CLINICAL TRIAL AGREEMENT

SMLOUVA O KLINICKE STUDII

for Protocol xxx

pro Protokol xxx

This clinical trial agreement (hereinafter, the

“Agreement”) is by and between:

Tato smlouva o klinické studii (dale jako ,,Smlouva®)

byla uzavfena mezi:

Celgene International II Sarl, a limited liability
company organized under the laws of Switzerland,
having its principal office at Route de Perreux 1, 2017,
Boudry, Switzerland, CHE-116.336.363 (hereinafter the

“Sponsor”)

Celgene International II Sarl, spole¢nost s ru¢enim
omezenym zfizena podle §vycarskych pravnich predpist
s hlavnim sidlem v Route de Perreux 1, 2017, Boudry,
Svycarsko, ICO: CHE-116.336.363, (dile

,Zadavatel )

jen

For the only purposes of signing this Agreement Sponsor
is represented by PPD Investigators Services LLC, 929
North Front St., Wilmington, NC 28401, USA acting
through its affiliate PPD Czech Republic,
Budejovicka alej Antala Staska 2027/79, 140 00 Prague
4 Czech Republic.

S.I.0.,

Zadavatel je pouze pro ucely podpisu této Smlouvy
zastoupen PPD Investigators Services LLC, 929 North
Front St., Wilmington, NC 28401, USA jednajici
prostfednictvim své pobocky PPD Czech Republic,
s.r.0., Budé&jovicka alej Antala Staska 2027/79, 140 00
Praha 4, Ceska republika.

AND

A

Fakultni nemocnice v Motole, located at V Uvalu 84/1,
150 06 Prague 5, Czech Republic, ID: 00064203, VAT:
CZ 00064203, represented by xxx (hereinafter the

“Institution”);

Fakultni nemocnice v Motole se sidlem V Uvalu 84/1,
150 06 Praha 5, Ceska republika, ICO: 00064203, DIC:
CZ 00064203, zastoupend xxx (ddle jako ,,Poskytovatel

zdravotnich sluzeb nebo ,,Poskytovatel®)

individually or collectively, as the case may be, referred

hereto as the “Party” or “Parties”.

jednotlivé nebo piipadné spolecné déle ,,Strana nebo

wtrany”.

This Agreement is valid as of the last date of signature
below and effective as of the date when it is published in

Contracts Register (the “Effective Date”).

Tato Smlouva je platnd ke dni posledniho podpisu a
ucinna datem zvefejnéni v Registru smluv pfipojeného

ke Smlouvé nize (dale jako ,,Datum ucinnosti).

WHEREAS

VZHLEDEM K TOMU, ZE
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conduct of clinical trials, and laboratory test evaluations
and has appropriate facilities for the performance of

those activities;

(a) The Sponsor conducts business in the | (a) Zadavatel podnikd ve vyvoji IéCivych
development of therapeutic products, compounds, and | pfipravki, latek a ¢inidel,

reagents;

(b) The Institution has acquired expertise in the | (b) Poskytovatel ma odborné znalosti pro

provadéni klinickych hodnoceni a vyhodnocovani
laboratornich testl a ma vhodna zafizeni k provadéni

téchto aktivit;

employee of the Institution or practices medicine in the
context of the Institution where the Study will be

conducted;

(©) Sponsor has the intention to conduct clinical | (c) Zadavatel ma zamér provadét Studii v oblastech
studies in the areas of pharmaceutical and biological | farmaceutického a biologického vyzkumu v zdjmu
research in the interest of the Sponsor; Zadavatele;

(d) The Investigator (as defined below) is an | (d) Zkousejici (jak je definovano nize) je

zaméstnancem  Poskytovatele, kde bude Studie

provadéna, nebo vykonava Iékafskou praxi v jejim

ramci,

(e)

Investigator to conduct a phase II clinical trial “ xxx ”

Sponsor requested the Institution and the

(hereinafter, the “Study”) in accordance with the

following protocol: xxx;

(e) Zadavatel

ZkouSejictho o provedeni faze II klinické studie

pozadal Poskytovatele a

snazvem ,xxx“ (dale jako ,Studie*) v souladu s

ndsledujicim Protokolem: xxx;

(f) PPD Investigators Services LL.C acting through

its affiliate PPD Czech Republic, s.r.o.
(hereinafter, the “CRO”) is a clinical research
organization principally engaged in the
management, on behalf of pharmaceutical
companies, of clinical trials, and other related

services;

® PPD Investigators Services LLC jednajici na
zaklad€¢ plné moci prostfednictvim své pobocky PPD
Czech Republic, s.r.o (dale jako ,,CRO*) je klinicka
vyzkumna organizace, kterd se hlavné zabyva spravou
klinickych studii a dalSich souvisejicich sluzeb jménem

farmaceutickych spolecnosti,

(g) The Parties acknowledge that the Sponsor has
contracted the CRO to perform on the Sponsor’s
behalf some of the functions and activities
related to the Sponsor’s responsibilities for this

Study;

(2) Strany berou na védomi, ze Zadavatel CRO
smluvné povétil, aby jménem Zadavatele vykondvala
nékteré funkce a cCinnosti souvisejici s povinnostmi

Zadavatele v ramci Studie;
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(h) The Parties acknowledge that Sponsor has
appointed as Legal Representative under article
19 of the EU Directive 2001/20/EC, Celgene
Europe B.V. having its principal office at
Orteliuslaan 1000, 3528 BD Utrecht, The
Netherlands.

(h)

pravnim zastupcem pole ¢lanku 19 evropské smérnice

Strany berou na védomi, ze Zadavatel svym

2001/20/ES jmenoval spolecnost Celgene Europe B. V.
se sidlem Orteliuslaan 1000, 3528 BD Utrecht,

Nizozemi.

IT IS HEREBY AGREED AS FOLLOWS:

BYLO TOUTO SMLOUVOU DOHODNUTO
NASLEDUJICI:

1. Definitions

1. Definice

1.1 otherwise Dbelow, the

definitions of the GCP Guideline (as defined below)

Unless provided

shall apply.

1.1 Neni-li ddle stanoveno jinak, plati definice
obecnych zisad spravné klinické praxe (jak jsou

definovany déle).

1.2 In addition, the following terms shall be defined

for the purpose of this Agreement as follows:

1.2 Navic budou pro ucely této Smlouvy

definovany nasledujici terminy:

(a)

directly or indirectly controlling, controlled by, or under

“Affiliate(s)” shall be any person or entity

common control with a Party. For the purpose of this
Agreement, “control”, “controlling” and “controlled by”
shall mean the ownership and control of fifty percent
(50%) or more of the outstanding voting or economic
interest in capital or profits of any person or entity, or the
right to direct or control the management or affairs of

any person or entity by contract or similar arrangement.

(a)

pfimo ¢i neptimo ovladaji Smluvni stranu, jsou ovladany

~Poboc¢ka (y)* jsou osoby nebo subjekty, které

Smluvni stranou nebo jsou pod spole¢nou kontrolou se
Smluvni stranou. Pro ucely této Smlouvy znamena
»ovladaji“, ,jsou ovladany* nebo ,kontrolovany*
vlastnictvi a kontrolu nad padesati (50) a vice procenty
volnych hlasovacich prav nebo ekonomickym podilem
na kapitalu ¢i zisku osoby nebo subjektu, ¢i pravo fidit
¢i ovladat vedeni nebo zélezitosti osoby nebo subjektu

na zakladé Smlouvy nebo jinym zptsobem.

all materials,

(b)

information and data provided to Institution/Investigator

“Confidential Information”:

by or on behalf of the Sponsor or its Affiliates, including
but not limited to the Sponsor’s technology, products,
business information or objectives, Protocol, IMP,
investigator’s brochures as well as all materials, data or

reports generated in connection with the Study,

(b)

informace a

»Duvérné informace*: veskeré materidly,

data poskytnuté
Poskytovateli/Zkousejicimu Zadavatelem nebo jeho
pobockami nebo jejich jménem, zejména Zadavatelovu
technologii, produkty, obchodni informace nebo cile,
Protokol,

Hodnoceny 1éCivy pfipravek, brozury

Zkousejictho a také materidly, data nebo zpravy
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including but not limited to Study results and Case

Report Forms.

vytvotené v souvislosti se Studii, zejména vysledky

Studie a klinické zaznamy subjekti.

©) “EU”: the European Union.

(©) ~EU“: Evropska unie.

“Intellectual intellectual

(d)

property, including, but not limited to, all patents, patent

Property”: any

applications, copyrights, discoveries and inventions,

whether patentable or not.

,,Ditvérné  vlastnictvi-*:

(d)

vlastnictvi, véetn¢, ale nejen veskeré patenty, zadosti o

jakékoliv  dvérné

copyrighty, objevy a vyndlezy, jsou-li

patentovatelné ¢i nikoli.

patenty,

©)

“IMP”): the pharmaceutical compound xxx which is

“Investigational Medicinal Product” (or

under investigation according to the Protocol.

~Hodnoceny lécivy pFipravek: 1é¢iva latka xxx

©)

hodnocena v souladu s Protokolem.

(f) “Force Majeure”:. any event beyond the
reasonable control of the non-performing Party which
makes the performance of this Agreement impossible or
excessively onerous (such as but not limited to strikes,
lockouts, riots, war, fire, floods, storms, earthquakes,

measures taken by public authorities).

® wZdsah vy$si moci“: jakakoliv udalost, ktera je
mimo rozumnou kontrolu neplnici Strany, a kterd
znemoziuje nebo neumérné komplikuje plnéni této
Smlouvy (jako naptiklad, nikoliv vSak vylu¢né stavky,
vyluky, nepokoje, valka, pozar, povodné, vichfice,

zemétreseni Ci opatfeni orgdnil vefejné spravy).

€3]

of the Institution, including the Study Team, as well as

“Personnel”: the personnel of the Sponsor and

contractors, employees, consultants, temporary workers
and agency workers of each Party, involved in the

performance of this Agreement.

,,Persondl*: personal Zadavatele a

(€9)
Poskytovatele, véetné Studijniho tymu, a dile smluvni
dodavatelé, zaméstnanci, konzultanti, brigadnici a
agenturni pracovnici kazdé Smluvni strany, ktefi se

zapoji do plnéni této Smlouvy.

()

mentioned in recital (e) as approved by the competent

“Protocol”: the latest version of the protocol

authority and ethics committee.

Vv

(h) ~Protokol*: nejnovéjsi verze protokolu uvedena

v Ptiloze (e), jak byl schvalen kompetentnimi organy a

etickou komisi.

(1) “Publication”: shall refer to any written (e.g.
papers, abstracts, posters, oral presentation materials) or
oral presentation regarding the Study addressed to
persons who are not involved in the conduct of the

Study.

@) ~Publikace*: oznaCuje jakoukoliv pisemnou
(napt. referaty, abstrakty, postery ¢i podklady k
pfednaSce) nebo Ustni prezentaci o Studii, urcenou

osobdm, které se na realizaci Studie nepodileji.
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)] “Regulations™: any legislation, regulation,
guidelines or code of conduct which applies to the
conduct of the Study (for example, any legislation
transposing into national law of the EU Directives
2001/20/EC, the EU General Data Protection Regulation
2016/679 (“GDPR”), the GCP Guideline — see definition

below).

Q) »Predpisy*: veskeré pravni predpisy, smérnice,
pokyny nebo kodexy chovéni, které se vztahuji na
realizaci Studie (naptiklad jakakoliv legislativa
transponujici EU
2001/20/ES, Obecné natizeni EU o ochrané osobnich
udaju 2016/679 (,,GDPR*) a zasady SKP — viz definice

déle).

do narodniho prava smeémici

k)

Investigator conducts the Study under this Agreement.

“Site”: any location at the Institution where the

misto na adrese

(k)
Poskytovatele, kde Zkousejici provadi Studii podle této

»Centrum*:  jakékoliv

Smlouvy.

)] “Study Participant”: any person who has been
enrolled as study subject in the Study at the Site.

) ,Ucastnik Studie*: jakakoliv osoba, ktera byla

zafazena v Centru do Studie jako Uastnik Studie.

(m)

staff, including Investigator, employees, contractors,

“Study Team”: Institution’s investigational

consultants, temporary workers and agency workers.

(m)

vcetné¢ Zkousejiciho 1ékate, zaméstnancl, dodavateld,

Ytudijni tym*: Vyzkumny tym Poskytovatele

konzultantd, docCasnych pracovniki a pracovnikil

agentur.

“GCP Guideline”: the International Conference

(n)

on Harmonization E6 Guideline on Good Clinical

(n)

Mezinarodni konference pro harmonizaciE6 o spravné

,zdasady SKP — sprdvné klinické praxe*: Pokyn

Sponsorhereby xxx (the “Investigator”) to lead the
conduct of the Study at the Institution under the
supervision and the responsibility of the Institution. The
Institution shall have the ultimate responsibility vis-a-vis
the Sponsor for the fulfillment of any duties assigned to
the Investigator. The Institution acknowledges and
agrees that the Sponsor and the Investigator, as well as

other Study Team members enter into a separate

Practice as set out in the Ilatest version of | klinické praxi v posledni verzi CPMP/ICH/135/95.
CPMP/ICH/135/95.

2. Conduct of the Study and Compliance 2, Provadéni Studie a dodrZovani Predpist

2.1 Conduct of the Study 2.1 Provadéni Studie

2.1.1 The Institution as proposed by the | 2.1.1 Poskytovatel dle ndvrhu zadavatele timto deleguje

¢
1

xxx (,,ZkouSejici‘), aby vedla provadéni Studie na
adrese Poskytovatele pod dohledem a zodpovédnosti
Poskytovatele. Poskytovatel nese konecnou
zodpovédnost vii¢i Zadavateli za plnéni povinnosti

svéfenych Zkousejicimu.

