CLINICAL TRIAL AGREEMENT

SMLOUVA O KLINICKE STUDII

For Protocol xxxxxxxxx

pro protokol xxxxxxxx

This clinical trial agreement (hereinafter, the

“Agreement’) is by and between:

Tato smlouva o klinické studii (dale ,.smlouva’), byla

uzaviena mezi t€émito stranami:

Celgene Corporation, having its principal office at

86 Morris Avenue, Summit, NJ 07901, USA
represented for the purposes of this Agreement by
Celgene International II Sarl, a limited liability
company organized under the laws of Switzerland
having its principal office at Rue du Pré-Jorat 14,

2108 Couvet, Switzerland (hereinafter the “Sponsor”)

For the only purposes of signing this Agreement
Sponsor is represented by PPD Investigator Services
LLC, a company organized under the laws of the State
of Delaware having its principal office at 929 North
Front Street, Wilmington NC 28401, USA

Celgene Corporation s hlavnim sidlem v 86 Morris
Avenue, Summit, NJ 07901, USA zastupovand pro
ucely této smlouvy spolecnosti Celgene International
II Sarl, spolecnosti s rucenim omezenym zi{zenou
podle Svycarskych pravnich predpist s hlavnim sidlem
v Rue du Pré-Jorat 14, 2108 Couvet, §V)’/carsk0 (dale

jen ,zadavatel )

Zadavatel je pouze pro ucely podpisu této smlouvy
zastoupen PPD Investigator Services LLC, spole¢nosti
zaloZenou podle zdkonl State of Delaware se sidlem
na adrese 929 North Front Street, Wilmington NC
28401, USA

AND

Fakultni nemocnice Hradec Kralove located at
Sokolska 581, 50005 Hradec Kralove - Novy Hradec
Czech Republic

“Institution”);

Kralove, (hereinafter  the

Fakultni nemocnice Hradec Kralové se sidlem
Sokolska 581, 50005 Hradec Kralové — Novy Hradec
Krélové, Ceska republika (dile ,poskytovatel”);

AND

XXXXXXXXXXXX,

IV. Internal Hematology Clinic of Fakultni nemocnice

Hradec Kralove

XXXXXXXXXXXXXXX XXXXXXXXXXXXX

XXXXXXXXXXXXXXXXXXXXX (hereinafter the

“Investigator”);

XXXXXXXXXXXXXXXX,

IV. interni hematologicka klinika Fakultni nemocnice

Hradec Kralové

XXXXXXXXXX XXXXXXXXXXX XXXXXXXXX

XXXXXXXXXXXXXXX (déle ,zkousejici’);

individually or collectively, as the case may be,

jednotlivé nebo pifpadné spole¢né ddle ,;strana” nebo
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referred hereto as the “Party” or “Parties”.

The Institution and the Investigator are hereinafter
called “Institution/Investigator” when it is intended

that they be referred to jointly.

Wstrany”.
Poskytovatel a zkouSejici jsou dédle spolecné
oznacovani jako ,poskytovatel/zkousSejici’, pokud

z kontextu vyplyvd, Ze se odkazuje na oba spole¢né.

This Agreement is valid as of the last date of signature
below and effective at the date of its publication in

Contract Register (the ““ Effective Date”).

Tato smlouva vstupuje v platnost ke dni posledniho
podpisu niZe a tucinnosti ke dni uvefejnéni v registru

smluv (dale ,, datum tiinnosti*).

WHEREAS VZHLEDEM K TOMU, ZE

(a) The Sponsor conducts business in the | (a) zadavatel podnikd ve vyvoji 1éCivych
development of therapeutic products, compounds, and | piipravkd, latek a Cinidel;

reagents;

(b) The Institution and the Investigator have | (b) poskytovatel a zkouSejici maji odborné
acquired expertise in the conduct of clinical trials, and | znalosti v provddéni klinickych hodnoceni a
laboratory test evaluations; they have appropriate | hodnoceni  laboratornich  testi a  disponuji

facilities for the performance of those activities;

odpovidajicim vybavenim pro vykon téchto ¢innosti;

(©) Sponsor has the intention to conduct clinical
studies in the areas of pharmaceutical and biological

research in the interest of the Sponsor;

zadavatel ma zameér klinicka

(©

hodnoceni v

provadet
oblastech  farmaceutického a

biologického vyzkumu v z4djmu zadavatele;

(d) The Investigator is an employee of the | (d) zkousSejici je zaméstnancem poskytovatele;
Institution;
(e) Sponsor requested the Institution and the | (e) zadavatel pozadal poskytovatele a

113

Investigator to conduct a phase 3 clinical tria

XXXXXXXXX XXXXXXXXX XXXXXXXXX XXXXXXXXX
XXXXXXXXX XXXXXXXXX XXXXXXXXX XXXXXXXXX
XXXXXXXXX XXXXXXXXX XXXXXXXXX XXXXXXXXX
XXXXXXXXX XXXXXXXXX XXXXXXXXX XXXXXXXXX
XXXXXXXXX XXXXXXXXX XXXXXXXXX XXXXXXXXX

XXXXXXXXX XXXXXXXXX XXXXXxXXX ~ (hereinafter, the
“Study”) in accordance with the following protocol:

XXXXXXXXX,

zkousejictho o realizaci fize 3 klinické studie s

ndzvem  ,XXXXXXXXX  XXXXXXXXX  XXXXXXXXX
XXXXXXXXX ~ XXXXXXXXX  XXXXXXXXX  XXXXXXXXX
XXXXXXXXX ~ XXXXXXXXX  XXXXXXXXX  XXXXXXXXX
XXXXXXXXX ~ XXXXXXXXX  XXXXXXXXX  XXXXXXXXX
XXXXXXXXX ~ XXXXXXXXX  XXXXXXXXX  XXXXXXXXX
XXXXXXXXX ~ XXXXXXXXX  XXXXXXXXX  XXXXXXXXX
XXXXXXXXX 7 (ddle ,studie”), a to v souladu

s nasledujicim protokolem: XXXXXXXXX;
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) PPD Investigator Services LLC, 929 North
Front Street, Wilmington NC 28401, USA and PPD
Czech Republic, s.r.o., with registered office address
at Bud&jovickd alej Antala StaSka 2027/79 - 140 00
Praha 4 - Czech Republic, PPD Company ID number:
63671077 (hereinafter, the “CRO”) is a contract
research organization principally engaged in the
management, on behalf of pharmaceutical companies,

of clinical trials, and other related services;

) PPD Investigator Services LLC, 929 North
Front Street, Wilmington NC 28401, USA a PPD
Czech Republic,
Budéjovicka alej, Antala Staska 2027/79 - 140 00
Praha 4, Ceskd republika, ICO: 63671077 (ddle

s.r.0., se sidlem na adrese

Servisni  organizace”) je smluvni vyzkumna
organizace, jejiz hlavni ¢innosti je fizeni klinickych
studif jménem farmaceutickych spolec¢nosti a realizace

dalSich souvisejicich sluzeb;

(2) 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 servisni
organizaci smluvné povéfil, aby jménem zadavatele
vykondvala nékteré funkce a cinnosti souvisejici s

povinnostmi zadavatele v rdmci studie;

()
appointed as Legal Representative under article 19 of

the EU Directive 2001/20/EC, Celgene Europe BV.

The Parties acknowledge that Sponsor has

having its principal office at Winthontlaan 6 N, 3526
KV Utrecht, The Netherlands.

(h)
pravnim zdstupcem podle clanku 19 smérnice EU
2001/20/ES jmenoval firmu Celgene Europe B.V, se
sidlem Winthontlaan 6 N, 3526 KV Utrecht, The
Netherlands.

strany berou na védomi, Ze zadavatel svym

IT IS HEREBY AGREED AS FOLLOWS:

STRANY SE DOHODLY TAKTO:

1. Definitions 1. Definice

1.1 Unless provided otherwise below, the | 1.1 Neni-li dale stanoveno jinak, plati definice
definitions of the GCP Guideline (as defined below) | obecnych zdsad SKP (jak jsou definovany déle).

shall apply.

1.2 In addition, the following terms shall be | 1.2 Kromé toho jsou pro ducely smlouvy

defined for the purpose of this Agreement as follows:

definovany nésledujici pojmy takto:

(a) ,,EU*: The European Union. (a) ,.EU": Evropskd unie.
(b) “Investigational Medicinal Product” (or | (b) ,hodnoceny lécivy piipravek: 16Civé latky
“IMP”): the pharmaceutical compound | XXXXXXXXXXXXXXXXXXXXXXXXXXXX, hodnocené

XXXXXXXXXXXXXXXX which are under investigation

according to the Protocol.

v souladu s protokolem.
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(¢) “Study Team”: Institution’s

staff, including Investigator, employees, contractors,

investigational

consultants, temporary workers and agency workers,

persons involved in the conduct of the Study

T

(¢c) ,studijni tym*:

véetné

Vyzkumny tym poskytovatele

zkousejictho, zaméstnancti, dodavatelt,
konzultanti, docasnych pracovnikli a pracovniki

agentur, spolupracujicich osob

(d)

mentioned in recital (e) as approved by the competent

“Protocol”: the latest version of the protocol

authority and ethics committee.

(d) ,protokol: nejnovéjsi verze protokolu uvedend
v bodé¢ (e) preambule, tak jak byla schvélena

prislusSnymi organy a etickou komisi.

(e)
no. 378/2007 Coll., on Drugs, as amended, Act no.
372/2011 Coll. on Health Care Services as amended,

“Regulations”: any legislation especially Act

Decree no. 226/2008 Coll, on good clinical practice as
amended, regulation, guidelines or code of conduct
which applies to the conduct of the Study (for

example, any legislation transposing into national law

(e) ,piedpisy:

zejména zdk. ¢. 378/2007 Sb. o léCivech, v platném

znéni, zak. ¢. 372/2011 Sb., o zdravotnich sluZbéach,

veskeré pravni predpisy, a to

v platném znéni, vyhlaskou €. 226/2008 Sb., o spravné
klinické praxi, v platném znéni, nafizeni, smérnice a
kodexy chovani, které se vztahuji na realizaci studie
(napiiklad jakékoli

predpisy implementujici do

of the EU Directives 2001/20/EC and , | ndrodniho prava smérnice EU 2001/20/ES a Nafizeni
REGULATION (EU) 2016/679 OF  THE | Evropského parlamentu a Rady (EU) ¢. 2016/679
EUROPEAN PARLIAMENT AND OF THE | (GDPR), zdsady SKP — viz definice dile).

COUNCIL (GDPR), the GCP Guideline - see

definition below).

(f)  “Site”: any location at the Institution where the | (f)  ,.cenfrum®: jakékoli misto u poskytovatele, kde

Investigator conducts the Study under this Agreement.

zkousejici realizuje studii podle této smlouvy.

(€9)
enrolled as study subject in the Study at the Site in

“Study Participant’: any person who has been

accordance with Regulations.

LHcastnik studie: jakdkoli osoba zatazena jako

€3]

ucastnik do studie v centru v souladu s predpisy.

“GCP Guideline”: the International Conference

()

on Harmonization E6 Guideline on Good Clinical

()

pro harmonizaci E6 o sprdvné klinické praxi v

,Zdsady SKP*: Pokyn Mezinarodni konference

Practice as set out in the latest version of | posledni verzi CPMP/ICH/135/95.
CPMP/ICH/135/95.

2. Conduct of the Study and Compliance 2. Realizace studie a dodrzovani predpisi

2.1 Conduct of the Study 2.1 Realizace studie

2.1.1  The Investigator shall use his or her best | 2.1.1  ZkouSejici vynaloZi maximdlni dusili k
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efforts to include the number of Study Participants
specified in Annex 1 and to complete the Study in

accordance with the timelines as specified in Annex 2.

zatazeni ucastniku studie v poctu uvedeném v priloze
1 a k dokonceni studie v souladu s casovym

harmonogramem v pfiloze 2.

