena lécba téchto subjektll timto IéCivem v
prabéhu vzajemné dohodnuté doby, ale v
zadném pripadé nebude zavazek Zadavatele
doddvat Hodnocené léky podle této Smlouvy
trvat déle neZ pfimérenou dobu.

Investigator agrees to the publication of his
name in connection with this contract on the
public administration portal in accordance with
the Act on the Register of Contracts.

Expected duration of the Study is from the
signing of this Agreement until January xxxx. Any
deviation of the actual duration from the
expected duration exceeding the period by more
than 6 months requires an amendment to this
Agreement in the form of a written amendment.

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

Article 12 — Termination

12.1 Notwithstanding any other termination
right set forth in this Agreement or in the
applicable generally binding legal regulations,
the Sponsor reserves the right to terminate this
Agreement at any time without cause based on
thirty-day notice. Immediately upon receipt of
the notice based on any provision of this
Agreement, the Center and the Principal
Investigator agree to (i) cease recruiting and
enrolling trial subjects in the Study, (ii) cease all
procedures to the extent medically permissible
on trial subjects already enrolled in the Study
and (iii) refrain as much as possible from
incurring additional costs and expenses. In the
case that the Center or the Sponsor announces
that the thirty-day notice does not provide
enough time to evaluate risks for enrolled trial
subjects who receive the Study Drugs, the
Contracting Parties shall cooperate so that the
treatment of the trial subjects with the Study
Drugs would be safely terminated during a
mutually agreed period of time; however, the
Sponsor shall not be required to provide the
Study Drugs based on this Agreement for an
unreasonable period of time.
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12.2. Smluvni partnefi a Zadavatel, kazdy z
nich, maji prdvo ukoncit tuto Smlouvu s
okamzitym ucinkem formou vypovédi dorucené
druhé smluvni strané v pfipadé, Ze provadéni
Studie v Centru musi byt ukonéeno z lékafskych
anebo etickych ddvodd. Ukonceni Smlouvy
Smluvnimi partnery dle pfedchozi véty je Hlavni
zkousejici povinen predem prokonzultovat se
Zadavatelem. Aniz je tim dotleno predchozi
ustanoveni, v ptipadé kritickych nebo dilezitych
zjisténi v rdmci auditu nebo inspekce tykajicich
se spravné klinické praxe, farmakovigilance nebo
regulatornich zalezitosti, praxe nebo postupu,
které maji nepfiznivy vliv na prava, bezpecnost,
nebo blaho subjektd hodnoceni anebo které
mohou predstavovat potencidlni riziko pro
verejné zdravi anebo které mohou mit za
nasledek nepfijatelnost dat ze Studie anebo
které predstavuji vaziné poruseni prislusnych
pravnich predpisi a pravidel, ma Zadavatel
pravo (podle své volby) s okamzitym ucinkem
docasné zastavit nabor subjektd hodnoceni,
dokud nebudou predmétna zjisténi zcela
posouzena nebo s okamzitym ucinkem ukondit
tuto Smlouvu.

12.3. V pfipadé, Ze kterékoli z povoleni ci
souhlast nezbytnych pro provadéni Studie je (i)
s konecnou platnosti zamitnuto anebo (ii)
zruseno, skondci tato Smlouva automaticky dnem
doruceni oznameni (rozhodnuti) o takovém
konecném zamitnuti ¢i zruseni.

12.4 Pokud se Zadavatel oddvodnéné
domniva, Ze Smluvni partnefi nebudou schopni
zacit nadbor anebo splnit svoje povinnosti tykajici
se naboru v rdmci sjednané Ih(ty, ma Zadavatel
pravo na zdkladé oznameni doruceného
Smluvnim partnerdm (a) s okamzitym ucinkem
snizit pocet subjektll hodnoceni, jez maji byt
zafazeni do Studie; anebo (b) prodlouZit dobu
naboru; anebo (c) ukonéit tuto Smlouvu
vypovédi. Dle pismene c) mulZe Zadavatel
vypovédét Smlouvu s okamzitym ucinkem, avsak
pouze pokud pfedem pisemné upozornil Smluvni
partnery na jejich prodleni s ndborem subjektl
hodnoceni a pozadal je o napravu v dodatecné
pfimérené |hGté, kterou jim za timto Gcelem

12.2 The Contracting Partners and the
Sponsor each have the right to terminate this
Agreement with immediate effect by giving
written notice to the other party in the case that
the Study at the Center needs to be terminated
due to medical or ethical reasons. The Principal
Investigator must consult termination of this
Agreement by the Contracting Partners under
the previous sentence with the Sponsor
beforehand. Without prejudice to the foregoing,
in the event of critical or important findings from
an audit or inspection related to good clinical
practice, pharmacovigilance or regulatory
matters, practice or procedure that have a
negative impact on the rights, safety or well-
being of trial subjects or that may pose a
potential risk to public health or that may render
Study data inadmissible or that seriously violate
applicable legal regulation and rules, the
Sponsor reserves the right (at its own discretion)
to temporarily stop the recruitment of trial
subjects with immediate effect until the relevant
findings are fully assessed or to terminate this
Agreement with immediate effect.

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

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

dodatecné Ih(té napravu neucini.

