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CLINICAL TRIAL AGREEMENT

SMLOUVA O KLINICKE STUDII

For Protocol RPC01-3204

pro protokol RPC01-3204

This Clinical Trial Agreement (hereinafter, the

“Agreement”) is by and between:

Tato smlouva o klinické studii (dale ,,smlouva”), byla

uzaviena mezi t€mito stranami:

Celgene International IT S.a.r.l, a limited liability
company organized under the laws of Switzerland
having its principal office at Rue de Pré-Jorat 14,
2108 Couvet,

“Sponsor”)

Switzerland  (hereinafter called

Celgene International II S.a.r., spolecnosti s
ruCenim omezenym zalozenou podle pravniho fadu
Svycarska, se sidlem Rue de Pré-Jorat 14, 2108
Couvet, Svycarsko (déle ,,zadavatel”)

AND

Nemocnice Pardubického kraje, a.s, Pardubicka
Nemocnice located at Kyjevska 44, 53203 Pardubice,

Czech Republic (hereinafter the “Institution”);

Nemocnice Pardubického kraje a.s, Pardubicka
Nemocnice se sidlem Kyjevska 44, 53203 Pardubice,

Ceska republika (dale ,,instituce”);

AND

|
I C:-ch Republic, (hereinafter

the “Investigator”);

B C:cch Republic, (déle , zkousejici);

individually or collectively, as the case may be,

referred hereto as the “Party” or “Parties”.

jednotlivé nebo piipadné spoleéné dale ,,strana” nebo

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

that they be referred to jointly.

Instituce a zkousejici jsou dale spoleéné oznacovani
jako ,instituce/zkousejici”, pokud z kontextu vyplyva,

ze se odkazuje na oba spolecné.

This Agreement is valid as of the last date of signature
below (the “Validity Date”).

Tato smlouva vstupuje v platnost ke dni posledniho

podpisu nize (dale ,,datum platnosti”).

WHEREAS

VZHLEDEM K TOMU, ZE

@)

development of therapeutic products, compounds,

The Sponsor conducts business in the

and reagents;

Zadavatel

(@)

pripravkd, latek a ¢inidel;

podnikda ve vyvoji 1éCivych

(b)

acquired expertise in the conduct of clinical trials, and

The Institution and the Investigator have

laboratory test evaluations; they have appropriate

facilities for the performance of those activities;

(b) instituce a zkouSejici maji odborné znalosti v
provadéni  klinickych hodnoceni a hodnoceni
laboratornich testt a disponuji odpovidajicim

vybavenim pro vykon téchto ¢innosti;

Investigator to conduct a phase 3 clinical trial “A
phase 3, multicenter, open-label extension study of
oral ozanimod for moderately to severely active
Crohn’s disease” (hereinafter, the “Study”) in
accordance with the following protocol: “RPCO01-
32047,

(c) The Investigator is an employee of the | (¢) zkouSejici je zaméstnancem instituce nebo
Institution or practices medicine in the context of the | provozuje Iékatskou praxi v jejim ramci;

Institution;

(d) Sponsor requested the Institution and the | (d) zadavatel instituci a zkouSejiciho pozadal o

realizaci faze 3 klinické studie s nazvem ,,Oteviena
multicentrickd navazujici klinickd studie faze 3
hodnotici peroralni ozanimod pro 1éCbu stiedné
(dale
,studie”), a to v souladu s nasledujicim protokolem:

,»RPC01-3204”;

zédvazné az zévazné crohnovy choroby”

e) PSI CRO Czech Republic s.r.0., having its
registered place of business at V Parku 2343/24, 148
00 Praha 4 - Chodov, Czech Republic (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;

e) PSI CRO Czech Republic s.r.o. se sidlem na
adrese V Parku 2343/24, 148 00 Praha 4 — Chodov,
Ceska republika (déle ,servisni organizace”) je
smluvni vyzkumna organizace, jejiz hlavni ¢innosti je
fizeni klinickych studii jménem farmaceutickych

spolec¢nosti a realizace dalSich souvisejicich sluzeb;
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) 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;

0] strany berou na védomi, ze zadavatel servisni
organizaci smluvné povéfil, aby jménem zadavatele
vykonavala nékteré funkce a Cinnosti souvisejici s

povinnostmi zadavatele v ramci studie;

(9)

appointed as Legal Representative under article 19 of
the EU Directive 2001/20/EC, Celgene Europe
Limited having its principal office at Riverside
House, Riverside Walk, Windsor, Berkshire, SL4
INA, United Kingdom.