2.1.2  The Institution/Investigator may enroll Study
Participants in addition to the number of Study
Participants specified in Annex 1 if the Institution or
the Investigator 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.

2.1.2  Poskytovatel /zkouSejici je opradvnén/a zatadit
ucastniky studie nad rdmec poctu ucastnikd studie
uvedeny v priloze 1, pokud o tom poskytovatel nebo
zkousejici pred zafazenim dodatecnych ucastnikl
studie pisemné informovali zadavatele a ten zatazeni

dodate¢nych ucastnika studie neodmitl.

2.1.3 The Investigator ensures 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/Investigator 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

2.1.3  ZkouSejici zajisti, aby byl ucastnik studie
(a/nebo jeho zdkonny zdstupce) v souladu s pravnimi
predpisy ndleZit¢ informovén a aby pred zahdjenim
Ucasti v studii udélil svlij pisemny informovany
souhlas. Poskytovatel /zkouSejici d4 zadavateli/CRO
prileZitost posoudit a schvdlit obsah vSech materidlt
pro ndbor do studie adresovanych potencidlnim

ucastnikiim studie piedtim, neZ budou tyto materidly

pouZity, bez ohledu na médium.

of medium.

2.1.4  The Institution/Investigator shall immediately | 2.1.4  Poskytovatel /zkousSejici na Zddost zadavatele
cease the enrollment of Study Participants upon the | zafazovani tcastnikii studie okamZit¢ ukon¢i.
Sponsor’s request.

2.1.5. The Parties shall conduct the Study in | 2.1.5. Strany jsou povinny studii realizovat v
accordance with the Regulations, the Protocol, and the | souladu s pfedpisy, protokolem a pozadavky
Sponsor’s instructions. zadavatele.

The Investigator or the Institution shall report adverse
events arising from the Study in accordance with the
Protocol and the Regulations. If required under the
Regulations, they shall report serious adverse events

to the competent ethics committee.

Zkousejici nebo poskytovatel budou hlésit nezZadouci
ptthody vzniklé v souvislosti se studii v souladu s
protokolem a ptedpisy. Pokud ptedpisy poZaduji,
zdvazné nezddouci pithody budou hldsit piislusné

etické komisi.

Subject to Section 4.5.2 of the GCP Guideline, the

S vyhradou odstavce 4.5.2 o zdsadich SKP bude
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Investigator or the Institution shall immediately
inform the Sponsor or the CRO in writing about any

deviation from the Protocol.

zkousejici nebo poskytovatel zadavatele nebo servisni
organizaci neprodlené¢ pisemné informovat o jakékoli

odchylce od protokolu.

The Institution and the Investigator shall

pseudonymize the data transferred to the Sponsor
under this Agreement so as to ensure that the Sponsor

cannot identify any related Study Participant.

Poskytovatel a zkousSejici budou z dat preddvanych
zadavateli na zdklad€ této smlouvy odstrafiovat osobni
udaje, aby zadavatel nemohl identifikovat jednotlivé

Ucastniky studie.

2.1.6. The Investigator shall ensure that the Case
Report Forms are completed accurately. When a Study
Participant completed all visit procedures under the
Protocol, the Investigator shall send the related Case
Report Forms to the Sponsor within five (5) days after

completion of the visit procedures.

2.1.6. ZkouSejici  zajisti  pfesné  vypliovani

formulait CRF (Case Report Forms). Jakmile néktery
ucastnik studie absolvuje vSechny procedury podle
protokolu, zkousSejici zaSle piislusné formuliafe CRF
zadavateli, a to do péti (5) dnli po ukonceni téchto

procedur.

2.1.7. During the term of this Agreement, the
Institution/Investigator shall not conduct any other
clinical trial which may adversely affect the
availability of Study Participants or the ability of the
Institution/Investigator to perform their obligations
under this Agreement. Sponsor acknowledges that

Investigator may conduct other Clinical Trials at the

2.1.7.  ZkousSejici/ poskytovatel nesméji po dobu
platnosti této smlouvy realizovat zadné jiné klinické
studie, které by mohly negativné€ ovlivnit dostupnost
ucastnikl studie nebo schopnost
poskytovatele/zkousejictho plnit zdvazky podle této
smlouvy. Zadavatel bere na védomi, Ze zkousSejici

provadi u poskytovatele dalsi studie.

Institution.
2.1.8. The Investigator shall inform the Sponsor or | 2.1.8. ZkouSejici bude =zadavatele nebo servisni
the CRO if he/she delegated the administrative duties | organizaci informovat o jakémkoli delegovani

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.

administrativnich povinnosti pfi fizeni studie v centru
(dale

Koordindtor studie musi mit odpovidajici kvalifikaci

na tieti osobu ,Jkoordindtor studie™).

(Skoleni a zkuSenosti) k plnéni piislusnych povinnosti.

2.1.9. The Investigator shall meet with the Sponsor,

its representatives (including, the CRO) or
investigators from other Study centers upon the
Sponsor’s request to discuss the conduct and the
outcome of the Study. Unless the Sponsor requested

that the Investigator participate in person to those

2.1.9. ZkouSejici se na Zadost zadavatele sejde s
nim, jeho zdstupci (v€etné servisni organizace) nebo
zkousSejicimi z jinych center k prodiskutovani pribéhu
a vysledku studie. Pokud zadavatel nepoZaduje osobni
téchto setkanich, muzZe

ucast zkouSejictho na

zkousejici tcasti povéfit jinou vhodnou osobu (napf.
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meetings, the Investigator may delegate an appropriate

person (e.g., the Study Coordinator) to the meetings.

koordinatora studie).

2.1.10. If so specified in the Protocol and permitted
by the ICF, Institution/Investigator may collect and
provide to Sponsor or Sponsor’s designee biological
samples (e.g., blood, urine, tissue, saliva, etc.)
obtained from Study Participants for testing that
relates to subject care or safety monitoring, including
pharmacokinetic,

pharmacogenomic, genetic or

biomarker testing (“Biological Samples™).

2.1.10. Pokud to bude specifikovdno v protokolu a

povoleno v dokumentu informovaného souhlasu

(ICF), muze poskytovatel/zkousejici  odebirat

biologické vzorky (napf. krev, mo¢, tkan, sliny, atd.)

ziskané od ucastnikll studie pro testovani, které

souvisi spéi o pacienta nebo se sledovdnim
bezpecnosti véetne farmakokinetického,
farmakogenomického, genetického nebo

biomarkerového testovani (,.biologické vzorky“) a

poskytovat je zadavateli nebo zdstupci zadavatele.

a. Use. Institution/Investigator will not use
Biological Samples collected under the Protocol in
any manner or for any purpose other than that
described in the Protocol. Sponsor will use Biological
Samples only in ways consistent with the ICF under

which they were obtained.

a.  Pouziti. Poskytovatel /zkousejici
nebude pouZivat biologické vzorky odebrané podle
protokolu zZadnym jinym zpisobem nebo pro zadné
jiné ucely, nez jak je popsdno v protokolu. Zadavatel
bude biologické vzorky pouZivat pouze zpusoby
informovaného

konzistentnimi s dokumentem

souhlasu (ICF), podle né&jz byly ziskany.

b. Analysis Data. Unless otherwise specified in
the Protocol, or mandated by Regulation, Sponsor will
not provide the results of these tests (“Biological
Sample Analysis Data”) to the Institution/Investigator
or Study Participant. If Sponsor provides Biological
Sample Analysis Data to the Institution/Investigator,
that data will be considered part of Study data for

purposes of this Agreement.

b. Rozbor dat. Pokud to neni jinak specifikovano
v protokolu nebo poZadovdno pravnimi ptedpisy,
nebude zadavatel poskytovat vysledky téchto testl
(,data z rozboru biologickych vzorkii*) poskytovatel
Pokud

/zkousejicimu nebo 1ucCastnikovi studie.

zadavatel poskytne data zrozboru biologickych
vzorkl poskytovateli /zkouSejicimu, budou pro tcely
této smlouvy takovito data povazovdna za soucdst

studie.

c. Ownership. The Sponsor is the exclusive owner
of all Biological Samples and Biological Sample

Analysis Data in accordance with the Regulations.

c.  Vlastnictvi. Zadavatel je vyluénym vlastnikem

vSech biologickych vzorki a dat zrozboru

biologickych vzorkil v souladu s pravnimi piedpisy.

2.2 Prevention of bias

2.2 Prevence stitetu zdjmii
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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 year after termination of the Study.

Zkousejici vyplni (poprvé a pii zménéch) a zadavateli
zaSle jakékoli prohldSeni poskytnuté zadavatelem
v souvislosti s finanénimi podily zkousejiciho, jeho
manZela ¢i manZelky a zdvislych déti na podnikdni
zadavatele. Tato povinnost plati do uplynuti jednoho

roku od ukonceni studie.

2.3 Compliance with anti-corruption rules

2.3 DodrZeni piedpisii proti korupci

2.3.1 Institution is advised that Sponsor is
committed to comply with all applicable laws,
statutes, regulations and codes relating to anti-bribery
and anti-corruption including, but not limited to the
US Foreign Corrupt Practices Act and UK Bribery Act

2010 (“Anti-Bribery Laws”).

2.3.1 Poskytovatel je poucen, Ze Zadavatel je
povinen dodrZovat vSechny platné protitplatkarské a
protikorupcni zdkony, ustanoveni, pravni piedpisy a
kodexy, zejména zdkon Foreign Corrupt Practices Act
v USA a Bribery Act 2010 ve Spojeném kralovstvi

(,protikorupéni zdkony*).

2.3.2  Institution/Investigator represents and
warrants that it shall comply with all applicable laws,
statutes, regulations and codes relating to the Anti-

Bribery Laws.

2.3.2  Poskytovatel/zkousejici prohlasuje a zarucuje,

7e bude dodrzovat vSechny platné zdkony, ustanovent,
pravni predpisy a

kodexy souvisejici

s protikorup¢nimi zdkony.

2.3.3  Institution/Investigator 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

(i)  win or retain business for Sponsor;

(i)

improperly influence an act or decision that will

benefit Sponsor; or
(iii) gain an improper advantage for Sponsor.

Institution/Investigator undertakes to keep accurate
and transparent records to reflect transactions and

payments.

2.3.3  Poskytovatel /zkouSejici nesmi pifmo ¢i
nepfimo nabizet nebo poskytnout nic hodnotného
statnim dfednikiim nebo Zadné jiné osobé&, pravnické
osob¢ nebo instituci, na néz se vztahuji protikorupcni
zékony, za ucelem

(i)  ziskani nebo zachovani obchodu pro zadavatele;
(i) nepatfi¢ného ovlivnéni jednani nebo rozhodnuti,
které bude prospésné pro zadavatele; nebo

(iii)

ziskéni nepatficné vyhody pro zadavatele.

Poskytovatel /zkouSejici se zavazuje, Ze bude

uchovdvat pfesné a transparentni zdznamy zobrazujic{

transakce a platby.

2.3.4. Should Institution/Investigator breach or have

2.3.4. Pokud by poskytovatel /zkousSejici porusili
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any reason to 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.

nebo méli jakykoli divod si myslet, Ze mohli porusit

toto ustanoveni, museji okamZzit¢ a pisemné

informovat zadavatele a spolupracovat se zadavatelem

pfi vySetfovani a zdokumentovéni skutecnosti.