Poskytovatel bere na védomi a souhlasi, ze Zadavatel a

Zkousejici 1 ostatni ¢lenové Studijniho tymu uzaviou
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agreement in regard to the conduct of the Study and that
the Investigator, as well as other Study Team members
may obtain a compensation under such agreement for the

services conducted for the Study.

samostatnou Smlouvu o provadéni Studie a Ze
ZkouSejici i ostatni ¢lenové Studijniho tymu jsou
opravnéni na zakladé takové Smlouvy ziskat odménu za

sluzby ve Studii poskytnuté.

2.1.2  The Institution shall ensure that the Investigator
shall use his or her best efforts to include the number of
Study Participants specified in Annex 1 and to complete
the Study in accordance with the timelines as set out in
Annex 2 to this Agreement. The expected number of

enrolled Study Participants is Xxx.

2.1.2  Poskytovatel zajisti, ze Zkousejici vynalozi
veskerou snahu, aby zatadil podet Utastnikii Studie
uvedenych v priloze 1 a aby dokonc¢il Studii v ramci
casového rozpisu uvedeného v priloze 2 této Smlouvy.
Piedpokladany pocet zafazenych Uastniki Studie je

XXX.

2.1.3  The Institution may enroll Study Participants in
addition to the number of Study Participants specified in
Annex 1 if the Institution informed the Sponsor in
writing prior to the enrollment of any additional Study
Participant and the Sponsor did not oppose the

enrollment of additional Study Participants.

2.1.3 Poskytovatel mulze zaradit vys§i pocet

Utastnikti Studie, nez je pocet Utastniki Studie
uvedeny v priloze 1, pokud bude Poskytovatel pied
dalsiho Studie

zafazenim jakéhokoli Ucastnika

informovat pisemné Zadavatele a ten zafazeni

dodate¢nych Uéastnikt Studie neodmitl.

2.1.4  The Institution shall ensure that the Study
Participant (and/or their legal representatives) will, in
accordance with Regulations, be duly informed and give
his/her written informed consent prior to the Study
Participant’s participation in the Study. Institution will
provide Sponsor/CRO an opportunity to review and
approve the content of any Study recruitment materials

directed to potential Study Participant before such

materials are used, regardless of medium.

2.1.4  Poskytovatel zajisti, ze U¢astnik Studie (a/nebo
jeho zakonny zastupce) bude v souladu s Piedpisy fadné
informovan a poskytne pied svym zatazenim do Studie
pisemny informovany souhlas. Poskytovatel poskytne
Zadavateli/ CRO moznost pfezkoumat a schvalit obsah
vSech materiald pro nabor do Studie adresovanych
potencidlnim Ucastnikim Studie pfedtim, nez budou

tyto materialy pouzity, bez ohledu na médium.

2.1.5 The Parties shall conduct the Study in

accordance with the Regulations, the Protocol, and the

Sponsor’s instructions.

2.1.5 Strany budou provadét Studii v souladu s

Predpisy, Protokolem a pokyny Zadavatele.

2.1.6  The Institution shall ensure that the Investigator
shall immediately cease the enrollment of Study

Participants upon the Sponsor’s request.

2.1.6  Poskytovatel zajisti, ze ZkousSejici okamzité

pfestane zatazovat Ucastniky Studie na Zadost

Zadavatele.
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2.1.7  The Institution shall ensure that the Investigator
shall pseudonymize the Study Participant’s Personal
Data prior to transfer to the Sponsor under this
Agreement to ensure that the Sponsor cannot identify

any related Study Participant (“Coded Study Data™).

2.1.7  Poskytovatel zajisti, Ze Zkousejici bude Osobni
tidaje Ucastnika Studie pied pfevodem Zadavateli na
zaklad¢ této Smlouvy pseudonymizovat, aby Zadavatel
nemohl identifikovat jednotlivé Utastniky ~Studie

(,,Kodované studijni iidaje*).

2.1.8  During the term of this Agreement, the
Institution shall not conduct any other clinical trial which
may adversely affect the availability of Study
Participants or the ability of the Institution/ to perform

its obligations under this Agreement.

2.1.8 Béhem doby platnosti této Smlouvy nebude
Poskytovatel provadét zadnou jinou klinickou Studii,
kterd mize nepfiznivé ovlivnit dostupnost Ucastnikd
Studie nebo své

schopnost Poskytovatele plnit

povinnosti podle této Smlouvy.

2.1.9  The Institution shall provide all personnel,
facilities and other resources necessary for due conduct
of the Study at the Site in line with the Protocol, the

Regulations and this Agreement.

2.1.9  Poskytovatel poskytne Persondl, zafizeni a jiné
zdroje nezbytné pro ¢adné provadéni Studie v Centru v

souladu s Protokolem, Predpisy a touto Smlouvou.

2.1.10 (1) The Institution shall ensure that:

2.1.10 (1) Poskytovatel zajisti, ze:

(i)  the Investigator shall report adverse events arising
from the Study in accordance with the Protocol and the
Regulations. If required under the Regulations, the

Institution shall ensure that the Investigator reports

(1)  Zkousejici bude hlasit nezadouci ptihody vzniklév
souvislosti se Studii v souladu s Protokolem a Pfedpisy,
pokud to bude pozadovano podle Predpisti, Poskytovatel

zajisti, ze ZkouSejici bude hlasit zdvazné nezédouci

Investigator shall immediately inform the Sponsor or the

CRO in writing about any deviation from the Protocol;

serious adverse events to the competent ethics | piihody kompetentni etické komisi,
committee;
(i)  subject to Section 4.5.2 of the GCP Guideline, the | (ii) s vyhradou odstavce 4.5.2 o zdsadich pro

spravnou klinickou praxi bude ZkouSejici neprodlené
informovat Zadavatele nebo CRO pisemn¢ o jakékoliv

odchylce od Protokolu,

(iii)
Case Report Forms and when a Study Participant has

the Investigator shall accurately complete the

completed all visit procedures under the Protocol that the
Investigator shall send the related Case Report Forms to
the Sponsor within five (5) days after completion of the

visit procedures;

(iii) Zkousejici bude ptfesné vyplnovat formulare CRF
(Case Report Forms) a kdyz Ucastnik Studie absolvuje
vSechny procedury podle Protokolu, Zkousejici odesle
dotcené formulafe CRF Zadavateli béhem péti (5) dni

po ukonceni téchto procedur,
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@iv)

by the Sponsor under Section 4.1 below for the sole

the Investigator shall use the materials provided

purpose of the Study and in accordance with the Protocol

and this Agreement;

(iv) ZkousSejici pouzije  materidly  poskytnuté

Zadavatelem podle odstavce 4.1 nize vyluéné pro ucely

Studie, v souladu s Protokolem a touto Smlouvou,

v)
the IMP by signing the appropriate documentation

the Investigator shall verify and confirm receipt of

provided by Sponsor;

Zkousejici ovéfi a potvrdi podpisem prislusné

)

dokumentace dodané Zadavatelem doruceni

Hodnoceného 1é¢ivého piipravku,

(vi)

shall meet with the Sponsor,

during the conduct of the Study, the Investigator
its representatives
(including, the CRO) or investigators from other Study
centers upon the Sponsor’s request in order to discuss the
conduct and the outcome of the Study. Unless the
Sponsor requested that the Investigator participate in
person to those meetings, the Institution agrees that the
Investigator may delegate an appropriate person (e.g.,

the Study Coordinator) to participate in the meetings.

(vi) béhem provadéni Studie se Zkousejici sejde se
Zadavatelem, jeho zastupci (v€etné CRO) nebo
ZkousSejicimi s jinych Studijnich center na Zadost
Zadavatele, aby projednal provadéni a vysledek Studie,
pokud Zadavatel nebude pozadovat, aby se Zkousejici
ucastnil téchto schizi osobné, Poskytovatel muze
delegovat vhodnou osobu (napi. Koordinatora Studie) k

ucasti na téchto schiizich,

(vii)

CRO if he/she delegated the administrative duties

the Investigator shall inform the Sponsor or the

regarding the management of the Study at the Site to a
third person (the “Study Coordinator”). The Study
Coordinator shall be appropriately qualified by training

and experience to fulfill his/her duties.

(vii) Poskytovatel bude informovat Zadavatele a CRO,

pokud bude delegovat administrativni povinnosti
tykajici se provadéni Studie v Centru na tfeti osobu
(,,Koordindtora Studie). Koordinator Studie bude k
plnéni svych povinnosti nalezit¢ kvalifikovan Skolenim

a zku$enostmi.

2)

necessary for any reason so that the Investigator adheres

Should the support of the Institution be

to these provisions, the Institution shall provide any

reasonable assistance.

2)

podpora Poskytovatele, aby Zkousejici dodrzoval tato

Pokud by byla nezbytnd z jakéhokoliv diivodu

ustanoveni, Poskytovatel se zavazuje poskytnout

veskerou piiméienou soucinnost.

2.1.11 If so specified in the Protocol and permitted by
the informed consent form, Institution shall collect
biological samples obtained from Study Participants for
testing that relates to subject care, safety monitoring and

research purposes (“Biological Samples™). This testing

2.1.11 Pokud to bude specifikovdno v Protokolu a

povoleno v dokumentu informovaného souhlasu,
Poskytovatel odebere biologické vzorky ziskané od
Ucastnikti Studie pro testovani, které souvisi s pééi o
pacienta, se sledovanim bezpe€nosti a vyzkumnymi

ucely (,,Biologické vzorky”). Toto testovani muze
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may include, but is not limited to pharmacokinetic,

pharmacogenomic, genetic or biomarker testing.

zahrnovat zejména farmakokinetické,

farmakogenomické, genetické nebo biomarkerové testy.

(a)

Samples collected under the Protocol in any manner or

Use. Institution will not use Biological
for any purpose other than that described in the Protocol
and/or informed consent form.  For those Biological
Samples that the Institution sends to Sponsor (or its
designee), Sponsor (or its designee) will only use such

Biological Samples consistent with the Protocol and/or

informed consent form under which they were obtained.

(a)

vzorky odebrané podle Protokolu zadnym jinym

Pouziti. Poskytovatel nebude pouzivat Biologické

zpisobem nebo pro zadné jiné ucely nez tak, jak je
popséno v Protokolu a/nebo formulafi informovaného
souhlasu. Z Biologickych vzorkil, které Poskytovatel
odesle Zadavateli (nebo jeho zéastupci), Zadavatel (nebo
jeho zastupce) pouzije pouze ty Biologické vzorky, které
odpovidaji  Gcelu  Protokolu a/nebo  formulafi
informovaného souhlasu, na jejichz zakladé byly

odebrany.

(b)

the Protocol and/or in the informed consent form, or

Analysis Data. Unless otherwise specified in

mandated by Regulations, Sponsor will not provide the
results of these tests to the Institution or Study
Participants. If Sponsor provides Biological Sample
analysis data to the Institution, that data will be
considered part of Study data for purposes of this

Agreement.

(b)

v Protokolu a/nebo formulafi informovaného souhlasu,

Rozbor dat. Pokud to neni jinak specifikovdno

nebo pozadovano Predpisy, nebude Zadavatel
poskytovat vysledky téchto testi Poskytovateli nebo
Ucastnikiim Studie. Pokud Zadavatel poskytne rozbor
dat Biologickych vzorka Poskytovateli, budou pro ucely
této Smlouvy takovato data povaZovana za soucast

Studie.

2.2 Prevention of bias

2.2 Zabranéni piedpojatosti

The Institution shall ensure that the Investigator shall
complete (or update) and return any declaration form
provided by the Sponsor regarding the financial interests
in the Sponsor’s business of the Investigator, his/her
spouse and his/her dependent children. This obligation

shall apply until one (1) year after termination of the

Poskytovatel zajisti, ze Zkousejici 1€kai vyplni (nebo
aktualizuje) a vrati jakykoli formulaf prohlaseni
poskytnuty Zadavatelem tykajici se finanénich zajmu
ZkouSejictho  lékafe, jeho manzela’ky a jeho
nezaopatienych déti na obchodovani Zadavatele. Tato

povinnost bude platit do jednoho (1) roku po skonceni

to comply with all applicable laws, statutes, regulations

and codes relating to anti-bribery and anti-corruption,

Study. Studie.
2.3 Compliance with anti-corruption rules 2.3 DodrZovani protikorupcnich zasad
2.3.1 Institution is advised that Sponsor is committed | 2.3.1  Poskytovatel je poucen, ze Zadavatel cti

zévazek dodrzovat vSechny platné protitiplatkaiské a

protikorupéni zakony, ustanoveni, pravni pfedpisy a
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including, but not limited to the US Foreign Corrupt
Practices Act and UK Bribery Act 2010(“Anti-Bribery

Laws”).

kodexy, zejména zakon Foreign Corrupt Practices Act
v USA a Bribery Act 2010 ve Spojeném kralovstvi
(,,Protikorupcni zakony™).

2.3.2. Institution represents and warrants that it and its
Personnel shall comply with all applicable laws, statutes,
regulations and codes of Czech Republic relating to the

Anti-Bribery Laws.

2.3.2 Poskytovatel prohlasuje a zaruluje, Ze
Poskytovatel a jeho Personal budou dodrzovat vSechny
platné zakony, ustanoveni, pravni piedpisy a kodexy

Ceské republiky souvisejici s Protikorupénimi zékony.