The Parties acknowledge that Sponsor has

)

pravnim zastupcem podle ¢lanku 19 smérnice EU

strany berou na védomi, ze zadavatel svym

2001/20/ES jmenoval firmu Celgene Europe Limited,
se sidlem Riverside House, Riverside Walk, Windsor,

Berkshire, SL4 1NA, Velka Britanie.

IT ISHEREBY AGREED AS FOLLOWS:

STRANY SE DOHODLY TAKTO:

1. Definitions

1. Definice

1.1 Unless provided otherwise below, the
definitions of the GCP Guideline (as defined below)
shall apply.

11 Neni-li déale stanoveno jinak, plati definice

obecnych zasad SKP (jak jsou definovany dale).

1.2

defined for the purpose of this Agreement as follows:

In addition, the following terms shall be

1.2 Kromé¢ toho jsou pro ucely smlouvy

definovany nasledujici pojmy takto:

(a) EMA: the European Medicines Agency.

(@) EMA: Evropska lékova agentura (European
Medicines Agency).

(b) EU: The European Union.

(b) EU: Evropska unie.

(c) Investigational Medicinal Product (or IMP):
the pharmaceutical compound Ozanimod which is

under investigation according to the Protocol.

(¢) hodnoceny léCivy pripravek: 1é¢iva latka

Ozanimod, hodnocena v souladu s protokolem.

(d) Protocol: the latest version of the protocol
mentioned in recital (d) as approved by the competent

authority and ethics committee.

(d) protokol: nejnovéjsi verze protokolu uvedena v
bod¢ (d)

prislusnymi organy a etickou komisi.

preambule, tak jak byla schvalena

()

guidelines or code of conduct which applies to the

Regulations: any legislation, regulation,

(e) predpisy: veskeré pravni piedpisy, nafizeni,

smérnice a kodexy chovani, které se vztahuji na
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conduct of the Study (for example, any legislation
transposing into national law of the EU Directives
2001/20/EC and 95/46/EC, the GCP Guideline - see

definition below).

realizaci  studie (naptiklad jakékoli
implementujici do narodniho prava smeérnice EU
2001/20/ES a 95/46/ES, zasady SKP — viz definice

dale).

predpisy

(f) Site: any location at the Institution where the

Investigator conducts the Study under this

Agreement.

(f) centrum: jakékoli misto v instituci, kde zkouSejici

realizuje studii podle této smlouvy.

(g) Study Participant: any person who has been
enrolled as study subject in the Study at the Site.

(g) ucastnik studie: jakakoli osoba zatazena jako

ucastnik do studie v centru.

(h) GCP Guideline: the International Conference on

Harmonization E6 Guideline on Good Clinical

(h) zasady SKP: Pokyn Mezinarodni konference pro

harmonizaci E6 o spravné klinické praxi v posledni

efforts to include the number of Study Participants
specified in Annex 1 and to complete the Study in

accordance with the timelines.

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

CPMP/ICH/135/95.

2. Conduct of the Study and Compliance 2. Realizace studie a dodrZovani piredpist
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 maximalni usili k

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

harmonogramem.

212 The
Study Participants in addition to the number of Study

Institution/Investigator may enroll
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  Instituce/zkousejici je opravnén/a zatadit
ucastniky studie nad ramec poctu ucastnik studie
uvedeny v priloze 1, pokud o tom instituce nebo
zkousSejici pfed zafazenim dodate¢nych ucastnikl
studie pisemné informovali zadavatele a ten zafazeni

dodatecnych ucastniki studie neodmitl.

213 The

immediately cease

shall
of Study

Institution/Investigator
the enrollment

Participants upon the Sponsor’s request.

2.1.3  Instituce/zkousejici na zadost zadavatele

zafazovani Ucastnikt studie okamzité ukonci.
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2.1.4.

accordance with the Regulations, the Protocol, and

The Parties shall conduct the Study in

the Sponsor’s instructions.