2.3.5. Breach of this section is to be considered as a

material breach of this Agreement and Sponsor will

2.3.5. PoruSeni tohoto ustanoveni se povaZuje za

zdvazné poruSeni této smlouvy a zadavatel bude mit

have the right to immediately terminate the | pravo smlouvu okamzité ukoncit.
Agreement.
3. Qualifications and availability of the | 3. Kvalifikace a dostupnost poskytovatele,

Institution, Investigator and persons involved in

the conduct of the Study

zkouSejictho a osob, podilejicich se na realizaci

studie

3.1 Warranties and representations

3.1 Zdruky a prohldseni

Institution and Investigator represent and warrant that:

Poskytovatel a zkousejici prohlasuji a zarucujf se, Ze:

(a)

disqualified, suspended or excluded under any rule, in

the Investigator has never been debarred,

(a) nikde

diskvalifikovdn ani trvale ¢i docCasné vylouCen z

ZkouSejici  nikdy a nebyl

any jurisdiction; realizace studif podle jakéhokoli pravidla ¢i predpisu;
(b) they are authorized to enter into this | (b) uvedené subjekty jsou podle predpisi a
Agreement under the Regulations and the internal | internich smérnic poskytovatele oprdavnény tuto

rules of the Institution.

smlouvu uzavrit.

3.2 Exclusion of persons from involvement in | 3.2 Vylouceni osob z uicasti na realizace studie
the conduct of the Study
3.2.1 If the Institution or the Investigator knows or | 3.2.1  Pokud poskytovatel nebo zkouSejici zjisti, ¢i

should reasonably know that a person is not (or no
longer) authorized to participate in the conduct of the
Study (for example because his/her license to practice
medicine has been suspended or withdrawn), the
Institution and the Investigator shall promptly exclude

that person from any involvement in the Study.

by s rozumnou pravdépodobnosti méli védét, Ze
nekterd osoba neni opravnéna podilet se na provadéni
studie (napf. kvuli odnéti lékarského diplomu nebo
licence), vylou¢i poskytovatel a zkousSejici takovou

osobu neprodlené z jakékoli ucasti na studii.

3.2.2  If that person was previously involved in the

Study, the Investigator (or the Institution if the

3.2.2 Pokud se takova osoba dfive na studii

podilela, zkousSejici (nebo poskytovatel, pokud toho
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Investigator in unable to do so) shall promptly inform

the Sponsor.

zkousejici nebude schopen) o tom neprodlené

informuje zadavatele.

3.2.3 Upon the Sponsor’s request, the Investigator

shall certify in writing compliance with this provision.

3.2.3 ZkouSejici na zadost zadavatele pisemné

potvrdi soulad s timto ustanovenim.

3.3 Unavailability of the Investigator 3.3 Nepfitomnost zkouSejiciho
3.3.1 If the Investigator is/will be temporarily | 3.3.1 Pokud bude zkouSejici doCasn¢ nepiitomen,
absent, the Investigator shall delegate the | pfeda své povinnosti kvalifikovanému

Investigator’s responsibilities to a qualified sub-
investigator. The Investigator shall always maintain

overall responsibility to supervise the Study.

spoluzkousejicimu. Zkousejici vSak vZdy celkové

odpovida za dohled nad studii.

3.3.2 If the Investigator’s absence exceeds or will
exceed fifteen (15) days, the Investigator shall inform
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 designate another qualified sub-

investigator. The Sponsor shall not unreasonably

withhold its approval.

3.3.2 Jestlize doba nepiitomnosti zkouSejiciho

prekro¢i patndct (15) dni, je zkouSejici povinen
zadavatele pisemné informovat o své nepfitomnosti a
osob¢ spoluzkousejiciho ur¢eného podle bodu 3.3.1.
Pokud zadavatel s osobou spoluzkousejictho
nesouhlasi, zkouSejici ur¢i jiného kvalifikovaného
Zadavatel souhlas nesmi

spoluzkousejiciho. svlj

odepfit bezdiivodné.

3.3.3  The Investigator shall inform the Sponsor in
writing if he/she will be/is permanently unable to

conduct the Study.

3.3.3 Pokud zkousSejici bude trvale neschopen
provadét studii, pisemné o tom bude informovat

zadavatele.

3.34 If the Investigator is unable to designate a
sub-investigator or to inform the Sponsor under

Sections 3.2.2 and 3.3.1 of this Agreement the

3.34 Pokud nebude zkousejici schopen jmenovat
spoluzkousejictho nebo informovat zadavatele podle

bodd 3.2.2 a 3.3.1 této smlouvy, musi tyto zdvazky

Institution shall fulfill those obligations. splnit poskytovatel.
4. Materials and Equipment 4. Materialy a vybaveni
4.1 Provision of materials by the Sponsor 4.1 Poskytovdni materidli zadavatelem

4.1.1 (1) Sponsor shall provide without charge to

the Investigator the IMP, comparator, placebo and the

documents necessary to conduct the Study (e.g., Case

4.1.1 (1) Zadavatel poskytne zkouSejicimu zdarma
hodnoceny 1é¢ivy pripravek, kompardtor, placebo a

dokumenty nezbytné pro realizaci studie (napf.
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Report Forms).

formulare CRF).

4.1.2 The Institution/Investigator shall use 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/zkouSejici pouZziji materidly
poskytnuté zadavatelem podle bodu 4.1.1 vySe
vyhradné pro tcely studie, a to 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 ke studii ziistanou

ve vlastnictvi zadavatele.

4.2 Receipt and storage of the IMP 4.2 Piijem a skladovdni hodnoceného piipravku
4.2.1 The Institution/Investigator hereby assign the | 4.2.1 Poskytovatel/zkousejici  timto  prevadéji
fulfillment of the duties set out in this Section 4.2 and | pInéni povinnosti v tomto ¢lanku 4.2 a piedpist

the Regulations’ IMP accountability provisions to the
following pharmacy: Nemocnicni lekarna, Fakultni
nemocnice Hradec Kralova, Sokolska 581, 500 05
Hradec Kralove. The duties assigned to the pharmacy
shall be fulfilled under the direction of delegated
(the

“Pharmacist”). The Institution

the

pharmacist

represent and warrant that Pharmacist is
appropriately qualified to fulfill those duties. In case
the Pharmacist is replaced within the Institution,
Institution/Investigator agrees to notify in writing the

Sponsor.

tykajicich se odpovédnosti za hodnoceny piipravek na
Nemocniéni Iékarnu, Fakultni nemocnice Hradec
Kralové, Sokolska 581, 500 05 Hradec Kralové.
Povinnosti pfevedené na Iékdrnu budou plnény pod
vedenim delegovaného farmaceuta (déle
~farmaceut”). Poskytovatel prohlaSuje a zarucuje, Ze
farmaceut je fadné kvalifikovany pro plnéni téchto
povinnosti. V piipadé zmény farmaceuta v rdmci
poskytovatele, se poskytovatel/zkousejici zavazuje

pisemng informovat zadavatele

4.2.2 The Pharmacist shall verify and confirm receipt
of the IMP by signing the appropriate documentation

provided by Sponsor.

422 Farmaceut oveéfi a potvrdi obdrzeni
hodnoceného  piipravku podpisem  pfisluSné

dokumentace poskytnuté zadavatelem.

4.2.3 The Pharmacist shall ensure that the IMP shall

be stored in a restricted appropriate area.

4.2.3 Farmaceut zajisti, Ze hodnoceny piipravek
bude skladovdan v faddném prostoru s omezenym

pristupem.

4.2.4 The Pharmacist shall dispense the IMP upon
written request of the Investigator or the sub-

investigators designated by the Investigator

424 Farmaceut vydd hodnoceny piipravek na
pisemnou Zadost zkouSejictho nebo zkousejicim

povétené spolupracujici osoby.

4.2.5 The Institution shall supervise the Pharmacist in

4.2.5 Poskytovatel bude dohliZet na plnéni povinnosti
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the fulfillment of his/her duties under this section 4.2
and ensure that the Pharmacist fulfills those duties in
accordance with the Regulations, the Protocol and the

Sponsor’s written instructions.

farmaceuta podle tohoto c¢lanku 4.2 a zajisti, Ze
farmaceut bude tyto povinnosti plnit v souladu s
instrukcemi

predpisy, protokolem a pisemnymi

zadavatele

S. Publication 5. Publikace
5.1 Publication rights 5.1 Publikaéni prdava
5.1.1  For the purpose of this Agreement, the term | 5.1.1  Pojem ,publikace” pro tucely této smlouvy

“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.

oznacuje pisemnou (napf. referdty, abstrakty, postery
¢i podklady k prednédsce) nebo tustni prezentaci o
studii, uréenou osobam, které se na realizaci studie

nepodileji.

5.1.2  The Parties agree that the first publication of
the 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.

5.1.2  Smluvni strany souhlasi, Ze prvni publikace
vysledktl studie, pokud je soucdsti multicentrické
publikace, bude koordinovdna zadavatelem a bude
zahrnovat vysledky ziskané vSemi centry podilejicimi

se na studii.

5.1.3 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:

5.1.3  ZkouSejici nebo jakykoli spoluzkousejici
pracujici na studii maji pravo zvefejnit informace o
studii realizované v daném centru ve védeckém
lékatském cCasopise nebo knize, nebo na védecké

konferenci:

(a)

Section 5.1.2 above;

after the first multicenter publication under

(a) po prvnim  uvefejnéni  multicentrické

publikace podle bodu 5.1.2 vySe;

(b) eighteen (18) months after completion or | (b) osmndct (18) mésiclt po fddném dokonceni

premature termination of the Study at all sites; or nebo predasném ukonceni studie ve vSech centrech;
nebo

(c) if the Sponsor authorized the publication in | (c) pokud zadavatel takovou publikaci pisemné

writing. schvalil.

5.1.4  The authorship or contribution of any Party to | 5.1.4  Autorstvi nebo pfispévek kterékoli strany k

the preparation of a publication shall be acknowledged

piipravé publikace bude v publikaci pfizndn podle
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in any publication in accordance with the Uniform

Requirements for Manuscripts Submitted to

Biomedical Journals of the International Committee of

Medical Journal Editors.

jednotnych pozadavkli na rukopisy predkladané k
publikaci v biomedicinskych ¢asopisech stanovenych
Mezindrodni komisi editord 1ékaiskych casopist

(ICMIE).

5.2 Review of draft publications by the Sponsor

5.2 Piezkoumdni ndvrhit publikaci zadavatelem

5.2.1 The 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.

5.2.1  ZkousSejici veskeré ndvrhy publikaci zasle
zadavateli k pfezkoumdani nejpozdéji do Sedesati (60)
dnG (recenzni lhiata”) pted jejich odeslanim
Casopisu, vydavateli nebo organizitorovi védecké

konference.

5.2.2 The Investigator shall ensure that the

Sponsor’s reasonable comments to a draft publication

are taken into account provided those comments do

5.2.2  ZkouSejici zajisti zohlednéni rozumnych

pfipominek zadavatele k ndvrhu za predpokladu, Ze

tyto neohrozuji védeckou integritu publikace.

not jeopardize the scientific integrity of the
publication.
5.2.3 In order to enable the Sponsor to take steps | 5.2.3 ~Aby mohl zadavatel podniknout kroky

necessary to protect its intellectual property rights, 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.

nezbytné k ochrané svych prav dusevniho vlastnictvi,
na pisemnou Zadost zadavatele odloZi zkousSejici vyse
uvedené odeslani k publikaci o dalSich devadesat (90)
dnti za pfedpokladu, Ze zkouSejici Zadost obdrZi pted
uplynutim recenzni lhity. Devadesétidenni (90-denni)

lhita se za¢ina pocitat aZ po uplynuti recenzni lhtity.

5.2.4  Distribution of summary Study results

5.2.4  Distribuce souhrnnych vysledku studie

Sponsor shall provide Institution/Investigator with a
lay summary of the results at the end of the Study.
Investigator is responsible for making them available

to Study Participants and/or their legal representatives.

Zadavatel poskytne na konci studie poskytovateli
/zkousejicimu laicky souhrn vysledkd. Zkousejici je
zodpovédny za jejich zpiistupnéni ucastnikim studie

a/nebo jejich zdkonnym zastupcim.