2.3.3  Institution and its Personnel is prohibited from
offering or paying directly or indirectly anything of
value to a government official or any other person, entity

or institution covered under the Anti-Bribery Laws in

order to:
1) win or retain business for Sponsor;
(ii) improperly influence an act or decision that will

benefit Sponsor; or

2.3.3 Poskytovatel a jeho Persondl nesmi pifimo ¢i
nepiimo nabizet nebo poskytnout nic hodnotného
staitnim ufednikiim nebo zadné jiné osobé, pravnické
osob¢ nebo instituci, na néz se vztahuji Protikorup¢ni

zakony, za ti¢elem:
(i)ziskani nebo zachovéni obchodu pro Zadavatele;

(i1) neopravnéného ovlivnéni jednani nebo rozhodnuti,

které bude prospésné pro Zadavatele; nebo

believe that it might have breached this section, it shall
inform Sponsor immediately and in writing and
cooperate with Sponsor to investigate and document the

facts.

(iii) gain an improper advantage for Sponsor. (ii1) ziskani neopravnéné vyhody pro Zadavatele.

2.3.4 Institution undertakes to keep accurate and | 2.3.4  Poskytovatel se zavazuje, ze bude uchovavat

transparent records to reflect transactions and payments. | pfesné a transparentni zaznamy zobrazujici transakce a
platby.

2.3.5. Should Institution breach or have any reason to | 2.3.5. Pokud by Poskytovatel porusil nebo mél

jakykoli divod si myslet, ze mohl porusit tento bod,
musi okamzit¢ a pisemné informovat Zadavatele a
spolupracovat

se Zadavatelem pii vySetfovani a

zdokumentovani skute¢nosti.

2.3.6.  Breach of this section is to be considered as a
material breach of this Agreement and Sponsor will have

the right to immediately terminate the Agreement.

2.3.6. Poruseni tohoto bodu je tieba povazovat za
zdvazné poruSeni této Smlouvy a Zadavatel bude mit

pravo Smlouvu okamzité ukoncit.

3. Qualifications and availability of the persons

involved in the conduct of the Study

3. Kvalifikace a zpisobilost osob podilejicich se

na provadéni Studie

3.1 Warranties and representations

3.1 Zaruky a prohldaSeni
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Institution represents and warrants that none of the
members of Study Team, including the Investigator,
have ever been debarred, disqualified, suspended or

excluded under any rule in any jurisdiction;

Poskytovatel prohlasuje a zarucuje, ze nikomu z ¢lentl
Studijniho tymu vcetné Zkousejiciho nebyl zakdzan
vykon povolani, nebyl z vykonu povolani vyfazen,
studif

odvolan nebo vyloucen z realizace podle

jakéhokoliv pravidla ¢i predpisu.

know that a person is not (or no longer) authorized to
participate in the conduct of the Study, the Institution

shall promptly exclude that person from any

involvement in the Study.

3.2 Exclusion of persons from involvement in the | 3.2 Vylouceni osob z ucasti na provadéni Studie
conduct of the Study
3.2.1 If the Institution knows or should reasonably | 3.2.1  Pokud Poskytovatel vi nebo by pfiméfené veédét

mél, Ze osoba neni (nebo jiz dale neni) opravnéna
ucastnit se provadéni Studie, Poskytovatel neprodlené

vylouci takovou osobu z jakéhokoliv ti¢asti na Studii.

certify compliance with this provision in writing.

3.2.2 If that person was previously involved in the | 3.2.2  Pokud se takova osoba dfive podilela na Studii,

Study, the Institution shall promptly inform the Sponsor. | Poskytovatel o tom bude neprodlené informovat
Zadavatele.

3.2.3  Upon the Sponsor’s request, the Institution shall | 3.2.3 Na zadost Zadavatele Poskytovatel potvrdi

dodrzovani tohoto ustanoveni pisemné.

3.3 Unavailability of the Investigator

3.3 Nepritomnost ZkouSejiciho

3.3.1 If the Investigator is/will be temporarily absent,
the Institution shall ensure that the Investigator’s
responsibilities are delegated to a qualified sub-
investigator. The Institution shall always maintain

overall responsibility to supervise the Investigator.

3.3.1 Pokud je/bude Zkousejici doasné nepiitomen,
Poskytovatel zajisti, ze ZkouSejici bude delegovat své
povinnosti na kvalifikovaného spoluzkousejiciho.
Poskytovatel vzdy ponese celkovou odpovédnost za

dohled nad Zkousejicim.

3.3.2 If the Investigator’s absence exceeds or will
exceed fifteen (15) days, the Institution shall or shall
ensure that the Investigator informs the Sponsor in
writing about the absence and the sub-investigator
designated under Section 3.3.1. If the Sponsor does not

approve the sub-investigator, the Investigator shall

3.3.2  Pokud nepfitomnost Zkousejici piekracuje nebo
prekroci patnact (15) dnt, Poskytovatel bude pisemné
informovat Zadavatele o nepfitomnosti a o
spoluzkousejicim jmenovaném podle odstavce 3.3.1,
nebo zajisti, Ze to provede Zkousejici. Pokud Zadavatel

neschvali spoluzkousejiciho, bude Zkousejici jmenovat
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investigator or to inform the Sponsor under Sections

3.3.1 and 3.3.2 of this Agreement the Institution shall

designate another qualified sub-investigator. The | jiného kvalifikovaného spoluzkousejiciho. Zadavatel
Sponsor shall not unreasonably withhold its approval. svij souhlas nesmi odeptit bezdiivodné.

3.3.3 The Institution shall inform the Sponsor in | 3.3.3  Poskytovatel bude Zadavatele pisemné
writing if the Investigator is permanently unable to | informovat, pokud bude Zkousejici trvale neschopen
conduct the Study. Studii provadét.

3.3.4  If the Investigator is unable to designate a sub- | 3.3.4  Pokud nebude Zkousejici schopen uréit jiného

spoluzkousejiciho nebo informovat Zadavatele podle

odstavcl 3.3.1 a 3.3.2 této Smlouvy, tyto povinnosti

documents necessary to conduct the Study.

fulfill those obligations. splni Poskytovatel.

4. Materials and Equipment 4. Materialy a Vybaveni

4.1 Provision of materials by the Sponsor 4.1 Poskytovini materidalii Zadavatelem

4.1.1 (1) Sponsor shall provide without charge to the | 4.1.1 (1) Zadavatel poskytne zdarma ZkouSejicimu
Investigator IMP, comparator, placebo and the | Hodnoceny 1écivy ptipravek, komparator, placebo a

dokumenty nezbytné k provadéni Studie.

2)

equipment to the Institution for the duration of the Study,

The Sponsor provides on loan and free of charge

this equipment islisted and defined in a separate Loan

Agreement concluded by the Parties (the “Equipment”).

2) Zadavatel zapuj¢i a zdarma  poskytne
Poskytovatelivybaveni (dale jako ,,Vybaveni) po dobu
trvani této Studie, toto vybaveni bude uvedeno a
definovano v samostatné smlouvé o vypljcce uzaviené

mezi Stranami.

3)
for use in performing the applicable Study shall be

Title and ownership to the Equipment provided

retained by Sponsor or its designee, and Institution shall
return the Equipment to Sponsor or its designee upon the
earlier to occur of Sponsor’s request or termination or

expiration of the Agreement.

Vlastnicky ndrok a vlastnictvi vybaveni

3)
poskytnutého pro pouziti pii provadéni prislusné Studie
si ponechdvd Zadavatel nebo jeho zdstupce a
Poskytovatel vrati Vybaveni Zadavateli nebo jeho
zastupci po Zadavatelové vyzadani nebo po ukonceni
nebo vyprseni platnosti Smlouvy podle toho, co nastane

diiv.

“

be responsible for any costs, expenses or liabilities

As related to the Equipment, Sponsor shall not

resulting from the negligence, willful misconduct or

@) Pokud se tyce Vybaveni, nebude Zadavatel

zodpovédny za zadné naklady, vydaje nebo ruceni

zpusobené nedbalosti, umyslnym pochybenim nebo
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improper use of such Equipment by Institution or Study

Team.

nespravnym pouzitim tohoto Vybaveni ze strany

Poskytovatele nebo Studijniho tymu.

4.1.2  The Institution shall ensure that the Investigator
uses the materials provided by the Sponsor under
Section 4.1.1 above for the sole purpose of the Study

and, in accordance with the Protocol and this Agreement.

4.1.2  Poskytovatel =zajisti, Ze ZkousSejici bude

pouzivat materidly poskytnuté Zadavatelem podle vyse
uvedeného Bodu 4.1.1 pouze pro ucely Studie a

v souladu s Protokolem a touto Smlouvou.

4.1.3  The original Case Report Forms related to the

Study shall remain the Sponsor’s property.

4.1.3 Originalni formulafe CRF tykajici se Studie

zlstanou majetkem Zadavatele.

pharmacist will receive and inspect them (like other
shipments — i.e. if it is not damaged, in case of special
transport requirements, if these requirements have been
fulfiled, then the pharmacist confirms the shipment
receipt), the Investigator picks up IMP at the site and is
fully responsible for it. The IMP shipment is possible to
track in IWRS system Sponsor will arrange the disposal

or return of unused drugs at his own expense.
Sponsor will arrange IMP delivery to the address:

Nemocnicni 1ékarna FN Motol, HVLP Department, V
Uvalu 84, 150 06 Praha 5, Czech Republic and mark it

with the name of the responsible pharmacist.

4.2 Receipt and storage of the IMP 4.2 Piijem a skladovini Hodnoceného lécivého
PFipravku

4.2.1  The Institution shall ensure that the Investigator | 4.2.1  Poskytovatel zajisti, Ze ZkouSejici ovéii a

shall verify and confirm receipt of the IMP by signing | potvrdi pfijem Hodnoceného 1é¢ivého pfipravku

the appropriate documentation provided by Sponsor. | podpisem  pfislusné  dokumentace  poskytnuté

Sponsor will ensure the distribution of the shipment of | Zadavatelem. Zadavatel zajisti distribuci zdasilky

IMP to the pharmacy of the Institution, where the | hodnocenych  1éCivych  pfipravki do  lékarny

Poskytovatele, kde je 1ékarnik pfevezme a zkontroluje
(jako jiné zasilky - tzn. neni-li poskozena, v piipadé
zvlastnich pozadavkli na transport, byly-li tyto
pozadavky dodrZeny, piijem zasilky potvrdi), nasledné
si na zadanku zkousSejici Hodnocené 1&c¢ivé pripravky
vyzvedne na centrum a je za n¢ pln¢ zodpovedny.
Zasilku je mozno sledovat v IWRS systému. Likvidaci

nebo vraceni nevyuzitych I€kd si zadavatel zajisti na

vlastni néklady.
Zadavatel zajisti doddavku na adresu:

Nemocni¢ni l1ékarna FN Motol, oddéleni HVLP, V
Uvalu 84, 150 06 Praha 5, Ceska republika a oznaci ji

jménem odpovédného 1¢karnika.

4.2.2. The Institution shall ensure that the IMP shall
be stored in a restricted area where the Investigator

supervises its distribution.

4.2.2. Poskytovatel zajisti, ze Hodnoceny IéCivy

pripravek bude uchovavan v mist¢ somezenym
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piistupem, kde bude Zkousejici dohlizet na jeho

vydavani.

4.2.3  If allowed under the Regulations, the Institution
may assign some or all of the Investigator’s or the
Institution’s duties under Sections 4.2.1 and 4.2.2 or the
IMP accountability provisions of the Regulations to an
appropriate pharmacist under the supervision of the

Investigator or the Institution.

4.2.3 Pokud toto umoziuji Ptedpisy, Poskytovatel

mize nékteré nebo vSechny povinnosti Zkousejiciho
nebo Poskytovatele podle bodi 4.2.1 a 4.2.2 nebo
Hodnoceného 1é¢ivého

povinnosti evidenci

pti
pripravku stanovené Piedpisy delegovat na vhodného
lékarnika, na n&jz bude Zkousejici nebo Poskytovatel

dohlizet.

Study results, if part of a multicenter Publication, shall
be coordinated by Sponsor, and will include the results

obtained by all Sites involved in the Study.

5. Publication 5. Publikace
5.1 Publication rights 5.1 Publikacni prava
5.1.1  The Parties agree that the first Publication of the | 5.1.1 Smluvni strany souhlasi, Ze prvni Publikace

vysledkii Studie, pokud bude soucasti multicentrické
Publikace, bude koordinovdna Zadavatelem a bude
zahrnovat vysledky ziskané vSemi Centry podilejicimi

se na Studii.

5.1.2 The Investigator or any sub-investigator
involved in the Study shall have the right to publish
information regarding the Study conducted at the Site in
a scientific medical journal or book, or at a scientific

event:

5.1.2  ZkousSejici nebo jakykoliv spoluzkousejici
podilejici se na Studii bude mit pravo zvefejnit
informace ohledn¢ Studie provadéné v daném Centru ve
védeckém lékatském Casopise nebo knize, piipadné na

védecké konferenci:

after the first multicenter Publication under

(a)
Section 5.1.1;

multicentrické Publikaci

(a)

odstavce 5.1.1,

po prvni podle

(b)

premature termination of the Study at all sites; or

eighteen (18) months after completion or

osmnact dokonéeni ¢i

(b)

pfedc¢asného ukonceni Studie ve v§ech Centrech; nebo

(18) meésict po

preparation of a Publication shall be acknowledged in any

(©) if the Sponsor authorized the Publication in | (c) pokud Zadavatel Publikaci pisemn¢ schvalil.
writing.
5.1.3  The authorship or contribution of any Party tothe | 5.1.3  Autorstvi nebo pfispévek kterékoli Strany k

pripravé Publikace bude v Publikaci pfiznan podle
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Publication in accordance with the Uniform

Requirements for Manuscripts Submitted to Biomedical

jednotnych pozadavkii na rukopisy predkladané k

Publikaci v biomedicinskych Casopisech stanovenych

Investigator shall send any draft Publication to the
Sponsor for its review at the latest sixty (60) days (the
“Review Period”) before its submission to a journal,

publisher or the organizer of a scientific event.