2.1.4. Strany jsou povinny studii realizovat v
souladu s predpisy, protokolem a pozadavky
zadavatele.

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

the competent ethics committee.

Zkousejici bude hlasit nezadouci piithody vzniklé v
souvislosti se studii v souladu s protokolem a pfedpisy.
Pokud piedpisy pozaduji, zavazné nezadouci ptihody

bude hlasit prislusné etické komisi.

Subject to Section 4.5.2 of the GCP Guideline, the
Investigator shall immediately inform the Sponsor or
the CRO in writing about any deviation from the

Protocol.

S vyhradou odstavce 4.5.2 o zédsadach SKP bude

zkousejici zadavatele nebo servisni organizaci

neprodlené pisemné informovat o jakékoli odchylce

od protokolu.

The shall

transferred to the Sponsor under this Agreement so as

Investigator pseudomize the data
to ensure that the Sponsor cannot identify any related

Study Participant.

Zkousejici bude z dat predavanych zadavateli na
zéklad¢ této smlouvy odstranovat osobni udaje, aby
zadavatel nemohl identifikovat jednotlivé ucastniky

studie.

2.1.5.

Report Forms are completed accurately. When a

The Investigator shall ensure that the Case

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.

2.15.
formulaitt CRF (Case Report Forms). Jakmile néktery

ZkouSejici  zajisti  pfesné  vypliovani
ucastnik studie absolvuje vSechny procedury podle
protokolu, zkousejici zasle prislusné formulare CRF
zadavateli, a to do péti (5) dnli po ukonceni téchto

procedur.

2.1.6.

Institution/Investigator shall not conduct any other

During the term of this Agreement, the
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.

2.1.6. Zkousejici/instituce nesmeji po dobu platnosti
této smlouvy realizovat zadné jiné klinické studie,
které by mohly negativn€é ovlivnit dostupnost
ucastnikl studie nebo schopnost instituce/zkousejiciho

plnit zavazky podle této smlouvy.

2.1.7. The Investigator shall inform the Sponsor or
the CRO if he/she delegated the administrative duties
regarding the management of the Study at the Site to

2.1.7. Zkousejici bude zadavatele nebo servisni

organizaci informovat o jakémkoli delegovani

administrativnich povinnosti pfi fizeni studie v centru
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a third person (the “Study Coordinator”). The Study
Coordinator shall be appropriately qualified by
training and experience to fulfill his/her duties.

na tfeti osobu

(dale

Koordinator studie musi mit odpovidajici kvalifikaci

,koordindtor studie”).

(8koleni a zkusenosti) k plnéni pfislusnych povinnosti.

2.1.8. The shall
Sponsor, its representatives (including, the CRO) or

Investigator meet with the
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
meetings, the Investigator may delegate an
appropriate person (e.g., the Study Coordinator) to

the meetings.

2.1.8. Zkousejici se na zadost zadavatele sejde s
nim, jeho zastupci (v€etné servisni organizace) nebo
zkousejicimi z jinych center k prodiskutovani pritbéhu
a vysledka studie. Pokud zadavatel nepozaduje osobni
ucast zkouSejictho na téchto setkanich, muze
zkousejici ucasti povéfit jinou vhodnou osobu (napf.

koordinatora studie).

2.2 Prevention of bias

2.2 Prevence stietu zdjmit

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 zménach) a zadavateli
zaSle jakékoli prohldSeni poskytnuté zadavatelem
v souvislosti s finanénimi podily zkousejiciho, jeho
manzela ¢i manzelky a zavislych déti na podnikéni
zadavatele. Tato povinnost plati do uplynuti jednoho

roku od ukonéenti studie.

2.3 Compliance with anti-corruption rules

2.3 DodrZeni piedpisii proti korupci

231

which may cause another Party to infringe the

Neither Party shall engage in any behavior

applicable anti-corruption laws.

2.3.1 Zadna ze stran se nezapoji do aktivit, které
mohou zpusobit poruSeni platnych protikorupénich

zakond stranou druhou.