6. Monitoring, audits and inspections

6. Monitorovani, audity a inspekce

6.1 Monitoring and audits

6.1 Monitorovdni a audity
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6.1.1 The Institution/Investigator  shall, on

reasonable prior notice, permit Sponsor or its
representatives (e.g., CRO) to monitor or audit the
conduct of the Study at the Site during normal
business hours. The Institution/Investigator 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 in

accordance with GCP.

6.1.1  Poskytovatel/zkouSejici, na zdkladé¢ ozndmeni
uc¢inéného s dostateénym pifedstihem, umoZni
zadavateli nebo jeho zdstupcim (napi. servisni

organizaci), monitorovani a audit pribéhu studie v
centru, a to béhem béZné pracovni doby. Poskytovatel
a zkousSejici poskytnou zadavateli a jeho zastupcim
pii monitorovacich ndvstévach a auditech plnou
soucinnost. Monitorovadni a audity mohou zahrnovat
kontrolu a kopirovdni zdkladnich dokumentd,
posouzeni relevantnich systémli zpracovdni dat a
pohovory s osobami, které se na realizaci studie

podilely v souladu s SKP.

6.1.2  The Sponsor may conduct monitoring visits at

the Site after inclusion of the first Study Participant.

6.1.2  Zadavatel mize provadét kontroly v centru po

zatazeni prvniho tcastnika 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 zdstupci musi byt bran fadny

ohled na ochranu osobnich ddajii d¢astnik studie.

6.2 Inspections by and communication with a | 6.2 Inspekce  kompetentnich  orgdnu a
competent authority komunikace s nimi

6.2.1  The Institution and the Investigator shall fully | 6.2.1  Poskytovatel a zkousSejici jsou povinni plné
cooperate with any competent authority which will be | spolupracovat s jakymkoliv pfisluSnym orgénem,

or is conducting an inspection of the Site regarding the

Study. The Institution and the Investigator hereby

ktery bude provadét nebo provadi inspekce centra

ohledné¢ studie. Poskytovatel a zkouSejici timto

authorize the Sponsor to participate in those | zadavatele opraviiuji k Gic€asti na téchto inspekcich.
inspections.
6.22 If appropriate in the light of the | 6.2.2 Pokud je to vzhledem k okolnostem vhodné,

circumstances, the Parties shall prepare any upcoming
inspection or response to a query or an inspection

report from a competent authority with regard to the

strany pfipravi nadchdzejici inspekci, odpovédi na
dotazy nebo inspekéni zprdvu ze strany piisluSného

orgdnu v souvislosti se studif.

Study.
6.2.3 The Institution or the Investigator shall | 6.2.3 Poskytovatel nebo  zkouSejici  budou
inform the Sponsor promptly about any | zadavatele neprodlen¢ informovat o jakékoli

Fakultni nemocnice Hradec Kralove_xxxxxxx_CTA_xxxxxxxxx_09May19_Site#xxx

Protocol# XXXXXXXXXXXXX

Confidential

Page 14 of 39




communication from or to a competent authority

regarding the Study (including an inspection by an

komunikaci o studii s kompetentnimi organy (véetné

inspekce orgdnu). Poskytnou také zadavateli kopii této

authority). They shall provide a copy of those | komunikace.
communications to the Sponsor.
6.3 Monitoring, audit and inspection findings 6.3 Nalezy 7 monitorovdni, auditii a inspekci

The Institution and the Investigator shall remedy any
monitoring, audit or inspection finding regarding the
Study within a reasonable time after they became

aware of the finding.

Poskytoval a zkouSejici napravi veskeré nedostatky
obsaZené v ndlezu z monitorovani, auditu ¢i inspekce
ohledné studie, a to v pfiméfené dobé od obdrzeni

takového nalezu.

7. Confidentiality

7. Divérnost informaci

7.1 Confidential Information

7.1 Divérné informace

Confidential Information shall mean all materials,

information and data provided to
Institution/Investigator 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 a Study, including but not limited to
Study results and Case Report Forms (collectively

“Confidential Information”).

Dlvérné informace znamenaji vSechny materidly,

informace a udaje poskytnuté
poskytovateli/zkousejicimu zadavatelem nebo jeho
pobockami nebo jejich jménem, zejména zadavatelovu
technologii, produkty, obchodni informace nebo cile,
protokol, hodnoceny 1éCivy piipravek, broZury
zkousejictho a také materidly, data nebo zpravy
vytvorené v souvislosti se studii, zejména vysledky
studie a formuldfe ucasniku studie (CRF) (spolecné

,duvérné informace**).

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/Investigator
shall be permitted to disclose Confidential Information

only to those members of Study Team who have a

need to know and who are bound by obligations of

7.2 Institution Confidentiality Obligations 7.2 Povinnosti  poskytovatele  tykajici  se
diuveérnosti
Institution/Investigator  shall keep Confidential | Poskytoval /zkouSejici bude uchovavat davérné

informace ddvérné abez predchoziho pisemného
souhlasu zadavatele divérné informace nezvefejni
Zadné tieti strané¢ nebo tyto duvérné informace
nepouzije pro Zadné jiné dcely, neZ je provadéni této
smlouvy. Poskytoval /zkousSejici 1ékaf bude moci
divérné informace zpfistupnit pouze tém clentim
studijntho tymu, ktefi je potiebuji znat a ktefi jsou

vazani povinnostmi ochrany duvérnosti, jeZ nejsou
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confidentiality that are no less restrictive than the

terms and conditions of this Agreement.

méné piisné neZ podminky této smlouvy.

7.3 Exceptions

7.3 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

vtéto smlouvé se nebudou vztahovat na ¢ast

divérnych informact, které:

7.3.1 is known to Institution/Investigator prior to
disclosure hereunder as evidenced by competent

written records;

7.3.1 jsou poskytoval /zkouSejicimu zndmy pred
zptistupnénim podle této smlouvy, jak je doloZeno

prislusnymi pisemnymi zdznamy;

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

breach of this Agreement by Institution/Investigator;

7.3.2 jsou vdobé zpiistupnéni podle této smlouvy
znamy, nebo se poté stanou vefejné zndmymi, aniZ by

doslo  kjakémukoli poruSeni této  smlouvy

poskytovalem /zkousSejicim;

7.3.3. was rightfully received before or after
disclosure hereunder, from a third party entitled to

disclose such information on a non-confidential basis;

7.3.3. byly pfed nebo po zpiistupnéni podle této
smlouvy opravnéné obdrzeny od tfeti strany, kterd ma

pravo takové informace nedivérné zpftistupnit;

7.3.4 can be proven to have been independently
developed by Institution/Investigator without the use

of, or reference to, Confidential Information;

7.3.4 lze dokazat, Ze byly nezdvisle vytvofeny
Poskytovalem /zkouSejicim bez pouZiti nebo bez

ohledu na duvérné informace;

7.3.5 1is required by applicable law to be disclosed,
provided that Institution/Investigator 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 disclosed.

7.3.5 jejich zpiistupnéni je vyZadovdno platnymi
pravnimi predpisy za predpokladu, 7e
poskytovatel/zkousejici neprodlené poskytne

zadavateli pisemné ozndmeni o tomto pozadavku a
potfebnou pomoc, tak aby mél zadavatel ptileZitost
pozadat o ochranny piikaz nebo o divérné zachazeni
s takovymito divérnymi informacemi a, pokud tento
piikaz neziskd, bylo pro uspokojeni takovéhoto
poZadavku zvefejnéno pouze minimdlni mnoZstvi

davérnych informaci.

7.4 Survival of Confidentiality Obligations and

Return

7.4 Pietrvdvdni povinnosti ochrany divérnosti a

Jejich vraceni
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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/Investigator shall return to Sponsor and/or
destroy all Confidential Information in tangible form,
including any and all copies thereof, except as
required to be retained by: (i) applicable law or (ii)
Institution/Investigator’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.

Povinnosti ochrany divérnosti a nepouZzivani uvedené
v této smlouvé budou pretrvdvat po dobu deseti (10)
let po ukonceni nebo vyprseni platnosti této smlouvy.
Po ukonceni nebo vyprseni platnosti této smlouvy a na
zékladé pisemné Zadosti zadavatele zdravotnicki

zafizeni/zkouSejici zadavateli vrdti a/nebo znici

vSechny divérné informace v hmatatelné formé,
véetné jejich veskerych kopif s vyjimkou téch, u nichZ
je pozadovéno jejich uchovani: (i) platnymi pravnimi
pfedpisy nebo (ii) prdvnim oddélenim nebo pravnim
zéastupcem poskytovatele/zkousSejictho, ktefi si mohou
uchovat jednu (1) kopii téchto diavérnych informaci
pouze pro vymezeni rozsahu svych povinnosti podle
této smlouvy, pfiCemZ v kazdém piipadé budou tyto

uchované divérné informace uchovany jako ditvérné.

7.5 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
Sponsor shall provide final version of the Agreement
in computer readable format with highlighted text that

is considered trade secret.. Agreement shall be

7.5 Povinnosti zachovédvat mlc¢enlivost uvedené v
tomto bod¢ 7 se nevztahuji na uvetejnéni této smlouvy
v registru smluv podle zdk. ¢. 340/2015 Sb., o
zvlaStnich podminkdch ucinnosti nékterych smluv,
uvefejilovani téchto smluv a o registru smluv (,,zdkon
o registru smluv*), vyjma jakychkoliv informaci nad
rdmec takového wuvefejnéni, zejména informaci
predstavujicich obchodni tajemstvi ve smyslu ust. §
504 obcanského zdkoniku, jmenovité popis studie,
rozpocet studie a veSkeré dalsi platebni rozpisy nebo
ujedndni mezi stranami, data studie, protokol studie,
soubor informaci pro zkousejictho, atd. Strany
sjedndvaji, Ze uvefejnéni této smlouvy v registru
smluv provede poskytovatel, a to nejpozdéji do 15 dnti
od uzavieni zadavatel zasle

smlouvy, pfi¢emz

poskytovateli findlni verzi smlouvy ve strojové
Citelném formatu s podbarvenym textem smlouvy,
které povazuje zadavatel za obchodni tajemstvi.
Smlouva bude poskytovatelem uvefejnéna pouze ve

verzi schvdlené smluvnimi stranami. Poskytovatel
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published by the Institution only in form approved by
the Parties. Institution shall provide to the Sponsor,
without delay, a confirmation of the publication of the
Agreement in the contracts register. 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. Parties acknowledge that
Site Initiation Visit will not be performed and IMP
shall not be delivered until the publication of the final
Agreement in Contract Register. Approximate amount

paid under this Agreement is CZK 1,382,846.

poskytne zadavateli bez prodleni potvrzeni o

uvefejnéni smlouvy v registru smluv. V piipadé, Ze
zadavatel neobdrzi ve vySe uvedené 1huté¢ potvrzeni o
uvefejnéni smlouvy, strany souhlasi, Ze smlouva bude
nasledné uvefejnéna zadavatelem. Smluvni strany
berou na védomi, Ze nedojde k iniciacni ndvstéveé a
doddvce hodnoceného 1éCivého pfipravku do
okamZiku uvefejnéni kone¢ného dokumentu v registru
smluv. Pfedpoklddand hodnota plnéni podle této

smlouvy je 1,382,846 K¢.

8. Intellectual Property 8. Dusevni vlastnictvi

8.1 Ownership of intellectual property rights 8.1 Vlastnicky vztah k prdavim z duSevniho
viastnictvi

8.1.1  Subject to Section 5.1.4, neither Party shall | 8.1.1 S vyhradou bodu 5.1.4 nesmi Zadnd strana

use the name of another Party in any form of public

information, without that Party’s prior written consent.

pouzit v jakékoli podob¢ vefejné informace nédzev
strany druhé, pokud k tomu neobdrzi ptedchozi

pisemné svoleni.