Journals of the International Committee of Medical | Mezindrodni komisi editort 1ékafskych casopist

Journal Editors. (ICMIJE).

5.2 Review of draft Publications by the Sponsor 52 Prezkoumdni navrhit Publikaci ze strany
Zadavatele

5.2.1 The Institution acknowledges that the | 5.2.1 Poskytovatel bere na védomi, ze Zkousejici

zaSle jakykoliv ndvrh Publikace Zadavateli k
prezkoumani nejpozdéji Sedesat (60) dnd (,,Recenzni
lhita®) pred jejim ptfedlozenim odbornému Casopisu,

vydavateli nebo organizitorovi védecké konference.

5.2.2 The Institution acknowledges that the

Investigator shall ensure that the Sponsor’s reasonable
comments to a draft Publication are taken into account,
provided those comments do not jeopardize the scientific

integrity of the Publication.

5.2.2 Poskytovatel bere na v&domi, Ze ZkouSejici
zajisti, aby byly zohlednény rozumné piipominky
Zadavatele k ndvrhu Publikace, za predpokladu, Ze tyto

neohrozuji védeckou integritu Publikace.

5.2.3 In order to enable the Sponsor to take steps
necessary to protect its Intellectual Property rights, the
Institution ensures that the Investigator shall postpone
the aforementioned submission with another ninety (90)
days upon the Sponsor’s written request provided the
Investigator received the Sponsor’s request before

expiry of the Review Period. The ninety (90) days period

starts upon expiry of the Review Period.

5.2.3 Aby mohl Zadavatel podniknout kroky
nezbytné k ochrané svych prav DuSevniho vlastnictvi, na
pisemnou zadost Zadavatele Zkousejici zajisti odloZeni
vyse uvedenych zaslani k Publikaci o dalSich devadesat
(90) dnti za ptedpokladu, ze Zkousejici zaddost obdrzi
pred uplynutim Recenzni lhity. Devadesatidenni
(90denni) lhiita se za¢ina pocitat aZ po uplynuti Recenzni

Thity.

5.2.4  Distribution of summary Study results

5.2.4  Distribuce souhrnu vysledkit Studie

Sponsor shall post a lay summary of the results on
https://clinicaltrials.gov/at the end of the Study.
Institution shall ensure that the Investigator shall make
them available to Study Participants and/or their legal

representatives, who request it.

Zadavatel zvefejni na konci Studie laicky souhrn

vysledkii na  stdnkdch  https://clinicaltrials.gov/.
Poskytovatel =zajisti, aby je Zkousejici zpfistupnil
Ucastnikiim Studie a/nebo jejich zdkonnym zastupctim,

ktefi o to pozadaji

6. Monitoring, audits and inspections

6. Monitorovani, audity a inspekce
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6.1 Monitoring and audits

6.1 Monitorovdni a audity

6.1.1  The Institution shall, with a prior notice at least
3 working days in advance, permit Sponsor or its
representatives to monitor or audit the conduct of the
Study at the Site during normal business hours. The
Institution shall fully cooperate with the Sponsor and its
representatives during those monitoring visits and
audits. Monitoring and audits may include review and
duplication of essential documents, assessment of the
relevant data processing systems and interviews with

any person who has been involved in the conduct of the

Study.

6.1.1  Poskytovatel po obdrZeni ozndmeni minimalné
3 pracovni dny piedem umozni Zadavateli nebo jeho
zastupcim monitorovani a audit pribéhu Studie v
Centru, a to béhem bézné pracovni doby. Poskytovatel
poskytne  Zadavateli a jeho zastupcim  pfi
monitorovacich navstévach a auditech plnou soucinnost.
Monitorovdni a audity mohou zahrnovat kontrolu a
kopirovani ~ zakladnich ~ dokumenti,  posouzeni
relevantnich systémill zpracovani dat a pohovory s

osobami, které se na realizaci Studie podilely.

6.1.2  The Sponsor may conduct monitoring visits at

the Site after inclusion of the first Study Participant.

6.1.2  Zadavatel muze provadét kontroly v Centru po

zafazeni prvniho Ucastnika Studie.

6.1.3  Any review by Sponsor or its representative of
source documents shall be performed with due regard for

Study Participant confidentiality.

6.1.3  Pii jakékoli kontrole zdrojové dokumentace
Zadavatelem ¢i jeho zastupci musi byt bran fadny ohled

na ochranu Osobnich idaji Ugastniki Studie.

authority which will be or is conducting an inspection of

the Site regarding the Study. The Institution hereby

6.2 Inspections by and communication with a | 6.2 Inspekce a komunikace s kompetentnim
competent authority orgdnem

6.2.1  The Institution shall, and shall ensure that the | 6.2.1  Poskytovatel bude plné spolupracovat s
Investigator shall fully cooperate with any competent | jakymkoliv kompetentnim orgdnem, ktery bude

provadét ¢i provadi inspekci Centra v souvislosti se

Studii a zajisti, ze tak bude Ccinit i ZkouSejici.

the Parties shall prepare in close cooperation any
upcoming inspection or response to a query or an
inspection report from a competent authority with regard

to the Study.

authorizes the Sponsor to participate in those | Poskytovatel timto opraviiuje Zadavatele se téchto
inspections. inspekci ucastnit.
6.2.2  If appropriate in the light of the circumstances, | 6.2.2  Pokud to bude ve svétle okolnosti vhodné,

budou Strany tésné spolupracovat pii pfipravé na
jakoukoliv nadchazejici inspekei, pii odpovédi na dotaz
nebo na inspekéni zpravu vypracovanou kompetentnim

orgdnem v souvislosti se Studii.
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6.2.3  The Institution shall ensure that the Sponsor is
promptly informed about any communication from or to
a competent authority regarding the Study (including an
inspection by an authority). It shall provide a copy of

those communications to the Sponsor.

6.2.3 7ze bude neprodlené

od

zajisti,

o jakémkoliv

Poskytovatel

informovdn Zadavatel sdéleni
kompetentniho orgdnu ohledné Studie (véetné jakékoliv
inspekce ze strany kompetentniho organu) nebo pro né;.

Poskytnou kopii téchto sd€leni Zadavateli.

6.3 Monitoring, audit and inspection findings

6.3 Ndlezy 7 monitorovdni, auditu a inspekce

The Institution shall remedy any monitoring, audit or
inspection finding regarding the Study within a

reasonable time after it becomes aware of the finding.

Poskytovatel napravi veSkeré nedostatky obsazené v
ndlezu z monitorovani, auditu ¢i inspekce ohledné

Studie, a to v pfiméfené dobé od obdrzeni takového

ndlezu.
7. Confidentiality 7. Diivérnost informaci
7.1 Institution Confidentiality Obligations 7.1  Povinnosti Zdravotnického zarizeni tykajici se

ditvérnosti

Institution shall keep Confidential Information in

confidence and shall not disclose Confidential
Information to any third party or use such Confidential
Information for any purpose other than the performance
of this Agreement, without the prior written consent of
Sponsor. Institution shall be permitted to disclose
Confidential Information only to those members of the
Study Team who have a need to know and who are
bound by obligations of confidentiality that are no less
restrictive than the terms and conditions of this

Agreement.

Poskytovatel bude uchovdvat Divémé informace

divérné abez predchoziho pisemného souhlasu
Zadavatele Divérné informace nezpfistupni zZadné treti
strané nebo tyto Divérné informace nepouzije pro zadné
jiné ucely, nez je provadéni této Smlouvy. Poskytovatel
bude moci Divérné informace zpfistupnit pouze tém
¢lentim Studijniho tymu, ktefi je potfebuji znat a ktefi
jsou vazani povinnostmi ochrany duvérnosti, které

nejsou méné piisné nez podminky této Smlouvy.

7.2 Exceptions

7.2 Vyjimky

The obligations of confidentiality and non-use contained
herein shall not apply to the portion of the Confidential

Information which:

Povinnosti ochrany divérnosti a nepouzivani uvedené
v této Smlouvé se nebudou vztahovat na ¢ast Divérmych

informaci, které:
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7.2.1 is known to Institution prior to disclosure

hereunder as evidenced by competent written records;

7.2.1 jsou Poskytovateli znamy pred zpfistupnénim
podle této Smlouvy, jak je dolozeno pfislusnymi

pisemnymi zdznamy;

7.22 is at the time of disclosure hereunder, or
thereafter becomes publicly available through no breach

of this Agreement by Institution;

7.2.2 jsou vdob¢ zpfistupnéni podle této Smlouvy
vetfejn¢ znamy, nebo se poté stanou vefejné znamymi,
aniz by doslo k jakémukoli poruseni této Smlouvy

Poskytovatelem;

7.2.3. was rightfully received before or after

disclosure hereunder, from a third party entitled to

disclose such information on a non-confidential basis;

7.2.3. byly pfed nebo po zpfistupnéni podle této
Smlouvy opravnéné obdrZeny od tfeti strany, ktera ma

pravo takové informace nediivérné zpfistupnit;

7.2.4 can be proven to have been independently
developed by Institution without the use of, or reference

to, Confidential Information;

7.2.4 lze dokazat, ze byly nezavisle vytvoreny
Poskytovatelem bez pouziti Divérnych informaci nebo

bez vztahu k Duvérnym informacim;

7.2.5 1is required by applicable law to be disclosed,
provided that Institution gives Sponsor prompt written
notice of such requirement, and assistance as necessary,
such that Sponsor shall have the opportunity to apply for
a protective order, or for confidential treatment of such
Confidential Information, and, if such order is not

obtained, only the minimum amount of Confidential

Information to satisfy such requirement will be

7.2.5 jejich zptistupnéni je vyzadovano platnymi
pravnimi predpisy za predpokladu, ze Poskytovatel
neprodlené poskytne Zadavateli pisemné ozndmeni o
tomto pozadavku a potfebnou pomoc, tak aby mél
Zadavatel prilezitost pozadat o ochranny piikaz, nebo o
divémé  zachdzeni s takovymito Dlvérnymi
informacemi a, pokud tento piikaz neziska, bude pro

uspokojeni takovéhoto pozadavku zpfistupnéno pouze

disclosed. minimalni mnozstvi Divérnych informaci.
7.3 Survival of Confidentiality Obligations and | 7.3  Pretrvdavdani povinnosti ochrany diuvérnosti a
Return vraceni

The obligations of confidentiality and non-use in this
Agreement shall survive for a period of ten (10) years
after the termination or expiration of the Agreement.
Upon termination or expiration of the Agreement and at
the written request of Sponsor, Institution shall return to
Sponsor and/or destroy all Confidential Information in

tangible form, including any and all copies thereof,

Povinnosti ochrany divérnosti a nepouzivani uvedené
v této Smlouvé budou pietrvavat po dobu deseti (10) let
po ukonceni nebo vyprSeni platnosti této Smlouvy. Po
ukonceni nebo vyprseni platnosti této Smlouvy a na
zaklad¢ pisemné Zzadosti Zadavatele Poskytovatel

Zadavateli vrati a/mebo zni¢i vSechny Duivérné

informace v hmatatelné formée, véetné jejich veskerych
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except as required to be retained by: (i) applicable law or
(i1) Institution’s legal department or legal representative,
who may retain one (1) copy of such Confidential
Information, solely to determine the scope of its
obligations hereunder save that in either case such
retained Confidential Information shall be retained on a

confidential basis.

kopii s vyjimkou téch, u nichz je pozadovéano jejich
uchovani: (i) platnymi pradvnimi pfedpisy nebo (ii)
pravnim  oddélenim nebo  pravnim  zastupcem
Poskytovatele, jez si mohou uchovat jednu (1) kopii
téchto Duvérnych informaci pouze pro vymezeni
rozsahu svych povinnosti podle této Smlouvy, pficemz
v kazdém ptfipadé¢ budou tyto uchované Duvérné

informace uchovany jako davérné.

7.4 The obligations of confidentiality contained in this
Section 7 will not apply to publication of this Agreement
in the contracts register pursuant to Act No. 340/2015
Coll., on Special Prerequisites for the Effectiveness of
Certain Contracts, the Publication of Those Contracts,
and the Register of Contracts (,,Contracts Register Act®),
with the exception of any information outside of the
scope of such Publication, including, in particular,
information constituting trade secret pursuant to Section
504 of the Civil Code, namely Study description, Study
budget and all other payments schedules or
arrangements between the Parties, Study data, Study
Protocol, Investigator’s brochure, etc. The Parties agree
that the publication of this Agreement in the contracts
register shall be carried out by the Institution, within 15
days of the conclusion of this Agreement at the latest,
and the Agreement shall be published by the Institution
in accordance with blinded version of this Agreement
provided by CRO hereof, which contains the content of
this Agreement in the form modified for the purposes of
the publication, i.e. exclusive of information constituting
trade secret and other information that should be
excluded from the Publication in accordance with the
Contracts Register Act. In case the Sponsor is not
notified about the Publication directly by the contracts
register administrator, the Institution shall provide to the
the

without a confirmation of

Sponsor, delay,

7.4 Povinnosti zachovadvat ml¢enlivost uvedené v tomto
bodé 7 se nevztahuji na uvefejnéni této Smlouvy v
registru smluv podle zak. ¢. 340/2015 Sb., o zvlastnich
podminkach uc¢innosti nékterych smluv, uverejiiovani
téchto smluv a o registru smluv (,,zdkon o registru
smluv®), vyjma jakychkoliv informaci nad ramec
takového uvetejnéni, zejména informaci ptredstavujicich
obchodni tajemstvi ve smyslu ust. § 504 obcanského
zékoniku, jmenovité¢ popis Studie, rozpocet Studie a
veskeré dalsi platebni rozpisy nebo ujednani mezi
Stranami, data Studie, Protokol Studie, soubor informaci
pro Zkousejiciho, atd. Strany sjednavaji, Ze uvetejnéni
této Smlouvy v registru smluv provede Poskytovatel, a
to nejpozdéji do 15 dnti od uzavieni Smlouvy, pficemz
Smlouva bude Poskytovatelem uvetejnéna v souladu se
zaslepenou verzi

obsah

této smlouvy poskytnutou CRO

zahrnujici této Smlouvy v rozsahu

modifikovaném pro ucely uvefejnéni, tj. vyjma
informaci pfedstavujicich obchodni tajemstvi a dalSich
informaci, které maji byt z uvefejnéni vylouceny
v souladu se zdkonem o registru smluv. Pokud Zadavatel
nebude o uvefejnéni  Smlouvy vyrozumén piimo
sprdvcem registru, poskytne Poskytovatel Zadavateli
bez prodleni potvrzeni o uvefejnéni Smlouvy v registru
smluv na email: xxx. V pfipadé€, ze Zadavatel neobdrzi
ve vyse uvedené 1hiit€ potvrzeni o uverejnéni Smlouvy,

Strany souhlasi, Ze Smlouva bude nasledn¢ uvefejnéna

Fakultni nemocnice v Motole_ XXX _Inst_Bil_ XXX _22Dec21_Site# XXX

Protocol# XXX

Confidential

Page 19 of 41




publication of the Agreement in the contracts register to
the email: xxx. In case the Sponsor does not obtain a
confirmation about the publication of the Agreement
within the above period, the Parties agree that the
Agreement will consequently be published by the
Sponsor, in accordance with blinded version of this
Agreement provided by CRO. The Institution shall
indemnify the Sponsor for any and all damage and costs
incurred as a result of Institution’s failure to duly publish
this Agreement in the contracts register in accordance

with the above terms.