2.3.2

compensation payable under this Agreement to the

The Parties represent and warrant that the

Institution:

2.3.2  Strany prohlasuji a zarucuji se, Ze odména

vyplacend na zakladé¢ této smlouvy instituci:

(@)

services to be provided under this Agreement;

represents the fair market value of the

@ odpovida trzni hodnot¢ sluzeb poskytovanych

podle této smlouvy;
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(b)

negotiations between the Parties;

has been determined through arms-length

(b)

jednani za podminek obvyklych v obchodnim styku;

byla mezi stranami stanovena na zakladé¢

() does not take into account the volume or
value of any business which the Sponsor maintained
or obtained from or with the help of the Institution or

the Investigator.

(©)

hodnotu zakazek, které si zadavatel udrzel nebo ziskal

nebyla stanovena s ohledem na mnozstvi nebo

od instituce nebo zkousejiciho ¢i s jejich pomoci.

3. Qualifications and availability of the
Institution, Investigator and persons involved in
the conduct of the Study

3. Kvalifikace a dostupnost instituce,
zkousejiciho a osob, podilejicich se na realizaci

studie

3.1 Warranties and representations

3.1

Zaruky a prohldSeni

Institution and Investigator represent and warrant
that:

Instituce a zkousSejici prohlasuji a zarucuji se, ze:

@

disqualified, suspended or excluded under any rule,

the Investigator has never been debarred,

in any jurisdiction;

€Y nikde

diskvalifikovan ani trvale ¢i docasné vyloucen z

ZkouSejici  nikdy a nebyl

realizace studii podle jakéhokoli pravidla ¢i predpisu;

(b)

Agreement under the Regulations and the internal

they are authorized to enter into this

rules of the Institution.

(b)

internich smérnic instituce opravnény tuto smlouvu

uvedené subjekty jsou podle piedpisi a

uzavrit.

3.2
the conduct of the Study

Exclusion of persons from involvement in

3.2 Vylouéeni osob 7 uéasti na realizace studie

3.2.1

should reasonably know that a person is not (or no

If the Institution or the Investigator knows or

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.

3.2.1  Pokud instituce nebo zkousejici zjisti, ¢i by s
rozumnou pravdépodobnosti méli védet, Zze néktera
osoba neni opravnéna podilet se na provadéni studie
(napft. kvuli odnéti Iékaiského diplomu nebo licence),
instituce takovou osobu

vylouci a zkouSejici

neprodlené z jakékoli Gcasti na studii.
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3.2.2
Study, the Investigator (or the Institution if the

If that person was previously involved in the

Investigator in unable to do so) shall promptly inform

the Sponsor.

3.22 Pokud se takova osoba dfive na studii
podilela, zkouSejici (nebo instituce, pokud toho
nebude

zkousejici schopen) o tom neprodlené

informuje zadavatele.

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

overall responsibility to supervise the Study.

3.2.3  Upon the Sponsor’s request, the Investigator | 3.2.3  ZkouSejici na zadost zadavatele pisemné
shall certify in writing compliance with this | potvrdi soulad s timto ustanovenim.

provision.

3.3 Unavailability of the Investigator 3.3 Nepritomnost zkousejiciho

3.3.1 If the Investigator is/will be temporarily | 3.3.1  Pokud bude zkouSejici do¢asné nepiitomen,
absent, the Investigator shall delegate the | pfeda své povinnosti kvalifikovanému

spoluzkousejicimu. Zkousejici vsak vzdy celkove

odpovida za dohled nad studii.

332
exceed fourteen (14)days, the Investigator shall

If the Investigator’s absence exceeds or will

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 nepfitomnosti zkousejiciho
prekro¢i ctrnact (14) dni, je zkouSejici povinen
zadavatele pisemné informovat o své nepfitomnosti a
osobé spoluzkousejiciho ur¢eného podle bodu 3.3.1.
Pokud =zadavatel s osobou spoluzkousejiciho
nesouhlasi, zkou$ejici uréi jiného kvalifikovaného
spoluzkousejiciho. Zadavatel svij souhlas nesmi

odepfit bezdivodné.

3.33

writing if he/she will be/is permanently unable to

The Investigator shall inform the Sponsor in

conduct the Study.

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

zadavatele.

3.34
sub-investigator or to inform the Sponsor under
Sections 3.2.2 and 3.3.1 of this Agreement the

If the Investigator is unable to designate a

Institution shall fulfill those obligations.