8.1.2  Subject to Sections 5 and 8.1.3 of this
Agreement, any intellectual property right arising in
connection with the Study (e.g., rights related to Study
data, Case Report Forms, inventions, discoveries,
know-how) 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 and/or the Investigator 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/Investigator hereby
grant Sponsor the exclusive, transferable, sub-
licensable and unrestricted rights, free of charge, to

use the work results, including the rights of use to

8.1.2
jakékoli

S vyhradou bodu 5 a 8.1.3 této smlouvy bude

pravo dusevniho vlastnictvi vzniklé v
souvislosti se studii (napf. prava vztahujici se k datim
studie, formulafe CRF, vyndlezy, objevy, know-how),
nebo pifi pouziti hodnoceného piipravku dodaného
zadavatelem (nebo jeho zdstupcem) na zdklade této
smlouvy  vyluénym  vlastnictvim  zadavatele.
Poskytovatel a/nebo zkousejici ucini vSechna nezbytna
opatfeni, aby ndrok na vySe uvedend prdva k
dusevnimu vlastnictvi ndleZela zadavateli. Pokud by
pfevedeni prav nebylo ze zdkona moZné, udéluje timto
poskytovatel/zkousejici zadavateli zdarma vylucna,
pfenositelnd, dile licencovatelnd a neomezend prava
pouzivat pracovni vysledky vcetn€ prav pouZivat

rukopisy, databdze, média pro uchovéni dat a obrazy
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manuscripts, databases, data storage media and images
arising in connection with the Study (the “Licenses”).
The granted Licenses shall also entail in particular the
rights to reproduce, process, redesign, translate into
foreign languages and use the work results in analog

and digital form.

(“licence’) vychazejici ze této studie. Ud¢€lené licence
budou také znamenat zejména prdva reprodukovat,
zpracovavat, prepracovdvat, pieklddat do cizich
jazykt 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 applicable law. However, the Institution and the
Investigator 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

1ékaiské

Zdrojovd dokumentace ke studii (napf.

zaznamy Ucastnikli  studie)  zidstane
vlastnictvim poskytovatele v souladu s piislusSnym
zdkonem). Poskytovatel a zkouSejici vSak data ze
studie obsaZend v dokumentaci nebudou bez
pfedchoziho pisemného souhlasu zadavatele vyuZivat
a poskytovat tfetim osobdm pro jiné ucely, nez je
plnéni té€to smlouvy (nebo poskytovani zdravotni péce

ucastnikim studie.

8.1.4  Subject to Section 7 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.

8.1.4  Podle bodu 7 této smlouvy udéluje zadavatel
poskytovateli nevylu¢né, bezplatné, nepfenositelné
pravo pouzivat vysledky studie pro nekomercni ticely
nebo interni védecky vyzkum a/nebo vzdélavaci

¢innosti.

8.1.5 The Institution and the Investigator do not
have a retention right with regard to data, Case Report

Forms or any other work product produced under this

8.1.5 Poskytovatel a zkousSejici nemaji pravo data,
formulare CRF nebo jiné vysledky prace vzniklé podle

této smlouvy zadrZovat.

Agreement.
8.2 Inventions 8.2 Vyndlezy
82.1 (1) The Investigator shall promptly | 8.2.1 (1) Zkousejici bude zadavatele

inform the Sponsor about any invention which

occurred in the context of the Study.

neprodlené informovat o vSech vyndlezech, ke kterym

v souvislosti se studif dojde.

(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

(2) Poskytovatel je povinen =zajistit, aby prdva
zadavatele z duSevniho vlastnictvi vztahujici se k

vyndlezu vytvofenému zaméstnancem poskytovatele v
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connection with the IMP supplied under this
Agreement shall be vested in the Sponsor. The
Institution shall be solely responsible for all payments
due to the Study Team and/or third parties’
collaborators according to the applicable law for any

invention transferred to Sponsor.

rdmci studie nebo v souvislosti s pouZitim
hodnoceného piipravku poskytnutého podle této
smlouvy, ndlezela =zadavateli. Poskytovatel nese
vyhradni odpovédnost za veskeré platby splatné
studijnimu tymu a / nebo spolupracovnikiim tfetich
stran podle platnych pravnich predpisti za jakykoli

vyndlez prevedeny na zadavatele.

8.2.2 The Institution and 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

8.2.2  Poskytovatel a zkouSejici jsou dile povinni
zadavateli na jeho ndklady poskytnout plnou
soucinnost, aby mohl plné ochrdnit svd prdva

dusevniho vlastnictvi podle této smlouvy

Agreement
9. Termination 9. Ukonceni smlouvy
9.1 Conditions of termination 9.1 Podminky ukonceni

9.1.1  This Agreement shall remain in effect until | 9.1.1 Tato smlouva zlstane v ucinnosti aZ do
the closeout visit of the Site upon completion of the | uzaviraci navstévy centra po dokoncenf studie.

Study.

9.1.2 However, the Sponsor may terminate this | 9.1.2  Zadavatel v§ak mlzZe tuto smlouvu vypovédet

Agreement by notice with immediate effect if:

vypovéedi s okamzitou tc¢innosti, pokud:

(a) it is no longer possible to conduct the Study

in accordance with GCP and any other Regulations;

(a)
SKP nebo dalsimi predpisy;

jiZz neni moZné studii realizovat v souladu se

(b)

suspended for more than three (3) months;

the Study authorization is revoked or has been

studii zruSeno nebo

(b)  Je

pozastaveno na vice neZ tfi (3) mésice;

povoleni ke

(c) the Institution or the Investigator breach any | (c) poskytovatel nebo zkousejici porusi jakékoli
Regulations; predpisy;
(d) the Investigator fails to include any eligible | (d) zkousejici do studie nezafadi Zadného

Study Participant in the Study within six (6) months
from the site initiation visit or cannot complete the

Study at the Site in a timely manner;

vhodného tcastnika studie do Sesti (6) mésici od

.....

na centru vcas;;

(e) an absence of the Investigator exceeds fifteen

(e) zkousejici je nepiitomen po dobu delsi nez

Fakultni nemocnice Hradec Kralove_xxxxxxx_CTA_xxxxxxxxx_09May19_Site#xxx

Protocol# XXXXXXXXXXXXX

Confidential

Page 20 of 39




(15) days and the Parties cannot agree within a

reasonable time upon a suitable sub-investigator to

patnéct (15) dni a strany se nejsou v piiméiené lhite

schopny domluvit na vhodném spoluzkousejicim,

whom the Investigator‘s responsibilities will be | kterému by bylo moZno pfedat povinnosti
delegated under Section 3.3 above. zkousejictho podle bodu 3.3 vyse;
) the Investigator can no longer fulfill his/her | (f) zkouSejici neni ddle schopen/na plnit své

duties under the Agreement and the Sponsor and the
Institution fail to designate within a reasonable time a

suitable person who will replace the Investigator.

povinnosti podle smlouvy a zadavateli a poskytovateli
se nepodafi v rozumné lhité urcit vhodnou osobu,

ktera zkousejiciho nahradi.

9.1.3  Either Party may terminate this Agreement if
a Force Majeure (as defined below) 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 vypoveédet

v piipadé zdsahu vys$si moci (jak je definovdna niZe),
pokud tato zabréni stran¢ druhé v plnéni této smlouvy

po dobu delsi nez jeden (1) mésic.

9.1.4  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 nezjednd ndpravu (pokud je
to mozné) do tficeti (30) dnli po obdrzeni oznameni

druhé strany.

9.1.5 Sponsor may terminate this Agreement at any

time upon thirty (30) days written notice to

Institution/Investigator.

9.1.5 Zadavatel mizZe kdykoli ukoncit tuto smlouvu

po tiiceti (30) dnech od pisemného ozndmeni

poskytovateli/zkousejicimu

9.2 Consequences of termination

9.2 Dusledky ukonceni

9.2.1 the effective date of

€]

termination, the Institution and the Investigator shall:

Upon

92.1 (1) \'% den ucinnosti ukoncéeni

poskytovatel a zkousSejici:

(a) stop the recruitment of Study Participants; | (a) zastavi nabor dcastniki studie; a
and
(b) cease, to the extent medically and ethically | (b) zastavi, v rozsahu, v némzZ je to lékafsky a

permissible, any Study procedure; and

eticky pripustné, jakékoli procedury studie; a

(c)

refrain from incurring additional costs; and

(c)

zdrzi se generovani dalSich nakladd; a

(d)

by Sponsor and destroy unused medicines provided

return any Materials or Equipment provided

under Section 4 (“Materials and Equipment”); such

(d)

zadavatelem a znic¢i nepouZzité 1éky poskytnuté podle

vrati veskeré materidly a vybaveni poskytnuté

bodu 4 (,snateridly a vybaveni*); takové zniCeni bude
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destruction shall be confirmed in writing by the

Institution to Sponsor, and

poskytovateli pisemné potvrzeno zadavatelem, a

unless otherwise under the

©)

Regulations, return the documentation related to the

required

Study (with the exception of the source documents /

medical records of Study Participants).

(e

jinak, vrdti dokumentaci souvisejici se studii (s

pokud neni pravnimi pfedpisy poZadovano

vyjimkou zdrojovych dokumentt/zdravotnich

zaznamu ucastnikn studie).

2)

have any retention right with respect to the materials,

The Institution and the Investigator do not

medicines and the documentation which must be

returned under Section 9.2.1 (1) (d) and (e) above.

2)

zadrZovat materidly, léky a dokumentaci, které musi

Poskytovatel a zkouSejici nemaji pravo

byt vraceny podle bodu 9.2.1 (1) (d) a (e) vyse.

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 predCasnég, ¢dstky
zaplacené nebo splatné podle bodu 11 nize budou
pomérné sniZeny, jak je uvedeno v PFiloze 1, a to na
zdklad¢ price provedené fadné a v souladu s
protokolem. Poskytovatel neprodlené vrati uhrazené,

2 w2z

ale neopravnéné Castky podle tohoto ustanoveni.

923
9.1.2 (a), (b), (d) through (f) and 9.1.3, the Sponsor

If the Agreement is terminated under Sections

shall 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 or Investigator.

923
(b), (d) az (f) 2 9.1.3, zadavatel uhradi veskeré ndklady

Je-li smlouva ukoncena podle bodu 9.1.2 (a),

vzniklé tfetim osobdm v souladu s touto smlouvou do
data ucinnosti ukonceni, které budou splatné do dne
ukoncenti, a pokud budou nezrusitelné, i pokud budou
splatné po dni ukondeni. Zadné dalsi odskodnéni

nebude poskytovateli ani zkousejicimu vyplaceno.

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

20.5 (Publicity).

9.2.4  Ustanoveni, kterd ze své podstaty zlstavaji v
platnosti i po ukonceni smlouvy, zlstanou v platnosti,
a to i po vyprSeni Ci ukonceni smlouvy: vcetné
ustanoveni 5 (Publikace), 6 (Monitorovédni, audity a
inspekce), 7 (Duavérnost informaci), 8 (Dusevni
vlastnictvi), 10 (OdSkodnéni a pojisténi), 12 (Ziznam
a uchovdvani dat), 13 (Ochrana osobnich udaji), 19

(Rozhodné pravo a jurisdikce) a 20.5 (Publicita).
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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 | G¢innosti zachovdvat pojisténi, které kryje jeho

accordance with the Regulations.

odpovédnost v souladu s pravnimi predpisy

10.2  The Institution and the Investigator shall
secure and maintain in full force and effect insurance

which covers their professional and general liability in

10.2  Poskytovatel a zkouSejici uzavie a bude
v plné platnosti a t€innosti zachovavat pojisténi, své

obecné odpovédnosti za Skody a Skody pfi vykonu

amounts  appropriate to the conduct of | povoldni a to v pojistnych ¢astkdch priméfenych jejich
Institution’s/Investigator’s activity. Upon Sponsor’s | aktivitim. Na zddost zadavatele poskytovatel a
request, Institution and the Investigator shall provide | zkouSejici poskytnou ditkkaz o jejich vlastnim
evidence of their respective insurance. pojisténi.