Zadavatelem, a to v souladu se zaslepenou verzi této
smlouvy poskytnutou CRO. Poskytovatel se zavazuje
odskodnit Zadavatele za veskeré Sskody a naklady, které
Zadavateli vzniknou v disledku toho, Ze Poskytovatel
Smlouvu fadné neuvetejnil v registru smluv v souladu

s vy$e uvedenymi podminkami.

the name of another Party in any form of public

information, without that Party’s prior written consent.

8. Intellectual Property 8. DusSevni vlastnictvi

8.1 Ownership of Intellectual Property rights 8.1 Vlastnicky vztah k praviim 7 DuSevniho
viastnictvi

8.1.1  Subject to Section 5.1.3, neither Party shall use | 8.1.1  Zadna ze Stran nebude s vyhradou ustanoveni

odstavce 5.1.3 pouzivat jméno jiné Strany v jakékoliv
formé ve vefejnych informacich bez piredchoziho

pisemného souhlasu takové Strany.

8.1.2  Subject to Sections 5 and 8.1.3 of this
Agreement, any Intellectual Property right arising in
connection with the Study or from the use of the IMP
supplied by the Sponsor (or its representative) under this
Agreement shall be the exclusive property of the
Sponsor. The Institution shall take all necessary
measures in order to ensure that title in the
aforementioned Intellectual Property rights shall be
vested in the Sponsor. If a transfer of rights should not
be legally possible, Institution hereby grants the Sponsor
the exclusive, transferable, sub-licensable and
unrestricted rights, free of charge, to use the work
results, including the rights of use to manuscripts,
databases, data (the

storage media and images

“Licenses™). The granted Licenses shall also entail in

8.1.2
jakékoli

S vyhradou bodu 5 a 8.1.3 této Smlouvy bude

pravo DuSevniho vlastnictvi vzniklé v
souvislosti se Studif, nebo pii pouziti Hodnoceného
l1écivého piipravku dodaného Zadavatelem (nebo jeho
zastupcem) na zdkladé této Smlouvy vyluénym
vlastnictvim Zadavatele. Poskytovatel ucini vSechna
nezbytnd opatieni k tomu, aby narok na vySe uvedena
prava k DusSevnimu vlastnictvi nalezela Zadavateli.
Pokud by pfevedeni prav nebylo ze zdkona mozné,
udéluje timto Poskytovatel Zadavateli zdarma vyluéna,
pfenositelnd, dale licencovatelnd a neomezend prava
pouzivat pracovni vysledky vcetné prav k rukopisiim,
databdzim, médiim pro uchovidni dat a zobrazenim
(“licence”). Ud¢lené licence budou také znamenat
zejména prava

reprodukovat, zpracovavat,
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particular the rights to reproduce, process, redesign,
translate into foreign languages and use the work results

in analog and digital form.

prepracovavat, piekladat do cizich jazyk a pouzivat

pracovni vysledky v analogové a digitalni formé.

8.1.3  The source documents related to the Study (e.g.
medical records of Study Participants) shall remain the
property of the Institution as determined by the
Regulations. However, the Institution shall not use or
disclose the Study data contained in the source
documents without the Sponsor’s prior written approval
to a third party for any purpose other than the

performance of this Agreement or the provision of

medical care to a Study participant.

8.1.3  Zdrojova dokumentace ke Studii (napft. 1ékaiské
zdaznamy Utastnikd  Studie) zfistane vlastnictvim
Poskytovatele v souladu s piislusnym zakonem.
Studie obsazend v

Poskytovatel vsak data ze

dokumentaci nebude bez ptedchoziho pisemného
souhlasu Zadavatele vyuzivat a poskytovat tfetim
osobdm pro jiné ucely, nez je plnéni této Smlouvy nebo

poskytovani zdravotni pé¢e Utastnikiim Studie.

8.1.4  Subject to Section 7 “Confidentiality” of this
Agreement the Sponsor grants to the Institution a non-
exclusive, free of charge, non-transferrable right to use
the results of the Study for non-commercial purposes or

internal scientific research and/or educational activities.

8.14 Podle bodu 7 ,Duvérnost informaci® této
Smlouvy udé€luje Zadavatel Poskytovateli nevylucné,
bezplatné, neptenositelné pravo pouzivat vysledky
Studie pro nekomercni Ucely nebo interni védecky

vyzkum a/nebo vzdelavaci ¢innosti.

Investigator shall promptly inform the Sponsor about

any invention which occurred in the context of the Study.

8.1.5 The Institution does not have a retention right | 8.1.5  Poskytovatel nema pravo data, formulaie CRF
with regard to data, Case Report Forms or any other | nebo jiné vysledky price vzniklé podle této Smlouvy
work product produced under this Agreement. zadrzovat.

8.2 Inventions 8.2 Vyndlezy

8.2.1 (1) The Institution acknowledges that the | 8.2.1 (1) Poskytovatel potvrzuje, Ze Zkousejici bude

neprodlené¢ informovat Zadavatele o jakémkoliv

vynalezu, ke kterému v kontextu Studie doslo.

(2) The Institution shall ensure that title in any
Intellectual Property right related to an employee’s
invention conceived in the context of the Study or in
connection with the IMP supplied under this Agreement
shall be vested in the Sponsor. The Institution shall be
solely responsible for all payments provided by the
Institution due to the Study Team and/or third parties’

(2) Poskytovatel je povinen zajistit, aby prava
Zadavatele z DuSevniho vlastnictvi vztahujici se k
vynalezu vytvofenému zaméstnancem Poskytovatele v
ramci Studie nebo v souvislosti s pouzitim Hodnoceného
l1écivého pripravku poskytnutého podle této Smlouvy,
bude

zodpovédny za vSechny platby poskytnuté Zadavatelem

nalezela Zadavateli. Poskytovatel vyluéné

a splatné Studijnimu tymu a/nebo spolupracovniktim
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collaborators according to the applicable law for any

invention transferred to Sponsor.

tietich Stran podle platnych pravnich piedpisi za

vSechny vynalezy pifevedené na Zadavatele.

8.2.2  The Institution shall ensure that the Investigator
shall further fully cooperate with the Sponsor, at the
Sponsor’s expense, in order to enable the Sponsor to
fully protect its Intellectual Property rights under this
Agreement. If the time and effort of the Institution in
performing the services under this agreement would be
associated with increase of time and financial burden
due to a Protocol amendment, the Parties may have the
this

oportunity to negotiate an amendment to

Agreement. An amendment to this Agreement may

8.2.2  Poskytovatel je ddle povinen Zadavateli na jeho
naklady poskytnout plnou souéinnost, a zajistit téz
soucinnost Zkousejiciho, aby Zadavatel mohl pln¢
ochranit svd prdva DuSevniho vlastnictvi podle této
Smlouvy. Pokud by cas a usili Poskytovatele pii
poskytovani sluzeb dle této Smlouvy bylo spojeno se
zvysenou ¢asovou a financni zatézi vzhledem k dodatku
protokolu, Strany mohou mit pfileZitost jednat o dodatku

k této Smlouvé. Dodatkem k této Smlouvé miize byt

stanovena adekvatni kompenzace za ¢asovou a finan¢ni

closeout visit of the Site upon completion of the Study.

provide adequate compensation for time and financial | z4t€Z, ktera neni v dobé wuzavirani Smlouvy
burdens that are not foreseeable at the time of concluding | predvidatelna.

of this Agreement.

9. Termination 9. Ukonc¢eni Smlouvy

9.1 Conditions of termination 9.1 Podminky ukonceni

9.1.1  This Agreement shall remain in effect until the | 9.1.1 Tato Smlouva zlstane v ucinnosti az do

uzaviraci navstévy Centra po dokonceni Studie.

9.1.2 However, the Sponsor may terminate this

Agreement by notice with immediate effect if:

9.1.2  Zadavatel vSak mtze tuto Smlouvu vypovédet

vypovédi s okamzitou u¢innosti, pokud:

has been suspended for more than three (3) months;

(a) it is no longer possible to conduct the Study in | (a) jiz neni mozné Studii realizovat v souladu se

accordance with GCP and any other Regulations; spravnou klinickou praxi a vSemi ostatnimi pravnimi
Predpisy;

(b) the clinical Study authorization is revoked or | (b) je povoleni ke Studii zruSeno nebo pozastaveno

na vice nez tfi (3) mésice;

(©

the Institution breaches any Regulations;

(©) Poskytovatel porusi jakékoli Predpisy;

(d)
Participant in the Study within six (6) months from the

the Institution fails to include any eligible Study

(d)

vhodného Utastnika Studie do Sesti (6) mésict od

Poskytovatel do Studie nezaregistruje Zadného
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site initiation visit or cannot complete the Study at the

Site in a timely manner;

uvodni navstévy Centra nebo nebude schopné dokondit

Studii v Centru vcas;

(e

(15) days and the Parties cannot agree within a

an absence of the Investigator exceeds fifteen

reasonable time upon a suitable sub-investigator to

(e

patnact (15) dni a Strany se nejsou v piimetené lhité

Zkousejici je neptritomen po dobu delSi nez

schopny domluvit na vhodném spoluzkousejicim,

duties under the Agreement and the Institution fails to
designate within a reasonable time a suitable person who

will replace the Investigator.

whom the Investigator’s responsibilities will be | kterému by bylo mozno pfedat povinnosti Zkousejiciho
delegated under Section 3.3 above; podle bodu 3.3 vyse;
(f) the Investigator can no longer fulfill his/her | (f) Zkousejici neni dale schopen plnit své

povinnosti podle této Smlouvy a Poskytovatel nebude
schopen v pfiméfené dobé urcit vhodnou osobu, ktera

Zkousejiciho nahradi.

9.1.3  Either Party may terminate this Agreement if a
Force Majeure has prevented the performance of this
Agreement by another Party for more than one (1)

month.

9.1.3 Kazda ze Stran mize tuto Smlouvu vypovédét
v ptipad¢é Zasahu vyssi moci, pokud tato zabrani Strané
druhé v plnéni této Smlouvy po dobu delsi nez jeden (1)

meésic.

9.14 This Agreement shall be terminated if a Party
breached this Agreement and fails to remedy that breach
(if remediable) within thirty (30) days of receipt of a

notice from the other Party.

9.1.4  Smlouva bude ukoncena v ptipadé, ze jedna ze
Stran Smlouvu porusi a nezjedna napravu (pokud je to
mozné) do tficeti (30) dnti po obdrZeni oznameni druhé

Strany.

9.1.5 Sponsor may terminate this Agreement at any
time for any other reason than the ones listed above upon
thirty (30) days written notice to Institution and

considering patients‘ safety.

9.1.5 Zadavatel mize kdykoli a z jakéhokoli jiného
divodu, nez jsou uvedeny vySe a s ohledem na
bezpecnost pacientli ukoncit tuto Smlouvu po tficeti (30)

dnech od pisemného ozndmeni Poskytovateli

9.1.6 The Agreement may be terminated by the
Institution only in case of a patient safety threat reason

in connection with participation in the Study.

9.1.6 Smlouva mize byt ukonfena ze strany
Poskytovatele jedin¢ z divodu ohroZeni bezpe¢nosti

pacienta v souvislosti s Gicasti v klinickém hodnoceni.

9.2 Consequences of termination

9.2 Disledky ukonceni

921 (1)

the Institution shall:

Upon the effective date of termination,

9.2.1 (1) K datu ucinnosti ukonéeni Poskytovatel

zajisti Ze:
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(a)

stop the recruitment of Study Participants;

zastavi nabor Ucastniku Studie, a

(a)

(b)

permissible, any Study procedure;

cease, to the extent medically and ethically

(b)
pripustné, jakékoli procedury Studie; a

zastavi, v rozsahu, v némz je to 1ékaisky a eticky

Section 4 (“Materials and Equipment”); such
destruction shall be confirmed in writing by the

Institution to Sponsor, and

(¢c) refrain from incurring additional costs; (c)  zdrzi se generovani dal$ich nakladd; a
(d) return any Materials or Equipment provided by | (d) vrdti jakékoliv Materidly nebo Vybaveni
Sponsor and destroy unused medicines provided under | poskytnuté Zadavatelem a zni¢i nepouzité Iéky

poskytnuté podle odstavce 4 (,,Materidly a Vybaveni ‘),

Poskytovatel potvrdi pisemné toto zni¢eni Zadavateli; a

(e

return the documentation related to the Study (with the

unless required otherwise under the Regulations,

exception of the source documents/medical records of

Study Participants).