3.3.4  Pokud nebude zkousejici schopen jmenovat
spoluzkousejiciho nebo informovat zadavatele podle
bodi 3.2.2 a 3.3.1 této smlouvy, musi tyto zavazky

splnit instituce.

4, Materials

4, Materialy
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Product (“IMP”), comparator, placebo and the
documents necessary to conduct the Study (e.g., Case

Report Forms).

4.1 Provision of materials by the Sponsor 4.1 Poskytovini materidli zadavatelem
4.1.1 (1) Sponsor shall provide without charge to | 4.1.1 (1) Zadavatel poskytne zkousejicimu zdarma
the Investigator the Investigational Medicinal | hodnoceny 1é¢ivy ptipravek (dale ,hodnoceny

pripravek”), komparator, placebo a dokumenty

nezbytné pro realizaci studie (napf. formulafe CRF).

(2)The Sponsor shall provide the equipment provided
(the
“Equipment”) on loan for use in the Study to the

by way of a stand-alone agreement

Institution for the duration of the Study..

(2) Zadavatel pro potieby studie poskytne instituci
bezplatné¢ vybaveni uvedené v separatni smlouvé o

vypujéce (dale ,,vybaveni), a to na dobu trvani studie.

41.2

materials provided by the Sponsor under the Sections

The Institution/Investigator shall use the

4.1.1 above for the sole purpose of the Study and, in

accordance with the Protocol and this Agreement.

412 Instituce/zkousejici pouziji materialy
poskytnuté zadavatelem podle bodu 4.1.1 vySe
vyhradné pro ucely studie, a to v souladu s protokolem

a touto smlouvou.

413
the Study shall remain the Sponsor’s property.

The original Case Report Forms related to

413

ve vlastnictvi zadavatele.

Originalni formulate CRF ke studii zlstanou

4.2 Receipt and storage of the IMP

4.2 Piijem a skladovani hodnoceného pripravku

421
receipt of the IMP by signing the appropriate

The Investigator shall verify and confirm

documentation provided by Sponsor.

4.2.1 ZkousSejici je povinen zkontrolovat a potvrdit
pfijeti hodnoceného piipravku podpisem do piislusné

dokumentace poskytnuté zadavatelem.

4.2.2 The Investigator, in cooperation with the
Institution’s pharmacy, shall ensure that the IMP
shall be stored in a restricted area where the

Investigator supervises its distribution.

4.2.2  Zkousejici, ve spolupraci s 1ékarnou instituce,

zajisti  skladovani  hodnoceného pfipravku v

zabezpeceném prostoru, kde bude dohlizet na jeho

distribuci.

4.2.3

Investigator or the Institution may assign some or all

If allowed under the Regulations, the

of the Investigator’s or the Institution’s duties under
Sections 4.2.1 and 4.2.2 above or the IMP

accountability provisions of the Regulations to an

423 Pokud toto umoziuji piedpisy, zkousejici
nebo instituce mohou nékteré nebo vSechny povinnosti
zkousejiciho nebo instituce podle bodu 4.2.1 a 4.2.2
vySe nebo povinnosti pii evidenci hodnoceného

pripravku stanovené piedpisy delegovat na vhodného

Nemocnice Pardubického kraje, a.s., _QB# CTA_PI | 220un2018_Site#774

Protocol# RPC01-3204

Confidential
Page 9 of 40




appropriate pharmacist under the supervision of the

lékarnika, na n&jz bude zkousSejici nebo instituce

“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.

Investigator or the Institution. dohliZet.

5. Publication 5. Publikace

5.1 Publication rights 5.1 Publikacéni prdava

5.1.1  For the purpose of this Agreement, the term | 5.1.1  Pojem ,,publikace” pro ucely této smlouvy

oznacuje pisemnou (napi. referaty, abstrakty, postery
¢i podklady k prednédSce) nebo Ustni prezentaci o
studii, urenou osobam, které se na realizaci studie

nepodileji.

512
publication regarding the outcome of the Study it

If the Sponsor coordinates a multicenter

must include input from all investigators involved in
the Study.

512 Pokud zadavatel koordinuje  vydani

multicentrické publikace o vysledcich studie, musi tato
obsahovat prispévek od vSech zkousejicich, ktefi se na

studii podileji.