12.5  Ptiskonceni Smlouvy se Smluvni partnefi
zavazuji vratit Zadavateli veskery
nespotiebovany materidl a pfedméty, jez jim
byly poskytnuty v souvislosti se Studii, a to
nejpozdéji do tficeti (30) pracovnich dni od data
ukoncéeni skonceni Smlouvy.

Cl. 13 — RGzna ustanoveni

13.1 Zadavatel ma prdvo postoupit tuto
Smlouvu zcela anebo z¢asti na kteroukoli ze
svych  Propojenych osob. Kromé vyse
uvedeného neni Zadnd ze smluvnich stran
opravnéna postoupit sva prava a/nebo
povinnosti zcela ani z¢asti na treti stranu bez
predchoziho pisemného souhlasu ostatnich
smluvnich stran. Tato Smlouva zavazuje jeji
jednotlivé smluvni strany, jakoZ i jejich prévni
nastupce a osoby, na néz budou prava a zavazky
smluvnich stran v souladu s timto clankem
postoupené.

13.2  Smluvni strany se dohodly, Ze tato
Smlouva mize byt s dale uvedenou vyjimkou
ménéna pouze pisemné prostfednictvim
vzestupné Cislovanych dodatkd podepsanych
vsemi smluvnimi stranami. Smluvni strany
nemusi uzavirat dodatek k této Smlouvé v
pfipadé tzv. nepodstatnych zmén Protokolu.
Nepodstatnou zménou Protokolu se pfFitom
rozumi takova zména Protokolu, kterd neméni
rozsah ¢i zplsob provadéni dkonl (zejména
vySetfeni) provadénych Smluvnimi partnery v
ramci Studie a nema tedy jakykoli vliv na vysi
odmény za provadéni Studie ¢i jiné ceny
uvedené v této Smlouvé. Nepodstatné zmény
Protokolu jsou ucinné dnem jejich doruceni
Centru.

13.3 Tato Smlouva je vytvofena a fidi se
¢eskym pravem bez ohledu na ustanoveni jeho
koliznich norem. Smluvni strany se dohodly, Ze
veskeré spory vzniklé z této Smlouvy budou
Ffedeny vécné a mistné pislusnymi soudy Ceské
republiky.

Contracting Partners failed to remedy this delay
within such additional reasonable time-limit.

12.5 Upon termination of this Agreement, the
Contracting Partners shall return to the Sponsor
all unused materials and items provided to the
Contracting Partners in relation to the Study
within thirty (30) working days of the day of
termination of this Agreement.

Article 13 — Miscellaneous

13.1 The Sponsor shall have the right to assign
this Agreement, in whole or in part, to any of its
Affiliates. Save for the foregoing, neither Party
may assign its rights or obligations under this
Agreement, in whole or in part, to a third party
without the prior written consent of the other
Parties. This Agreement is binding for all Parties
as well as their legal successors and parties to
which the rights and obligations of the
Contracting Parties shall be assigned in
compliance with this Article.

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

13.3 This Agreement is construed and governed
by the Czech law, regardless of the provisions of
its collision norms. The Contracting Parties have
agreed that any dispute arising from this
Agreement shall be decided by materially and
locally competent courts of the Czech Republic.
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13.4 Tato Smlouva je sepsdna v Ceském a
anglickém jazyce a smluvni strany povazuji obé
jazykové verze za rovnocenné, avsak pro ptipad
vykladovych nesrovnalosti mezi jednotlivymi
verzemi se smluvni strany dohodly, Ze prednost
mda ceskd verze Smlouvy. Tato Smlouva a
vSechny jeji pfilohy predstavuji uplnou dohodu
smluvnich stran o pfedmétu této Smlouvy. Tato
smlouva je sepsana ve tfech vyhotovenich,
znichz kazda Smluvni strana obdrzi jedno
vyhotoveni.

Cl. 14 - Ptilohy
Nasledujici pfilohy tvofi nedilnou soucdst této
Smlouvy, nestanovi-li tato Smlouva jinak:

Ptiloha ¢. 1: Vypis z rejstriku
Pfiloha ¢.2:  Protokol (zalozen v dokumentaci
u Hlavniho zkousejiciho)

13.4 This Agreement has been drawn up in the
Czech and English language, and the Contracting
Parties consider both language versions to be
equal; however, in case of any interpretation
discrepancy between the individual versions, the
Czech version shall prevail as agreed by the
Contracting Parties. This Agreement and all of its
Appendices represent an entire agreement of
the Contracting Parties with respect to the
subject-matter of this Agreement. This contract
is drawn up in three copies, of which each
Contracting Party will receive one copy.

Article 14 — Appendices

The following Appendices constitute an integral
part of this Agreement, unless set forth
otherwise herein:

Appendix 1: Excerpt from register
Appendix 2: Protocol (filed in the documentation
with the Principal Investigator)
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Zadavatel

V Ostravé dne .................2021

doc. et doc. MUDr. Petr Vavra, Ph.D.,
nameéstek reditele pro védu, vyzkum a vyuku
Centrum

V Ostravé dne.................. 2021

doc. MUDr. Jaroslav Klat, Ph.D.
Zkousejici
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Pfiloha €. 1: Vypis z rejstriku/ Excerpt from register
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Priloha ¢. 2: Protokol/ Protocol
Zalozen v dokumentaci u Hlavniho zkousejiciho/ filed in the documentation with the Principal
Investigator).
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