(e

veskerou dokumentaci souvisejici se Studii (s vyjimkou

pokud neni Piedpisy vyzadovano jinak, vrati

zdrojovych dokumentii/zdravotnich zaznamti Ucastnikti

Studie)

2

with respect to the materials, medicines and the

The Institution does not have any retention right

documentation which must be returned under Section

9.2.1 (1) (d) and (e) above.

(@)
Iéky a dokumentaci, které musi byt vraceny podle bodu

9.2.1 (1) (d) a (e) vyse.

Poskytovatel nema pravo zadrzovat materidly,

9.2.2  If this Agreement is terminated prematurely the
amounts paid or payable under Section 11 below shall be
prorated, as detailed in Annex 1, based on the work duly
performed in accordance with the Protocol. The
Institution shall promptly return any funds paid but not

due under this provision.

9.2.2  Je-li tato Smlouva ukoncena predcasné, ¢astky
zaplacené nebo splatné podle bodu 11 niZze budou
pomérné sniZeny, jak je uvedeno v priloze 1, a to na
zéklad¢ prace provedené fadné a v souladu s
Protokolem. Poskytovatel neprodlené vrati uhrazené, ale

neopravnéné ¢astky podle tohoto ustanoveni.

9.2.3
9.1.2 (a), (b), (d) through (f) and 9.1.3, the Sponsor shall

If the Agreement is terminated under Sections

pay all third party costs incurred in accordance with this
Agreement prior to the effective date of termination and
falling due for payment up to or, if non-cancellable, after
the effective date of termination. No additional

compensation shall be payable to Institution.

9.2.3  Je-li Smlouva ukoncena podle bodu 9.1.2 (a),
(b), (d) az (f) a 9.1.3, Zadavatel uhradi veskeré naklady
vzniklé tfetim osobam v souladu s touto Smlouvou do
Data uc¢innosti ukonceni, které budou splatné do dne
ukonceni, a pokud budou nezrusitelné, i pokud budou
splatné po dni ukonéeni. Zadné dalsi odskodnéni nebude

ve prospéch Poskytovatele vyplaceno.
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9.2.4  Provisions which, by their nature, shall continue
to apply after the term of this Agreement shall survive
expiry or termination of this Agreement: including,
Sections 5 (Publication), 6 (Monitoring, Audits and
Inspections), 7

(Confidentiality), 8 (Intellectual

Property), 10 (Indemnification and Insurance), 12
(Record and Data Keeping), 13 (Data Protection), 19

(Governing Law and Jurisdiction) and 20.6 (Publicity).

9.2.4  Ustanoveni, ktera ze své podstaty ziistavaji v
platnosti i po vyprSeni Smlouvy, zlistanou v platnosti, a
to 1 po pied¢asném ukonceni Smlouvy: véetné bodu 5
(Publikace), 6 (Monitorovani, audity a inspekce), 7
(Daveémost informaci), 8 (DuSevni vlastnictvi), 10
(Odskodnéni a pojisténi), 12 (Zaznam a uchovavani dat),
13 (Ochrana osobnich udaji), 19 (Rozhodné pravo a
jurisdikce) a 20.6 (Publicita).

accordance with the provisions of § 52 par. 3, letter f)

10. Indemnification and Insurance 10. Odskodnéni a pojisténi
10.1  The Sponsor shall secure and maintain in full | 10.1 = Zadavatel uzavie a bude v plné platnosti a
force and effect insurance which covers its liability in | i¢innosti zachovavat pojisténi, které kryje jeho

odpovédnost v souladu s ustanovenim § 52 odst. 3, pism.

par. 2 let. n) of Act No. 372/2011 Coll., on health
services, as amended, concluded an insurance contract
for liability insurance for damage caused during the
provision of health care. According to § 45 par. 2 let. n)
of Act No. 372/2011 Coll.,, on health services, as
amended, the insurance must be concluded for the entire

period during which the Institution provides health care.

Act. No. 378/2007 Coll.,, on pharmaceuticals, as | f) zak. ¢. 378/2007 Sb., o 1é¢ivech, ve znéni pozde€jsich
amended. predpist.
10.2  The Institution declares that according to § 45 | 10.2  Poskytovatel prohlasuje, ze ma dle § 45 odst. 2

pism. n) zakona ¢. 372/2011 Sb., o zdravotnich sluzbach,
ve znéni pozd€jSich predpisii, uzavienu pojistnou
smlouvu na pojisténi odpovédnosti za Skodu zplisobenou
pfi poskytovani zdravotni péce. Dle § 45 odst. 2 pism. n)
zakona ¢. 372/2011 Sb., o zdravotnich sluzbach, ve znéni
pozdéjsich predpistd, musi byt pojiSténi uzavieno po
celou dobu, po kterou poskytovatel poskytuje zdravotni

péci.

10.3  Subject to the provisions in Section 10.4,
Sponsor shall indemnify and hold harmless Institution,
its employees, officers, and directors from and against
any Study Participant claims, liabilities, losses,
demands, causes of action, judgments, settlements and
expenses (including, but not limited to, reasonable legal
fees and court costs) (each a “Claim”) for bodily injury
directly sustained as a result of administration of the
Study Drug in accordance with the terms of the Protocol

or any procedures required by the Protocol and this

10.3 Podle wustanoveni vbodé 10.4 Zadavatel

odSkodni a bude chranit Poskytovatele, jeho

zamg&stnance, Ufedniky a feditele pfed a proti vSem
stiznostem, ruCenim, ztratdm, narokim, soudnim
fizenim, rozsudklim, vyrovnanim a vydajim (zejména
pfiméfenym pravnim poplatkiim a soudnim nékladtm)
Ucastnikd Studie (kazdy samostatné jako ,,Ndrok®) za
télesnou ujmu piimo utrpénou jako dusledek podani
1é¢ivého v souladu

Hodnoceného pripravku

s podminkami Protokolu nebo jakychkoli postupti
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Agreement; provided, however, that a) Sponsor shall
have no such obligation with respect to Claims arising
from an Institution’s negligence or willful misconduct in
connection with the Study, breach of this Agreement or
the Protocol and b) Sponsor shall have sole control of the
disposition of such Claim including choice of counsel,
any investigation, trial, defense or settlement provided
that no settlement shall include an admission of liability
on the part of the Institution without the Institution's
prior written consent where such consent shall not be

unreasonably withheld.

pozadovanych Protokolem a touto Smlouvou, ale za
predpokladu, ze a) Zadavatel nebude mit Zadnou
takovouto povinnost tykajici se Narokl vyplyvajicich
z opomenuti nebo imyslného pochybeni Poskytovatele
v souvislosti se Studii, poruSenim této Smlouvy nebo
Protokolu a b) Zadavatel bude mit vylu¢nou kontrolu
nad vyfizenim takovéhoto Naroku vcetné vybéru
pravniho zéstupce, jakéhokoli vySetfovani, soudniho
fizeni, obhajoby nebo vyrovnani za ptedpokladu, ze
zadné vyrovnani nebude zahrnovat piijeti odpovédnosti
na stran¢ Poskytovatele bez ptedchoziho pisemného
souhlasu Poskytovatele, pfi¢emz takovy souhlas nesmi

byt neodiivodnéné odpiran.

104  Institution shall indemnify and hold harmless
Sponsor, (the “Sponsor Indemnitees’) from and against
any and all third party. Claims relating to or arising out
(i) the negligence, fault, omission or improper conduct
by Institution, members of Study Team; (ii) failure of
Institution, members of Study Team to adhere to
Sponsor’s written recommendations and instructions
relative to the administration and use of any drug
substances involved in the Study (including but not
limited to the IMP) or to the terms and conditions of the
Protocol or agreed amendments hereto; (iii) failure of
Institution, members of Study Team to comply with any
Regulations, and (iv) breach of Institution, members of
Study Team representations, warranties and covenants.
Institution shall not be liable for Claims to the extent
such Claims are attributable to Claims for which
Sponsor is obligated to indemnify pursuant to Section

10.3.

104  Poskytovatel odSkodni a bude chranit
Zadavatele (,,0dSkodnéné osoby Zadavatele*) pied a
proti Narokim tfetich stran souvisejicim s nebo
vznikajicim na zékladé (i) nedbalosti, chyby, opomenuti
nebo neopravnéného jednani Poskytovatele, clent
Studijniho tymu; (ii) neschopnosti Poskytovatele, clent
Studijntho tymu dodrzovat pisemna doporuceni a
pokyny Zadavatele souvisejici s podanim a pouzitim
jakychkoli Ié¢ivych latek zahrnutych ve Studii (zejména
Hodnoceného 1é¢ivého piipravku) nebo podminek
Protokolu nebo odsouhlasenych dodatkii této Smlouvy;
(iii) jakychkoli

Poskytovatelem, ¢leny Studijniho tymu a (iv) poruSeni

nedodrzeni pravnich  predpist
zastoupeni, zaruk a ujednani u¢inénych Poskytovatelem

¢i Cleny Studijntho tymu. Poskytovatel nebude
zodpovidat za Naroky, pokud tyto Naroky lze piisoudit
k Néroktim, které je Zadavatel podle bodu 10.3 povinen

odskodnit.

Fakultni nemocnice v Motole_ XXX _Inst_Bil_ XXX _22Dec21_Site# XXX

Protocol# XXX

Confidential

Page 26 of 41




10.5  Each Party shall promptly notify the other Party
in writing of any Claim or potential Claim for which
such party may seek indemnification, but in no event
more than thirty (30) days after the Party seeking
indemnification has knowledge of the Claim or potential
Claim. Failure to provide timely notice shall not negate
the obligation of the other Party to indemnify except to

the extent that the delay in notification resulted in

additional damages or claims to the Party seeking

10.5 Kazda Strana bude neprodlené, ale v zadném
ptipadé ne pozdéji nez tiicet (30) dnti poté, kdy se Strana
zéadajici odSkodnéni dozvi o Naroku nebo potencidlnim
Naroku, pisemné informovat druhou Stranu o kazdém
Néroku nebo potencidlnim Naroku, za ktery tato Strana
mize zadat odskodnéni. Neposkytnuti vcasného
oznameni nezrusi povinnost druhé Strany odskodnit
s vyjimkou pfipadi, kdy opozdéné oznameni bude mit

za nasledek dal$i ujmy nebo Naroky vznesené proti

Expected total value of compenstation is approximately

CZK 500,000.00.

indemnification. Strané zadajici odSkodnéni.
11. Compensation 11. Odména
11.1  Compensation 11.1  Odména

Predpokladana celkova vyse odmény &ini piiblizné

500.000,- K¢

11.1.1 In consideration of Institution’s services under
this Agreement, the Sponsor shall pay as set forth in
Annex 1 a fee per Study Participant provided that the

Institution:

11.1.1 Zadavatel za sluzby Poskytovatele podle této
Smlouvy uhradi dle pFilohy 1 pevnou ¢astku za kazdého

Ucastnika Studie, za pfedpokladu, Ze Poskytovatel:

(a)

in accordance with the Protocol; and

evaluated the Study Participant concerned fully

posoudil piislusného Ucastnika Studie plné

(a)

v souladu s Protokolem; a

(b)

Report Forms to the Sponsor.

completed accurately and sent all related Case

(b)

klinické zdznamy subjektl Zadavateli.

presné vyplnil a odeslal vSechny pfislusné

11.1.2 If a Study Participant is withdrawn from the
Study in accordance with the Protocol, the amount
payable to the Institution shall be prorated as specified

in Annex 1.

11.1.2 Pokud je Ugastnik ze Studie v souladu s
Protokolem ptedCasn¢ vyrazen, castka vyplacena
Poskytovateli bude pomérné snizena, jak je uvedeno v

priloze 1.

11.1.3 All taxes, except Value Added Tax (VAT), are

included in the amounts stated in Annex 1. All charges

11.1.3 V castkachuvedenych v ptiloze 1 jsou zahrnuty
veskeré¢ dané, s vyjimkou dan¢ z piidané hodnoty

(DPH). Vsechny poplatky a/nebo vylohy uctované
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and/or fees imposed by the Institution’s banks shall be

bankou Poskytovatele ptjdou vyhradn€é na vrub

under this Agreement to the Sponsor or (its representative)

for payment as specified in Annex 1.

solely for the account of the Institution. Poskytovateli.
11.2  Invoices 11.2  Faktury
11.2.1 The Institution shall submit all original invoices | 11.2.1 Poskytovatel = vSechny  origindly  faktur

vystavenych na zakladé této Smlouvy predlozi
Zadavateli (nebo jeho zdstupci) k proplaceni, jak je

uvedeno v priloze 1.

11.2.2 The Institution shall reference the Sponsor as
invoicee. The invoices shall be issued in accordance with
the applicable tax law (including VAT requirements) and
contain an accurate itemization of all fees, supporting

documentation and a Site invoice reference number.

11.2.2 Zadavatel bude na fakturach oznacovan jako

fakturovand  Strana (invoicee). Faktury budou
vystavovany v souladu s platnym danovym zdkonem
(v€etné pozadované DPH) a musi obsahovat presny
rozpis vSech poplatkli, podklady a referencni cislo

faktury Centra.

11.3  Payments

11.3  Platby

11.3.1 Unless specified otherwise in Annex 1,
payments regarding Study Participants who missed a
scheduled visit shall be made up to and including the last

visit in accordance with the Protocol.