10.3  Subject to the provisions in Section 10.4, | 10.3  Podle ustanoveni vbod¢ 10.4 zadavatel
Sponsor shall indemnify and hold harmless | odSskodni a bude chranit poskytovatele/zkousejiciho,

Institution/Investigator, 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

the

or any

procedures required by Protocol and this
Agreement; provided, however, that a) Sponsor shall
have no such obligation with respect to Claims arising
from an Institution/Investigator’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/Investigator without the
Institution/Investigator's prior written consent where

such consent shall not be unreasonably withheld.

jejich zaméstnance, uredniky a teditele pfed a proti
vem stiZznostem, odpovédnostem, ztratdim, narokim,
soudnim fizenim, rozsudkdm, vyrovndnim a vydajim
(zejména priméfenym pravnim poplatkiim a soudnim
ndkladiim) dcastnikll studie (kaZzdy samostatné jako
Hhdrok®) za télesnou Ujmu pifmo utrpénou jako
dasledek podani hodnoceného 1é¢ivého pfipravku
v souladu s podminkami protokolu nebo jakychkoli
postupt poZadovanych protokolem a touto smlouvou,
ale za predpokladu, Ze a) zadavatel nebude mit Zadnou
takovouto povinnost tykajici se narokt vyplyvajicich
nebo  umyslného

z opomenut{ pochybeni

poskytovatele/zkouSejictho v souvislosti se studii,
poruseni této smlouvy nebo protokolu a b) zadavatel
bude mit vylu¢nou kontrolu nad vyfizenim takovéhoto
ndroku vcetné vybéru pravniho zdstupce, jakéhokoli
vySetfovani, soudniho fizeni, obhajoby nebo
vyrovndni za piedpokladu, Ze Zddné vyrovnani nebude
zahrnovat pfijeti odpovédnosti na strané poskytovatele
/zkouSejictho bez piedchoziho pisemného souhlasu

poskytovatele/zkousejictho, pfi¢emz takovy souhlas
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nesmi byt neodiivodnéné odpiran.

10.4  Institution/Investigator shall indemnify and

hold harmless Sponsor, its Affiliates and their
respective employees, officers and directors (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 in accordance with Act no.

89/2012 Coll., Civil Code.

10.4  Poskytovatel /zkouSejici odSkodni a bude
chranit zadavatele, jeho pobocky a jejich pfisluSné
zamgstnance, Ufedniky a teditele (,,odSkodnéné osoby
zadavatele*) pted a proti vS§em ndrokiim tfetich stran
souvisejicich s nebo vznikajicich na zdklad¢ (i)
nedbalosti, chyby, opomenuti nebo neopriavnéného
jednani poskytovatele, ¢lent studijntho tymu; (ii)
nedodrzeni pisemnych doporuceni a pokynu
zadavatele

jakychkoli

souvisejicich s poddnim a

latek

pouzitim

1éCivych zahrnutych  ve

studii (zejména hodnoceného 1é¢ivého piipravku)
nebo podminek protokolu nebo odsouhlasenych
dodatkl této smlouvy ze strany poskytovatele, ¢lenti
studijniho tymu; (iii) nedodrZeni jakychkoli pfedpist
ze strany poskytovatele, ¢lenl studijniho tymu, a
(poruseni prohldseni, zdruk a ujedndni ucinénych
poskytovatelem ¢i ¢leny studijniho tymu. Poskytovatel
nebude zodpovidat za naroky, pokud tyto naroky lze
prisoudit k naroktim, které je zadavatel podle bodu
v souladu s ustanovenim

10.3 povinen odSkodnit
zdkona €. 89/2012 Sb., obCansky zdkonik.

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 indemnification.

10.5 KaZzda strana bude neprodlené, ale v Zddném

pfipadé ne pozdéji nez tficet (30) dnu poté, kdy se
strana Zadajici odSkodnéni dozvi o ndroku nebo
potencidlnim ndroku, pisemné informovat druhou
stranu o kaZzdém nédroku nebo potencidlnim ndroku, za
ktery tato strana muze Zddat odSkodnéni.
Neposkytnuti véasného ozndmeni nezrusi povinnost
druhé strany odskodnit s vyjimkou piipadl, kdy
opozdéné ozndmeni bude mit za ndsledek dalS$i djmy
nebo ndroky vznesené strané

proti Zadajici

odskodnéni.

11. Institution Compensation

11. Odména poskytovatele

Fakultni nemocnice Hradec Kralove_xxxxxxx_CTA_xxxxxxxxx_09May19_Site#xxx

Protocol# XXXXXXXXXXXXX

Confidential

Page 24 of 39




11.1  Compensation

11.1 Odména

11.1.1 In consideration of Institution’s and
Investigator’s services under this Agreement, the
Sponsor shall pay to the payee stated in Annex 1 a fee
per Study Participant as set out in the same Annex,

provided that the Investigator:

11.1.1 Zadavatel za sluZzby poskytovatele a
zkouSejictho podle této smlouvy uhradi pifjemci
uvedenému v priloze 1 pevnou castku za kazdého
Ucastnika studie, jak je vymezena v téZe pfiloze, za

pfedpokladu, Ze zkouSejici:

(a) evaluated the Study Participant concerned

fully in accordance with the Protocol; and

(@)

v souladu s protokolem; a

dotéeného ucastnika studie vyhodnotil plné

(b)

accurately.

completed all related Case Report Forms

(b)

klinické zdznamy subjektl zadavateli.

presné vyplnilo a odeslalo 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 ucastnik ze studie v souladu s
protokolem pfedc¢asné vyfazen, cCastka vypldcend
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 and/or fees imposed by the Institution’s banks

shall be solely for the account of the Institution.

11.1.3 V <¢astkach uvedenych v priloze 1 jsou
zahrnuty veskeré dang, s vyjimkou dané z ptidané
hodnoty (DPH). VSechny poplatky a/nebo vylohy
uctované bankou poskytovatele ptijdou vyhradné na

vrub poskytovatele.

11.1.4 All Payments made under this Agreement
shall be provided solely to Institution. Sponsor
undertakes not to execute any separate agreement

with Investigator for this Study.

11.1.4 Veskeré platby splatné podle této smlouvy
budou wuskuteCnény ve prospéch poskytovatele.
Zadavatel se zavazuje, Ze neuzavie se zkouSejicim

zadnou samostatnou smlouvu na tuto studii.

11.1.5 The Parties agree that a separate Agreement
will be executed with the Institution for the Equipment

loan.

11.1.5. Smluvni stran souhlasi, Ze s poskytovatelem

bude uzaviena separatni smlouva o pljcce vybaveni.

11.2 Invoices

11.2  Faktury

11.2.1 The Institution shall submit all invoices under
this Agreement in electronic form to the Sponsor or

(its representative) for payment as specified in Annex

11.2.1 Poskytovatel vSechny faktury vystavené na
zdklad€ této smlouvy pifedloZi zadavateli (nebo jeho

zastupci) v elektronické form¢ k proplaceni, jak je
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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 fakturdch oznaCovan jako

fakturovand strana (invoicee). Faktury budou
vystavovany v souladu s platnym datiovym zdkonem
(v€etné pozadované DPH) a musi obsahovat piesny
rozpis vSech poplatkii, podklady a referencni Eislo

faktury centra.

11.3  Payments

11.3  Platby

11.3.1 Unless specified otherwise in Annex 1:

11.3.1 Neni-li v pFiloze 1 stanoveno jinak:

(a) payments shall be made quarterly upon | (a) platby budou poukazovany ctvrtletné po
receipt of an invoice in accordance with Section | obdrZeni faktury v souladu s body 11.2.1 a 11.2.2
11.2.1 and 11.2.2 above; vyse;

(b) payments regarding Study Participants who | (b) odména za ucastniky studie, ktefi zmeskali

missed a scheduled visit shall be made up to and
including the last visit in accordance with the

Protocol.

pldnovanou navstévou, bude poukdzdna za dobu do
posledni ndvstévy, kterd jesté probéhla v souladu s

protokolem.

11.3.2 The Sponsor may withhold the payments (or a
part thereof) if the Investigator 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) v ptipadé, Ze zkousejici neposkytne data v
touto smlouvou nebo

souladu s protokolem.

Zavérecny doplatek, tj. zadrZovand cCéstka, bude
poukdzédn po uzamceni databaze v souladu s p¥ilohou

1 za ptedpokladu, Ze:

(a) the data provided by the Investigator are | (a) data poskytnutd zkouSejicim jsou uplnd a
complete and consistent; konzistentni;

(b) all related data queries are resolved; (b) vSechny dotazy k datim byly vyieSeny;

(©) the close-out visit of the Site has been | (¢) probéhla uzaviraci navstéva v centru; a
completed; and

(d) the Institution or the Investigator has returned | (d) poskytovatel nebo zkousSejici vratili jakékoli

any equipment, materials and unused medicines under

vybaveni, materidly a nepouZzité léky podle bodu
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Section 9.2.1(d).

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
ucastnikll studie, odména bude poukdzdna za dobu do
navstévy, po niZ se zadavatel nebo servisni organizace
dozvédéli o poruseni protokolu. Toto ustanoveni plati,
aniz by tim byla dotéena prdava ucastnikll studie v
ramci této smlouvy (i v rdmci pfedpist) nebo prava

zadavatele na pouziti dal§tho opravného prostfedku.

12. Record and Data Keeping

12. Zaznam a uchovavani dat

The Institution and the Investigator 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.
The Institution agrees to preserve all documentation
related to the Study free of charge for 5 years
according to Act no. 378/2007 Coll., and for another
10 years the archiving shall be paid according to

Annex 1. The invoice for chargeable archiving will be

issued after Agreement signature.

In case further archiving is required, Sponsor will
inform the Institution 6 months before the archiving

period terminates and will pay related expenses.

In case Sponsor doesn’t provide a request or doesn’t

the fee for further archiving within the

pay
abovementioned period, Institution is entitled to

destroy all Study Records to the extent permitted by

Poskytovatel a zkouSejici budou uchovavat vSechny
zédkladni dokumenty po dobu stanovenou predpisy, ne
vSak méné nez patnict (15) let po dokonceni nebo
pfedCasném ukonceni studie. Poskytovatel provede
bezplatnou archivaci veskeré dokumentace po dobu 5
let v souladu se zdkonem ¢. 378/2007 Sb. a na dal$ich
10 let provede zpoplatnénou archivaci podle Ptilohy 1.
Na zpoplatnénou archivaci bude vystavena faktura po

podpisu smlouvy.

Zadavatel v predstihu 6 mésicti od konce zpoplatnéné
archivace ozndmi poskytovateli, Ze trvd na dalsi

archivaci a uhradi ndklady s tim spojené.

V ptipad¢, Ze ve shora uvedené lhiit¢ zadavatel nesdé€li
poZadavek na dalsi archivaci ¢i neuhradi poplatek na
dalsi archivaci, md se za to, Ze je poskytovatel
opravnén k likvidaci vSech archivovanych dokumentti

studie v souladu s platnymi pravnimi piedpisy.

the applicable law.
13. Data Protection 13. Ochrana osobnich adaju
13.1  Additional definitions 13.1 Dalsi definice
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All capitalized terms used in this section, unless

specifically defined herein, are defined in the
Regulation on the protection of natural persons with
regard to the processing of personal data and on the
free movement of such data EU 2016/679 (the

“GDPR”).