11.3.1 Neni-li v pFiloze 1 stanoveno jinak, odména za
Utastniky Studie, kteii zmegkali planovanou navstévu,
bude poukazana za dobu do posledni navstévy, ktera

jesté probéhla v souladu s Protokolem.

11.3.2 The Sponsor may withhold the payments (or a
part thereof) if the Institution has not submitted the
Study data in accordance with this Agreement or the
Protocol. Final Payment, i.e. payment of the amounts
withheld, shall occur after database lock in accordance

with Annex 1 provided:

11.3.2 Zadavatel mize zadrzet platby (nebo jejich
cast), pokud Poskytovatel nepredalo Studijni udaje v
souladu s touto Smlouvou nebo Protokolem. Zavérecny
doplatek, tj. zadrzovana castka, bude poukazin po
uzaméeni databdze v souladu s prilohou 1 za

predpokladu, Ze:

(@)

and consistent;

the data provided by the Institution is complete

(a)

a konzistentni;

udaje poskytnuté Poskytovatelem budou tplné

(b)

all related data queries are resolved;

(b)

tykajici se udajui;

budou vyfeSeny vSechny piislusné dotazy
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materials and unused medicines under Section 9.2.1(d).

(c) the close-out visit of the Site has been completed; | (c) probéhla uzaviraci navstéva v Centru; a
and
(d) the Institution has returned any Equipment, | (d) Poskytovatel vratil veskeré Vybaveni, materidly

a nepouzité 1éky podle odstavee 9.2.1(d).

11.3.3 If the Sponsor becomes aware of any Protocol
violation which is jeopardizing data integrity or the
safety of Study Participants payments shall be made up
to the Study Participant’s last visit before the Sponsor or
the CRO became aware of the Protocol violation. This
provision applies without prejudice to the rights of the
Study Participants under this Agreement (including the
Regulations) or the Sponsor’s right to take recourse to

any additional remedy.

11.3.3 Pokud Zadavatel zjisti jakékoliv poruSeni
Protokolu ohrozujici integritu dat nebo bezpecnost
Ugastnikil Studie, odména bude poukazana za dobu do
navstévy, po niz se Zadavatel nebo CRO dozvédéli o
poruseni Protokolu. Toto ustanoveni plati, aniz by tim
byla dotéena prava Ucastnikii Studie v ramci této
Smlouvy (i v ramci Pfedpisti) nebo prava Zadavatele na

pouziti dalsiho opravného prostredku.

12. Record and Data Keeping

12. Zaznam a uchovavani dat

The Institution shall retain all essential documents for
the greater period of time under the Regulations but not
less than fifteen (15) years after discontinuation or
completion of the Study, unless Sponsor provides
written permission to dispose of them earlier or notice
requiring their longer retention. Longer retention may be
charged according to the valid price list at the Institution

upon Sponsor’s written approval and execution of a

Poskytovatel uchova vsechny zasadni dokumenty po
dobu stanovenou Ptedpisy, ne vSak méné neZ patnict
(15) let po dokonceni nebo pred¢asném ukonceni Studie,
pokud Zadavatel neposkytne pisemné svoleni je
zlikvidovat diive nebo oznameni pozadujici jejich delsi
uchovéni. Delsi archivace mize byt zpoplatnéna dle
platného ceniku Poskytovatele po pisemném souhlasu

Zadavatele a po podpisu pisemného dodatku ke

written amendment to the Agreement. smlouve.
13. Data Protection 13. Ochrana osobnich tdaji
13.1  Additional definitions 13.1  Dopliiujici definice

All capitalized terms used in this section, unless
specifically defined herein, are defined in the GDPR (as

implemented by local legislation).

Vsechny definované terminy pouzité v tomto
ustanoveni, pokud zde neni konkrétn¢ definovano jinak,
jsou definovany v nafizeni GDPR (provadécimi

predpisy mistni legislativy).
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13.2
Personal Data related to the Study

Obligations of the Parties in Processing

13.2  Povinnosti Smluvnich stran pii Zpracovdni

Osobnich udajii souvisejicich se Studii

13.2.1 The Parties shall Process Personal Data obtained
in the context of the Study in accordance with the

Regulations and shall assist each other to ensure

13.2.1 Smluvni strany budou Zpracovdvat Osobni

udaje ziskané v souvislosti se Studii v souladu

s Predpisy a budou vzajemn¢ spolupracovat pti zajisténi

organizational and technical measures which are
necessary to protect Personal Data Processed under this
Agreement against accidental or unlawful destruction,
loss or damage and unauthorized or unlawful disclosure,

access or Processing.

compliance with the obligations defined in the | dodrZzovani zavazki v Piedpisech definovanych.
Regulations.
13.2.2 The Parties shall take  appropriate | 13.2.2 Smluvni strany pfijmou pfiméfena organizacni

a technicka opatfeni, kterd jsou potfebna pro ochranu
Osobnich udaji Zpracovdavanych podle této Smlouvy
proti ndhodnému nebo nezdkonnému zniCeni, ztraté
nebo poskozeni a neopravnénému nebo nezédkonnému

zvetejnéni, pristupu nebo Zpracovani.

13.2.3 The Parties acknowledge that both the

Institution and the Sponsor shall be considered
Controllers in the context of the Study in regard to Study
Participants Personal Data. The Institution shall be
considered Controller with respect to the medical
records and any Study Participants Personal Data it
Processes other than the Coded Study Data and Sponsor
shall be considered Controller with respect to the Coded
Study Data. The Institution shall process the Coded
Study Data for the purposes of the Study, for only as long
as required under Regulations and the written
instructions of the Sponsor, in accordance with the
Regulations. Institution shall not engage a Processor for
the Processing of Coded Study Data or transfer the
Coded Study Data to a third country without Sponsor’s
written authorization. Where Institution is required to
Process Coded Study Data differently than Sponsor’s
instructions by Regulations or, in its opinion, Sponsor’s
instructions infringe Regulations, it shall immediately

inform Sponsor. Personal Data will be transferred by the

13.2.3 Smluvni strany berou na védomi, Ze jak
Poskytovatel, tak Zadavatel budou v souvislosti se
Studii povazovani za spravce ve smyslu ¢l. 26 GDPR,
pokud jde o Osobni tdaje Ugastnikii Studie.
Poskytovatel bude povazovan za spravce, pokud jde o
zdravotni zdznamy a veskeré Osobni udaje Ucastnikii
Studie, které bude Zpracovavat, odlisné od Kédovanych
studijnich udajii, a Zadavatel bude povazovan za
spravce, pokud jde o Koddované studijni tdaje.
Poskytovatel bude Zpracovavat Kédované studijni tidaje
pro ucely Studie, pokud to budou vyzadovat Pfedpisy a
pisemné pokyny Zadavatele v souladu s Piedpisy.
Poskytovatel nezapoji Zpracovatele do Zpracovani
Kodovanych studijnich tidaji, ani neptevede Kdédované
studijni 0daje do tieti zem& bez pisemného souhlasu
Zadavatele. Pokud je Poskytovatel povinen Zpracovat
Kodované studijni tidaje odlisné od pokynt Zadavatele
dle Ptedpisti, nebo pokud dle jeho nazoru pokyny
Zadavatele poruSuji Predpisy, je povinen okamzité

informovat Zadavatele. Osobni udaje budou predavany
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Institution to Switzerland. The Sponsor, as the controller
of the Coded Study Data that is being disclosed to any
vendors participating on the Study, has signed Standard
Contractual Clauses or other lawful mechanisms of
transfer in place with vendors or affiliates locate outside

the EEA/Switzerland

poskytovatelem do Svycarska. Zadavatel, jakoZto
spravce kdédovanych studijnich udaju, které jsou
sdélovany dals$im dodavatelim podilejicim se na
klinickém hodnoceni, podepsal standardni smluvni
dolozky nebo jiné zakonné mechanismy pievodu
zavedené s dodavateli nebo pobockami se sidlem mimo

EHP/Svycarsko.

13.3  Oversight of the Parties Personnel

13.3  Dohled nad Persondlem Smluvnich stran

13.3.1 The Parties shall ensure that their respective
Personnel engaged in the Processing of Personal Data
and, where relevant, in developing tools and/or
functionalities that may be used for Personal Data
Processing, are informed of the confidential nature of the
Personal Data. The Parties shall ensure that Personnel is
subject to confidentiality obligations and that these

survive the termination of the Personnel engagement.

13.3.1 Smluvni strany =zajisti, Ze jejich pfislusny
Persondl podilejici se na Zpracovani Osobnich udajli a
pripadné na vyvoji nastrojii a/nebo funkcionalit, které
mohou byt pouzivany pii Zpracovani Osobnich udaji,
bude informovan o duvérné povaze Osobnich udaju.
Smluvni strany zajisti, Ze Personal dodrzuje povinnosti
ochrany divérnosti a Ze tyto pretrvaji po ukonceni

zavazku Personalu.

13.3.2 The Parties shall ensure that access to Personal
Data is limited to those Personnel performing services in

accordance with the Agreement.

13.3.2 Smluvni strany zajisti, Ze pfistup k Osobnim
udajim bude omezen pouze na ten Persondl, ktery

provadi sluzby v souladu se Smlouvou.

13.4  Orders to transfer Personal Data, Personal

Data Breach, inspections and audits

13.4  Pravidla pro pienos Osobnich udaji, poruseni

bezpecnosti Osobnich udaji, inspekce a audity

13.4.1 Where the Institution receives a request from a
competent court or administrative authority to transfer
Personal Data related to the Study, it shall: i) promptly
notify the Sponsor of such request; and ii) transfer the
Personal Data in a manner which ensures that

appropriate technical and administrative security

measures to protect confidentiality of Personal Data are

in place.

13.4.1 Jestlize Poskytovatel dostane zadost od
prislusného soudu nebo spravniho orgénu piedat Osobni
udaje souvisejici s ticasti ve Studii: i) neprodlen€ bude o
této zadosti informovat Zadavatele; a ii) ptedd Osobni
udaje zpusobem, ktery zajisti, Ze budou uplatnéna
néalezitd technickd a administrativni bezpecnostni

opatieni pro ochranu divérnosti Osobnich udajt.

13.4.2 As soon as the Institution becomes aware of a

Personal Data Breach, it shall notify the Sponsor without

undue delay and provide the Sponsor with all the

13.4.2 Jakmile se Poskytovatel dozvi o poruseni
bezpe€nosti Osobnich udaji, musi to bezodkladné

ozndmit Zadavateli a poskytnout Zadavateli vSechny
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relevant information about the nature, scope as well as
the measures adopted. Immediately following the
notification to the Sponsor of a Personal Data Breach,
the Parties shall coordinate with each other to investigate
the Personal Data Breach. The Institution agrees to fully
cooperate with the Sponsor in the course of the
investigation and for the design and implementation of
an adequate action plan, in accordance with the

Regulations.

relevantni informace o povaze, rozsahu a pfijatych
opatienich. = Okamzit¢ po oznameni Zadavateli o
poruseni bezpecnosti Osobnich udaji budou Smluvni
strany navzdjem koordinovat vySetfovani poruSeni
bezpec¢nosti Osobnich udaji. Poskytovatel souhlasi, ze
bude v prubéhu vySetfovani a pfi vytvafeni a zavadeéni
ndlezitého ak¢niho planu v souladu s Pfedpisy plné

spolupracovat se Zadavatelem.

13.4.3 Should a Supervisory Authority notify the
Institution about the start of an inspection and/or audit,
including visits to their facilities, it should notify the
Sponsor of this without undue delay, for the adoption of
the appropriate measures, if this affects the Processing

of Personal Data related to the Study.

13.4.3 Jestlize dozorujici organ ohlasi Poskytovateli
zahajeni inspekce a/nebo auditu, véetné navstév jejich
zafizeni, Poskytovatel by o tom mél bez odkladu
informovat Zadavatele, aby byla pfijata nalezita
opatfeni, pokud se to bude tykat Zpracovavani Osobnich

udajt souvisejicich se Studii.

13.5  Requests to exercise privacy rights or
complaints from Study Participants or other Data

Subjects

13.5  Zddosti o uplatnéni prav na ochranu soukromi
nebo stitnosti od Utastnikii Studie nebo jinych

Subjektii udaji

The Institution shall immediately inform within a period
of five (5) days the Sponsor about any request received
from a Data Subject to exercise a privacy right or any
complaint received from a Data Subject, in relation to
the Study. The Institution shall handle those requests
related to Coded Study Data in accordance with the

Sponsor’s reasonable instructions.

Poskytovatel bude okamzit¢ v prab&hu péti (5) dni
informovat Zadavatele o vSech zadostech obdrzenych od
Subjektu udajii k uplatnéni prav na ochranu soukromi
nebo stiznosti prijaté od Subjektu udaji v souvislosti se
Studii. Poskytovatel vyfesi zadosti vztahujici se ke
Kédovanym studijnim udajim podle piimérenych

pokynil Zadavatele.

13.6
the conduct of the Study and transfer of Personal Data

Personal Data regarding persons involved in

13.6  Osobni idaje tykajici se osob zapojenych do

provadéni Studie a pievod Osobnich udajit

13.6.1 The Institution shall inform the Data Subjects
on their Personal Data Processing based on the privacy
notices provided by the Sponsor and shall not involve in
the conduct of the Study Data Subjects who have not

been duly informed or have expressly objected to such

13.6.1 Poskytovatel bude informovat Subjekty tidaji o

Zpracovani  jejich  Osobnich udaji v souladu

s ozndmenimi o Zpracovani Osobnich udaji predanymi
Zadavatelem a nebude do provadéni Studie zapojovat

Subjekty udajt, které nebyly fadné informovany nebo
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Personal Data Processing. In the latter case, the
Institution and the Investigator shall inform Sponsor
about such objections and collaborate with Sponsor on

addressing them.

vyjadrily vyslovnou namitku proti takovému Zpracovani
Osobnich udaji. V pfipadé¢ namitek Poskytovatel a
Zkousejici o téchto informuji Zadavatele a ve spolupraci

se Zadavatelem je vyfesi.