VSechny definované terminy pouZité v tomto
ustanoveni, pokud zde neni konkrétn¢ definovdno
jinak, jsou definovédny v nafizeni o ochrané fyzickych
0sob v souvislosti se zpracovanim osobnich udaji a o

volném pohybu téchto ddaji EU 2016/679 (“GDPR”).

(a) Data Protection Law‘:

applicable law, regulation, or other legal requirement

,Applicable any
governing the relationship between the Parties under
the Agreement, including, but not limited to the laws
and regulations of the European Economic Area and
European Union that relate to the processing of
Personal Data, in accordance with the GDPR and any

legislation which amends, re-enacts or replaces them.

(@)

tdajir: vSechny piislusné zakony, pravni piedpisy

,pravo rozhodné pro ochranu osobnich

nebo jind zdkonnd nafizeni fidici vztahy mezi
smluvnimi stranami podle této smlouvy, zejména
zékony a pravni predpisy Evropského hospodéiského
prostoru a Evropské wunie, které souviseji se
zpracovanim osobnich tdaji, a to v souladu s GDPR a
jakdkoli legislativa, kterd je dopliiuje, znovu vydava

nebo nahrazuje.

(b)

information related to Study Participants that is

»Coded Study Data‘: the personal and sensitive

transferred by the Institution or Study Team to
Sponsor. Before the transfer any information that

allows direct identification of the Study

Participants(e.g. name, ID number) is replaced by a

(b)

informace

,Jkodované studijni ddaje: osobni a citlivé

souvisejici s uCastniky studie, které
poskytovatel nebo studijni tym pfeddvd zadavateli.
Pted predanim se vSechny informace, které umoziuji
piimé zjisténi totoZnosti ucastnikti studie (napf.

jméno, identifikacni ¢islo), nahrazuji kodem.

code.

(c) ,.Personnel“: the personnel of the Sponsor and | (c) ,persondl: personal zadavatele a
of the Institution, including the Study Team, as well as | poskytovatele, vcetné¢ studijntho tymu a také
contractors, employees, consultants, temporary | dodavatelé, zaméstnanci, konzultanti, = docasni

workers and agency workers of each Party, involved

in the performance of this Agreement.

pracovnici a pracovnici agentur kazdé ze smluvnich

stran, podilejici se na provadéni této smlouvy.

Breach‘:

(d)

unauthorized access, acquisition, use, disclosure or

Security Data any potential

destruction of Personal Data.

(d)

potencidlni neoprdvnény piistup, ziskani, pouziti,

poruseni  ochrany uddaju*:  jakykoli

zpiistupnéni nebo znic¢eni osobnich udajt.

13.2
Personal Data related to the Study

Obligations of the Parties in processing

13.2  Povinnosti smluvnich stran pii zpracovdni

osobnich ddaju souvisejicich se studii
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13.2.1 The Parties shall process Personal Data

obtained in the context of the Study:

(a) in accordance with the Applicable Data Protection

Law; and

(b) in accordance with the information security
standards accepted in the industry warranting the

confidentiality of Personal Data.

The Parties shall furthermore use the Personal Data
solely in accordance with the provisions of this

Agreement.

13.2.1 Smluvni strany budou zpracovavat osobni

udaje ziskané v souvislosti se studii:
(a) v souladu sprdvem rozhodnym pro ochranu
osobnich ddaju; a
(b) v souladu se standardy informaéni bezpec¢nosti
pfijatymi v daném oboru zaru€ujicimi diivérnost
osobnich tdaji.
Smluvni strany navic budou pouZivat osobni tdaje

pouze v souladu s ustanovenimi této smlouvy.

13.2.2 The Parties shall assist each other to ensure
compliance with the obligations defined in the

Applicable Data Protection Law.

13.2.2 Smluvni strany budou jedna druhé pomdhat

za uUCelem  zajisténi  dodrZovdni  povinnosti

definovanych v prdvu rozhodném pro ochranu

osobnich udaji.

13.2.3 The Parties shall take all the organizational

and information security 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.

13.2.3 Smluvni strany pfijmou vSechna organizacni

a informacni bezpeCnostni opatieni, kterd jsou

potiebnd pro ochranu osobnich tidaji zpracovdvanych
této nidhodnému nebo

podle smlouvy proti

nezdkonnému zniCeni, ztrit€ nebo poskozeni a
neopravnénému nebo nezdkonnému zptistupnéni,

piistupu nebo zpracovani.

13.2.4 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 Sponsor shall be considered Controller
with respect to the Coded Study Data. The Institution
shall process the Coded Study Data in accordance
with the Applicable Data Protection Law and the

written instructions of the Sponsor.

13.2.4 Smluvni strany berou na védomi, Ze jak
poskytovatel, tak zadavatel budou v souvislosti se
studii povaZovdni za spravce, pokud jde o osobni
udaje ucastnikl studie. Poskytovatel bude povaZovén
za spravce, pokud jde o zdravotni zdznamy a zadavatel
bude povazovan za spravce, pokud jde o kdédované
studijni uddaje. Poskytovatel bude zpracovavat

kédované  studijni udaje v souladu s priavem

rozhodnym pro ochranu osobnich tudaji a pisemnymi

pokyny zadavatele.

13.3  Oversight of the Parties Personnel

13.3  Dohled nad persondlem smluvnich stran
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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 such
confidentiality obligations survive the termination of

the Personnel engagement.

13.3.1 Smluvni strany zajisti, Ze jejich pfislusny
persondl podilejici se na zpracovani osobnich tdaji a
pfipadn€ na vyvoji néstroji a/nebo funkcionalit, které
mohou byt pouzivany pii zpracovani osobnich udaja,
bude informovan o divérné povaze osobnich tdaju.
Smluvni strany zajisti, Ze tyto povinnosti ochrany

daveérnosti pretrvaji po ukonéeni zavazku persondlu.

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, Security

Data Breach, Inspections and Audits

13.4  Piikazy pienosu osobnich idajii, poruseni

bezpecnosti udaji, inspekce a audity

13.4.1 Where the Institution or the Investigator
receives a request from a competent court or
administrative authority to transfer Personal Data
related to the Study, they 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 nebo  zkousejici
dostanou zadost od piislusného soudu nebo spravniho
orgdnu pfedat osobni tdaje souvisejici s tcasti ve
studii: i) budou o této Zadosti neprodlen¢ informovat
zadavatele; a ii) pfedaji osobni udaje zptisobem, ktery
zajisti, Ze budou uplatnéna ndleZitd technickd a
administrativni bezpecnostni opatfeni pro ochranu

davérnosti osobnich ddajt.

13.42 As soon as the Institution and/or the
Investigator becomes aware of a Security Data
Breach, they shall notify the Sponsor as soon as
practicable, but no later than forty-eight (48) hours
and provide the Sponsor with all the relevant
information about the nature, scope as well as the
measures adopted. Immediately following the
notification to the Sponsor of a Security Data Breach,
the Parties shall coordinate with each other to
investigate the Security Data Breach. The Institution
and the Investigator agree to fully cooperate with the

Sponsor in the course of the investigation and for the

13.4.2 Jakmile se poskytovatel a/nebo zkousejici
dozvédi o poruseni bezpeCnosti udaji, musi to
ozndmit zadavateli, jakmile to bude prakticky moZné,
ale nejpozdé€ji do cCtyficeti osmi (48) hodin, a
poskytnou zadavateli vSechny relevantni informace o
povaze, rozsahu a pfijatych opatienich. OkamZit¢ po
oznameni zadavateli o poruSeni bezpecnosti udaji
budou smluvni strany navzdjem koordinovat
vysetiovani poruseni bezpecnosti idaji. Poskytovatel
a zkousSejici souhlasi, Ze budou v priibéhu vysetfovani
a pfi vytvafeni a zavddéni ndleZitého akéniho pldnu

v souladu s prdvem rozhodnym pro ochranu osobnich
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design and implementation of an adequate action plan,
in accordance with the Applicable Data Protection

Law.

udaju plné spolupracovat se zadavatelem.

13.4.3 Should a Supervisory Authority notify the
Institution or the Investigator about the start of an
inspection and/or audit, including visits to their
facilities, they should notify the Sponsor of this
immediately, for the adoption of the appropriate
measures, if this affects the processing of Personal

Data related to the Study.

13.4.3 Jestlize dozorujici orgén ohldsi poskytovateli
nebo zkouSejicimu zahdjeni inspekce a/nebo audit,
véetn€ ndvstév jejich zafizeni, budou o tom okamZzité
informovat zadavatele, aby byla pfijata nélezita
opatfeni, pokud se to bude tykat zpracovdvani

osobnich ddajti souvisejicich se studii.

13.5  Requests to exercise privacy rights from | 13.5 Zddosti o uplatnéni priv na ochranu

Study Participants or other Data Subjects soukromi od iicastnikii studie nebo jinych subjektii
udajii

The Institution or Investigator shall immediately | Poskytovatel nebo zkouSejici budou okamzité

inform within a period of two (2) working days the
Sponsor about any request received from a Study
Participant, their legal representative or any other Data
Subjects to exercise their rights to access, object,
correct, or delete Personal Data held about him/her in
the context of the Study and in the terms of the
informed consent forms provided to the Study
Participants or privacy information provided to other
Data Subjects. The Institution or the Investigator shall
handle those requests in accordance with the
Sponsor’s reasonable instructions that must be in

accordance with GDPR or other relevant Regulations.

v pribéhu dvou (2) pracovnich dnl informovat
zadavatele o vSech Zadostech obdrzenych od ucastnika
studie, jeho zdkonného zastupce nebo jakychkoli
jinych subjekti idajl uplatnit své pravo mit piistup k,
vznaSet ndmitky, opravovat nebo odstraiiovat osobni
udaje, které jsou o ném uchovéavany v souvislosti se
studii a podle ustanoveni dokumentti informovaného
souhlasu poskytovanych tucastnikim studie nebo
informaci o ochrané¢ soukromi poskytnutych jinym
subjektim ddajii. Poskytovatel nebo zkousejici budou
takové Zddosti vyfizovat v souladu s pfiméfenymi
pokyny zadavatele, které musi byt v souladu s GDPR,

piipadné jinym piislusSnym zdkonem.

13.6  Personal Data regarding persons involvedin | 13.6  Osobni udaje tykajici se osob zapojenych do
the conduct of the Study provddeéni studie
13.6.1 The Institution and the Investigator shall not | 13.6.1 Poskytovatel nebo zkouSejici nebudou do

involve in the conduct of the Study Data Subjects

who:

provadéni studie zapojovat subjekty udaja, které:
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(a) did not authorize that their Personal Data

collected in the context of this Agreement are

processed, used and transferred as described above;

(a)

ziskané

nedaly svoleni, aby jejich osobni udaje

v souvislosti s touto smlouvou

byly
zpracovavany, pouZivany a pieddvany, jak bylo vyse

popséno;

(b)
under the Applicable Data Protection Law;

have not been informed about their rights

(b)

prava rozhodného pro ochranu osobnich tdajt;

nebyly informovany o svych pravech podle

(©

the Sponsor at the address under Section 14 in order to

have not been informed that they may contact

exercise their access, amendment and deletion rights

under the Applicable Data Protection Law; and

(©

zadavatelem na adrese v bod¢ 14, aby uplatnily své

nebyly informovéiny, Ze se mohou spojit se

pravo mit pfistup k, dopliovat a odstrafiovat tdaje
podle prava rozhodného pro ochranu osobnich tdaji;

a

(d)

data to the United States of America or any other

did not authorize the transfer of their personal

country outside the European Economic Area (EEA)
or Switzerland, while certain of those countries may
not offer the same level of protection in the sense of

the applicable legislation.

(d)

udaje do Spojenych statti americkych nebo do jakékoli

neposkytly oprdvnéni preddvat své osobni

jiné zem& mimo Evropsky hospodéisky prostor (EHS)
nebo Svycarsko, vzhledem k tomu, Ze nékteré z téchto
zemi nemuseji nabizet stejnou uUroven ochrany ve

smyslu ptislusné legislativy.