13.6.2 The Parties agree that any transfer of Personal

Data to a third country shall be done lawfully.

13.6.2 Smluvni strany souhlasi s tim, ze kazdy ptevod
Osobnich udaji do tfeti zem& musi byt proveden

v souladu se zakonem.

14. Notices

14. Vyrozuméni

Any Notice under this Agreement shall be in writing and
considered sufficient if delivered personally, sent by
registered mail with return receipt, recognized overnight

courier service, or by telefax, addressed as follows:

Jakékoliv vyrozuméni podle této Smlouvy musi byt
vyhotoveno pisemné a bude povazovano za dostatecné,
bude-li doruceno osobné, zaslano doporucené postou
nebo na dorucenku, renomovanou kuryrni sluzbou ¢i

faxem, a to na nésledujici adresu:

If to the Institution:

Pokud je urceno Poskytovateli:

Faculty Hospital in Motol, V Uvalu 84/1, 150 06 Prague
5, Czech Republic

XXX

Fakultni nemocnice v Motole, V Uvalu 84/1, 150 06
Praha 5, Ceska republika

XXX

If to the Sponsor:

Zadavatel:

Celgene International II S.a.r.1.
Route de Perreux 1, 2017 Boudry, Switzerland
Attention: Associate Director Site Contracts

With a copy to: Vice President, Legal Counsel, at the

same address.

Celgene International IT S.a.r.l.
Route de Perreux 1, 2017 Boudry, Svycarsko
k rukdm: Associate Director Site Contracts

S kopii na adresu: Vice President, Legal Counsel (na

tutéz adresu)

15. Relationship between the Parties

15. Vztahy mezi Stranami

15.1  Nothing herein shall be construed as creating
any partnership, joint venture, employment or a
relationship of principal and agent between the Sponsor,

on one hand, and the Institution on the other hand.

15.1 Z4dné z ustanoveni uvedenych v této Smlouvé
nelze vykladat v tom smyslu, ze by zakladalo partnerstvi,

spole¢ny podnik, pracovnépravni vztah nebo vztah
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zastoupeni mezi Zadavatelem na strané¢ jedné a

Poskytovatelem na strané druhé.

15.2  Neither Party has the authority to bind the other,

nor the other’s representatives.

152  Zadnd ze Stran nemd pravomoc zavazovat

Stranu druhou a ani z4stupce druhé Strany.

16. Assignment and delegation of responsibilities

16. Postoupeni a delegovani povinnosti

16.1  The Institution may not assign its rights or
obligations under this Agreement without the Sponsor’s

prior written consent.

16.1  Poskytovatel nesmi postoupit svd prava nebo
povinnosti vyplyvajici z této Smlouvy bez piedchoziho

pisemného souhlasu Zadavatele.

16.2
the

Unless provided otherwise in this Agreement,

Institution shall not delegate any of its
responsibilities under this Agreement to a third party or
a subcontractor without the Sponsor’s prior written
consent. Notwithstanding, the Institution shall remain
fully liable to the Sponsor for any acts of omissions of
the third party or subcontractor, including any non-
compliance of the obligations included in this
Agreement and / or the infringement of the Applicable
Law, including, but not limited to the applicable data

protection laws.

16.2  Pokud nebude v této Smlouvé uvedeno jinak,
Poskytovatel nebude delegovat Zadnou ze svych
povinnosti podle této Smlouvy na tfeti stranu nebo
subdodavatele bez ptedchoziho pisemného souhlasu
Zadavatele. Bez ohledu na vysSe uvedené zlstane
Poskytovatel plné odpovédny vi¢i Zadavateli za
vSechna opomenuti tfeti strany nebo subdodavatele
vcetné jakéhokoli poruSeni povinnosti obsazenych v této
Smlouvé a/nebo poruseni ptislusnych pravnich ptedpistl,

zejména prava rozhodného pro ochranu Osobnich udaja.

16.3  This Agreement shall inure to the benefit of

Sponsor’s Affiliates, successors and assignees.

16.3  Tato Smlouva bude slouzit ku prospéchu

pobocek, pravnich nastupct a postupniki Zadavatele.

17. Force Majeure

A

17. Vyssi moc

Any Party which fails to perform this Agreement as a
result of Force Majeure shall not be held liable for breach

of contract if that Party:

Jakédkoli Strana, kterd nebude schopna tuto Smlouvu
plnit v disledku Zasahu vyss§i moci, nenese odpoveédnost

za poruseni Smlouvy, pokud tato Strana:

(@)

about its inability to perform this Agreement; and

informs the other Party as soon as possible

(a)

své neschopnosti plnit tuto Smlouvu a

bude informovat druhou Stranu co nejdfive o

(b)

minimize the effect of the Force Majeure.

takes all reasonable precautions in order to

(b)

vy$§i moci minimalizovala.

pfijme veskera pfimétend opatfeni, aby ucinek
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18. Waiver

18. Vzdani se prav

The fact that a Party does not exercise or enforce a right
under this Agreement or the Regulations shall not

amount to a waiver of that right.

Skute¢nost, ze neéktera Strana neuplatni nebo nevymaha
pravo, jez ji nalezi podle této Smlouvy nebo Piedpist,

neznamena, ze by se tohoto prava vzdala.

amicably any dispute related to this Agreement.

19. Governing law and jurisdiction 19. Rozhodné pravo a jurisdikce

19.1  This Agreement shall be governed by the laws | 19.1  Tato Smlouva se #idi pravnim fadem Ceské
of the Czech Republic. republiky.

19.2  The Parties shall use reasonable efforts to settle | 19.2  Strany vynalozi pfiméfené usili na smirné

vyfeSeni jakéhokoliv sporu tykajiciho se této Smlouvy.

19.3  Any dispute which the Parties cannot settle
amicably in accordance with Section 19.2 above shall be

submitted to the substantive and territorial competent

19.3  Jakékoli spory, které Strany nedokdzou vyftesit
smirn€¢ v souladu s pfedchozim bodem 19.2, budou

pfedloZeny vécné a mistné piislusnym soudiim v Ceské

courts in the Czech Republic. republice.
20. Miscellaneous 20. Riizné
20.1  Severability 20.1  Oddélitelnost

The invalidity of any provision of this Agreement shall
in no way affect the validity of any other provision of

this Agreement.

Neplatnost jakéhokoliv ustanoveni této Smlouvy
zadnym zplisobem neovlivni platnost jakéhokoliv jiného

ustanoveni této Smlouvy.

20.2  Language

20.2 Jazyk

If there is a discrepancy between the English and the
Czech versions of this Agreement, the actual intention of
the parties shall be established by a good faith
interpretation considering both versions. In case a
discrepancy cannot be resolved by such interpretation,

the Czech version shall prevail.

V pfipad€ rozporu mezi anglickou a ¢eskou verzi této
Smlouvy je tfeba v dobré vife zjistit skute¢ny umysl
Smluvnich stran na zakladé¢ vykladu obou verzi.
V piipadé€, ze takovy vyklad rozpor nevyfesi, prednost

ma Ceska verze.

20.3  Entire Agreement - Amendments

20.3  Uplnost Smlouvy a dodatky
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20.3.1 This Agreement constitutes the entire contract
between the Parties and replaces any prior related
agreement between the Parties, on the subject matter and
supersedes all prior negotiations, contracts, agreements
and understandings, whether oral or written, relating to

the Study.

20.3.1 Tato Smlouva ptedstavuje uplnou dohodu mezi
Stranami a nahrazuje veskerd predchozi souvisejici
ujednani mezi Stranami tykajici se této véci a nahrazuje
dohody a

vSechna predchozi ujednéni, Smlouvy,

umluvy, at’ Gstni nebo pisemné, souvisejici se Studii.

20.3.2 Any amendments, alterations or variations to
this Agreement shall be binding if and only if put in
writing and signed by duly authorized representative(s)

of the Parties.

20.3.2 Jakékoli dodatky, upravy nebo obmény této
Smlouvy budou zavazné pouze v pfipadé, ze maji
pisemnou podobu a budou podepsany plné opravnénymi

zmocnénci Smluvnich stran.

20.4  Counterparts

20.4  Stejnopisy

The Parties hereby agree that this Agreement will be
executed in 3 (three) counterparts and all such
counterparts shall constitute one agreement, binding
upon each Party. Each Party and the Investigator
receives one counterpart. The Agreement may be
executed in counterparts and via electronic signature,
which shall have the same effect as a wet signature in a
physical counterpart, each of which shall be deemed to
be an original, and all of such counterparts or
electronically signed documents shall together constitute

one and the same Agreement.

Smluvni strany timto souhlasi, Ze tato Smlouva bude
vyhotovena ve 3 (tfech) stejnopisech a kazdy takovy
stejnopis bude tvofit jednu Smlouvu zdvaznou pro
kazdou Smluvni stranu. Po jednom stejnopisu obdrzi
kazda Smluvni strana a ZkousSejici. Smlouva muze byt
uzaviena ve  stejnopisech a  prostfednictvim
elektronického podpisu, ktery ma stejny ucinek jako
manualni podpis ve fyzickém vyhotoveni, pficemz
kazdy z nich je povaZovan za origindl, a vSechna tato
vyhotoveni nebo elektronicky podepsané dokumenty

spole¢né tvoii jednu a tutéz smlouvu.

20.5  Publicity

20.5  Publicita
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Institution agrees, and shall ensure that members of
Study Team agree not use the name, logos, marks or
trade names of the Sponsor (or its Affiliates) including,
without limitation, in any press release or oral or written
public announcement, or in the promotion of any
product, work performed under this Agreement or the
relationship between the Parties created by it without the
prior written consent of Sponsor. Nothing shall prevent
Institution, from complying with its obligations under
public health laws to report information to competent
safety or health authorities. The obligations in this
section shall survive expiration or termination of the

Agreement.

Poskytovatel souhlasi a zajisti, Ze ¢lenové Studijnich
tymt budou souhlasit, Ze bez predchoziho pisemného
souhlasu Zadavatele nepouziji jméno, loga, znacky nebo
obchodni ndzvy Zadavatele (nebo jeho pobocek)
zejména v zadné tiskové zpravé nebo ustnim nebo
pisemném oznameni nebo pii propagaci jakéhokoli
produktu, prace provedené podle této Smlouvy nebo na
zdklad¢ vztahu timto vytvofenym mezi Smluvnimi
stranami. Nic nezabrdni Poskytovateli ani Zadavateli
dodrzovat své povinnosti podle pravnich piedpisi o
vefejném zdravi, tykajicich se hlaSeni informaci
kompetentnim bezpecnostnim nebo zdravotnim tradim.
Povinnosti v tomto bod€ zlstanou v uCinnosti po

vyprseni platnosti nebo ukonceni této Smlouvy.
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Executed by the authorized representatives of the | Podepsano zmocnénymi zastupci Stran:

Parties:

PPD Czech Republic, s.r.o. in the name of / ve jménu

CELGENE INTERNATIONAL II SARL Fakultni nemocnice Motol
Signature / Podpis: Signature / Podpis:

XXX
Name / Jméno: Name / Jméno:

On the basis of mandate/ na zakladé povéfeni_
Title / Funkce: Title / Funkce:

Date / Datum: Date / Datum:

The undersigned xxx as an Investigator, I certify that I have read the Agreement and relevant documentation for the
Study and undertake to ensure compliance with the obligations arising therefrom. I further undertake not to disclose
information relating to the Study in question without the prior written consent of the Sponsor, to maintain the
confidentiality of all information provided, to keep it confidential and to refrain from any use of such information
and results other than for the purposes of this Study. As Investigator, I agree that the Sponsor (and possibly the
CRO) will / will collect, use, process and disclose my personal information, including my name, qualifications and
experience in the clinical trial, my financial information relating, inter alia, to the reward received, and financial
compensation and other personal data for administrative purposes in connection with the Study, or to provide them
to ethics committees and state authorities and I undertake to secure this consent from Sub-Investigators and other
members of the study team./ NiZe podepsana xxx jako Zkousejici potvrzuji, ze jsem se fadné seznamila se smlouvou
a prislusnou dokumentaci ke Studii a zavazuji se zajistit dodrzovani povinnosti z nich vyplyvajicich. Déle se
zavazuji nezvefejilovat informace tykajici se Studie bez pfedchoziho pisemného souhlasu Zadavatele, zachovavat
mléenlivost o v§ech poskytnutych informacich, povazovat tyto za ditvérné a zdrzet se jakéhokoliv jiného uziti téchto
informaci a vysledki nez pro ucely této Studie. Jako ZkousSejici souhlasim s tim, Ze Zadavatel (a popt. i CRO)
bude/budou shromazdovat, pouzivat, zpracovavat a zvefejiiovat mé osobni udaje, véetné jména, kvalifikace a
zkuSenosti v klinickém hodnoceni, mé finan¢ni tidaje vztahujici se mimo jiné€ k obdrzené odméné a financni nahradé
a dal$i osobni udaje k administrativnim uc¢eltim v souvislosti e Studii, popf. k poskytnuti etickym komisim a statnim

uradim a zavazuji se zajistit tento souhlas i od spoluzkousejicich a ostatnich ¢lent studijniho tymu.:
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INVESTIGATOR

Signature:

Title: Investigator

Date:
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ANNEX 1

PRILOHA 1

BUDGET AND PAYMENT TERMS &

CONDITIONS

ROZPOCET A PLATEBNI PODMINKY

XXX
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ANNEX 2

PRILOHA 2

TIMELINES

CASOVE HARMONOGRAMY

XXX
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