13.6.2 The Parties guarantee that any transfer of
Personal Data outside the European Economic Area
(EEA) or Switzerland shall be done lawfully and only
where permitted by the applicable law of the country
from which Personal Data is exported or based on any

other lawful mechanism of transfer.

13.6.2 Smluvni strany zarucuji, Ze jakykoli pfenos
osobnich udaji mimo Evropsky hospodéisky prostor
(EHS) nebo Svycarska bude jimi provadén zikonné a
pouze tehdy, jestlize to povoluji ptislusSné pravni
predpisy zemé€, z niZ jsou osobni tdaje exportovany
nebo na zdklad¢ vsech dalSich zdkonnych mechanisml

pfenosu.

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

bude-li

povazovéno za

dostateCné, doru¢eno osobn¢, zaslano

doporucené postou nebo na doruc¢enku, renomovanou

kuryrni sluzbou ¢i faxem, a to na nasledujici adresu:

If to the Institution or the Investigator:

Poskytovatel nebo zkousejici:
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Fakultni nemocnice Hradec Kralove
Legal department
Sokolska 581

500 05 Hradec Kralove - Novy Hradec Kralove

Fakultni nemocnice Hradec Kralove
Pravni odbor
Sokolska 581

500 05 Hradec Kralove - Novy Hradec Kralové

Czech Republic Ceska4 republika
XXXXXXXXXXXXX XXXXXXXXXXXXXXXXX
XXXXXXXXXXXXXXXXXX XXXXXXXXXXXXXXXXX
XXXXXXXXXXXXXXXXX XXXXXXXXXXXXXXXXX
If to the Sponsor: Zadavatel:

Celgene International II S.a.r.1.

Rue du Pré-Jorat 14

2108 Couvet, Switzerland

Attention: Associate Director Site Contracts

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

Celgene International II S.a.r.1.

Rue du Pré-Jorat 14

2108 Couvet, §V3’Icarsko

k rukdm: Associate Director Site Contracts

S kopii pro: Vice President, Legal Counsel (na tutéz

same address. adresu)
15. Relationship between the Parties 15. Vztahy mezi stranami
15.1  Nothing herein shall be construed as creating | 15.1  Zadné z ustanoveni uvedenych v této smlouvé

any partnership, joint venture, employment or a
relationship of principal and agent between the
Sponsor, on one hand, and the Institution and the

Investigator, on the other hand.

nelze vyklddat v tom smyslu, Ze by zaklddalo
partnerstvi, spolecny podnik, pracovnépravni vztah
nebo vztah zastoupeni mezi zadavatelem na strané

jedné a poskytovatelem a zkouSejicim na strané druhé.

15.2  Neither Party has the authority to bind the

other, nor the other’s representatives.

15.2  Zadnd ze stran nema pravomoc zavazovat

druhou, a to ani jeji zdstupce.

16. Assignment and delegation of | 16. Postoupeni a delegovani povinnosti
responsibilities
16.1 The Institution and the Investigator may not | 16.1 Poskytovatel a zkouSejici nesméji postoupit

assign their rights or obligations under this Agreement

své prdva ani zdvazky podle této smlouvy jiné osobé
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without the Sponsor’s prior written consent.

bez ptedchoziho pisemného souhlasu zadavatele.

16.2  Unless provided otherwise in this Agreement,
the Institution and the Investigator shall not delegate
any of their 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 without the

Sponsor’s prior written consent.

16.2  Nestanovi-li tato smlouva jinak, poskytovatel

a zkouSejici nesmé&ji delegovat Zidnou ze svych
povinnosti podle této smlouvy na tfeti osobu nebo
subdodavatele vcetné jakéhokoli poruseni povinnosti

obsaZzenych v této smlouvé a/nebo poruSeni

prislusnych pravnich predpisi, zejména prava

rozhodného pro ochranu osobnich tdaji bez

predchoziho pisemného souhlasu zadavatele.

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 nastupcii a zmocnénci zadavatele.

17. Force Majeure

17. Vyssi moc

17.1  Any Party which fails to perform this
Agreement as a result of Force Majeure (as defined
below) shall not be held liable for breach of contract if

that Party:

17.1 Strana, kterd nebude schopna tuto smlouvu
plnit v disledku zdsahu vyssi moci (jak je tato
definovdna déle), nenese odpovédnost za poruseni

smlouvy, pokud tato strana:

(a)

about its inability to perform this Agreement; and

informs the other Party as soon as possible

(a)

smlouvu co nejdiive stranu druhou; a

informuje o své neschopnosti plnit tuto

(b)

minimize the effect of the Force Majeure.

takes all reasonable precautions in order to

(b) pfijme veSkerd pfiméfend opatfeni, aby

ucinek vySsi moci minimalizovala.

17.2  For the purposes of this Agreement, “Force
Majeure” shall mean 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).

17.2  Pro tucely této smlouvy znamena ,,vy§§i moc”
jakoukoli uddlost, kterd je mimo rozumnou kontrolu
neplnici strany, a kterd znemoZiluje nebo neimérné
komplikuje plnéni této smlouvy (jako napiiklad,
nikoliv vSak vyluéné stavky, vyluky, nepokoje, vilka,
pozar, povodné, vichfice, zemétieseni i opatieni

organtl verejné spravy).
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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.

Skutecnost, Ze nckterd strana neuplatni nebo

nevymdha prévo, jez ji nleZi podle této smlouvy nebo

predpisti, neznamend, Ze by se tohoto prava vzdala.

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

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

19.2  The Parties shall use reasonable efforts to | 19.2  Strany vynaloZi pfiméfené usili ke smirnému

settle amicably any dispute related to this Agreement.

vyfeseni jakychkoli spori tykajicich 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 competent courts in the Czech

2N

19.3  Jakékoli spory, které strany nedokdZzi vyfeSit
smirné v souladu s predchozim bodem 19.2, budou

predloZeny piislusnym soudtiim v Ceské republice.

Republic.
20. Miscellaneous 20. Riizné
20.1  Severability 20.1  Odddlitelnost

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

provision of this Agreement.

Neplatnost jakéhokoli ustanoveni této smlouvy nijak

neovliviiyje platnost ostatnich jejich ustanoveni.

20.2  Language

20.2  Jazyk smlouvy

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 piipadé€ rozporu mezi anglickou a ¢eskou verzi této
smlouvy by skute¢ny zdmér smluvnich stran mél byt
stanoven v dobré vife provadénou interpretaci obou
verzi. Pokud takov4 interpretace rozpor nevyftesi, bude

rozhodujici verze Ceska.

20.3  Entire Agreement - Amendments

20.3  Uplnost smlouvy a dodatky

20.3.1 This Agreement constitutes the entire contract

between the Parties and replaces any prior related

20.3.1 Tato smlouva pfedstavuje dplnou dohodu

mezi stranami a nahrazuje veSkerd predchozi
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agreement between the Parties on the subject matter
and supersedes all prior negotiations, contracts,
agreements and understandings, whether oral or

written, relating to the Studies.

souvisejici ujedndni mezi stranami tykajici se

pfedmétu a nahrazuje vSechna predchozi jedndni,
smlouvy a dohody, at’ uz ustni nebo pisemné, tykajici

se studif.

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 Veskeré dodatky, zmény nebo udpravy této
smlouvé budou zdvazné jen tehdy, pokud jsou
vyhotoveny pisemné a podepsdny fddné opravnénym

zastupcem (y) stran.

20.4  Counterparts

20.4  Stejnopisy

The Parties hereby agree that this Agreement is

executed in three counterparts and all such

counterparts shall constitute one agreement, binding

upon each Party.

Smluvni strany timto souhlasi, Ze tato smlouva je
vyhotovena ve tfech stejnopisech a kazdy takovy
stejnopis tvoii jednu smlouvu zdvaznou pro kaZdou

smluvni stranu.

20.5  Publicity

20.5 Publicita

Institution agrees, and shall ensure that members of
Study Team agrees 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, nor
Investigator, 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, Zze ¢lenové studijnich
tyml budou souhlasit, Ze bez predchoziho pisemného
souhlasu zadavatele nepouziji jméno, loga, znacCky
nebo obchodni zndmky zadavatele (nebo jeho
pobocek) zejména v Zadné jim/jimi vytvofené tiskové
zpravé nebo Uustnim nebo pisemném vefejném
ozndmeni nebo pii propagaci jakéhokoli produktu,
prace provedené podle této smlouvy nebo na zdkladé
vztahu vzniklého mezi smluvnimi stranami. Nic
nezabrdni poskytovateli ani zadavateli dodrZzovat své
povinnosti podle pravnich predpist o vefejném zdravi
tykajici se hldSeni informaci kompetentnim
bezpecnostnim nebo zdravotnim ufadim. Povinnosti
vtomto bod¢ ziistanou v tucinnosti po vyprseni

platnosti nebo ukonceni této smlouvy.
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Executed by the authorised representatives of the | Podepséno oprdvnénymi zastupci stran:

Parties:

PPD Investigator Services LLC in the name of / ve jménu

CELGENE INTERNATIONAL II SARL FAKULTNI NEMOCNICE HRADEC KRALOVE
Signature / Podpis: Signature / Podpis:

Name / Jméno: Name / Jméno:

Title / Funkce: Title / Funkce:

13.5.2019 23.5.2019

Date / Datum: Date / Datum:

XXXXXXXXXXXXXXXX

INVESTIGATOR / ZKOUSEJICI

Signature / Podpis:

Title / Position:

23.5.2019
Date / Datum:
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BUDGET AND PAYMENT TERMS &

PRILOHA 1

ROZPOCET A PLATEBNI PODMINKY

CONDITIONS
XXXXXXXXXXXXXXXXX XXXXXXXXXXXXXXXXX
XXXXXXXXXXXXXXXXX XXXXXXXXXXXXXXXXX
XXXXXXXXXXXXXXXXX XXXXXXXXXXXXXXXXX
XXXXXXXXXXXXXXXXX XXXXXXXXXXXXXXXXX
XXXXXXXXXXXXXXXXX XXXXXXXXXXXXXXXXX
XXXXXXXXXXXXXXXXX XXXXXXXXXXXXXXXXX
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ANNEX 2 PRILOHA 2
TIMELINES CASOVE HARMONOGRAMY
XXXXXXXXXXXXXXXXX
XXXXXXXXXXXXXXXXX
XXXXXXXXXXXXXXXXX XXXXXXXXXXXXXXXXX XXXXXXXXXXXXXXXXX
XXXXXXXXXXXXXXXXX XXXXXXXXXXXXXXXXX XXXXXXXXXXXXXXXXX
XXXXXXXXXXXXXXXXX XXXXXXXXXXXXXXXXX XXXXXXXXXXXXXXXXX
XXXXXXXXXXXXXXXXX XXXXXXXXXXXXXXXXX XXXXXXXXXXXXXXXXX
XXXXXXXXXXXXXXXXX XXXXXXXXXXXXXXXXX XXXXXXXXXXXXXXXXX
XXXXXXXXXXXXXXXXX XXXXXXXXXXXXXXXXX XXXXXXXXXXXXXXXXX
XXXXXXXXXXXXXXXXX XXXXXXXXXXXXXXXXX XXXXXXXXXXXXXXXXX
XXXXXXXXXXXXXXXXX XXXXXXXXXXXXXXXXX XXXXXXXXXXXXXXXXX
XXXXXXXXXXXXXXXXX XXXXXXXXXXXXXXXXX XXXXXXXXXXXXXXXXX
XXXXXXXXXXXXXXXXX XXXXXXXXXXXXXXXXX XXXXXXXXXXXXXXXXX
XXXXXXXXXXXXXXXXX XXXXXXXXXXXXXXXXX XXXXXXXXXXXXXXXXX
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