5.1.3
involved in the Study shall have the right to publish

The Investigator or any sub-investigator

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
l1ékatském Casopise nebo knize, nebo na védecké

konferenci:

@

Section 5.1.2 above;

after the first multicenter publication under

prvnim  uvefejnéni  multicentrické

@  po
publikace podle bodu 5.1.2 vySe;

(b)

termination of the Study at all sites; or

one (1) year after completion or premature

(b)

predcasném ukonceni studie ve vSech centrech; nebo

jeden (1) rok po fadném dokonceni nebo

to the preparation of a publication shall be
acknowledged in any publication in accordance with

the for

Uniform  Requirements Manuscripts

(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 | 5.1.4  Autorstvi nebo pfispévek kterékoli strany k

pripravé publikace bude v publikaci pfiznan podle
jednotnych pozadavkd na rukopisy predkladané k

publikaci v biomedicinskych ¢asopisech stanovenych
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Submitted to Biomedical Journals of the International

Committee of Medical Journal Editors.

Mezinarodni komisi editorti 1ékaiskych cCasopist
(ICMJE).

5.2 Review of draft publications by the Sponsor

5.2 Piezkoumdni navrhii publikaci zadavatelem

52.1 The
publication to the Sponsor for its review at the latest

Investigator shall send any draft

sixty (60) days before its submission to a journal,

publisher or the organizer of a scientific event.

5.2.1 Zkousejici veSkeré navrhy publikaci zaSle
zadavateli k prezkoumani nejpozde€ji do Sedesati (60)
dnti pied jejich odeslanim casopisu, vydavateli nebo

organizatorovi védecké konference.

522 The

Sponsor’s reasonable comments to a draft publication

Investigator shall ensure that the

are taken into account provided those comments do
not jeopardize the scientific integrity of the

publication.

5.2.2  ZkouSejici =zajisti zohlednéni rozumnych

pfipominek zadavatele k navrhu za ptfedpokladu, ze

tyto neohrozuji védeckou integritu publikace.

5.2.3
publication if it did not respond within sixty (60) days

The Sponsor shall be deemed to approve a

(the “Review Period”) after receipt of a draft

publication.

523

dnti od obdrzeni navrhu publikace (,,recenzni lhita™),

Pokud zadavatel neodpovi do Sedesati (60)

navrh je povaZovan za schvéleny.

524

necessary to protect its intellectual property rights,

In order to enable the Sponsor to take steps

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.

524 Aby mohl zadavatel podniknout kroky
nezbytné k ochrané svych prav dusevniho vlastnictvi,
na pisemnou zadost zadavatele odlozi zkousejici vyse
uvedené odeslani k publikaci o dalSich devadesat (90)
dnt za ptfedpokladu, Ze zkousSejici Zddost obdrzi pred
uplynutim recenzni Thity. Devadesatidenni (90-denni)

lhita se zacina pocitat az po uplynuti recenzni lhtty.

conduct of the Study at the Site during normal

6. Monitoring, audits and inspections 6. Monitorovani, audity a inspekce

6.1 Monitoring and audits 6.1 Monitorovani a audity

6.1.1 The Institution/Investigator shall, on | 6.1.1 Instituce/zkousejici, na zakladé oznameni
reasonable prior notice, permit Sponsor or its | uéinéného s dostatenym predstihem, umozni
representatives (e.g., CRO) to monitor or audit the | zadavateli nebo jeho zastupcim (napf. servisni

organizaci), monitorovani a audit pribéhu studie v
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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.

centru, a to béhem b&zné pracovni doby. Instituce a
zkousejici poskytnou zadavateli a jeho zastupctim pfi
monitorovacich nav§tévach a auditech plnou
soucinnost. Monitorovani a audity mohou zahrnovat
kontrolu a kopirovani zdkladnich dokumentd,
posouzeni relevantnich systémi zpracovani dat a
pohovory s osobami, které se na realizaci studie

podilely.

6.1.2
at the Site after inclusion of the first Study

The Sponsor may conduct monitoring visits

Participant.

6.1.2

zafazeni prvniho ucastnika studie.

Zadavatel mtize provadét kontroly v centru po

6.1.3

of source documents shall be performed with due

Any review by Sponsor or its representative

regard for Study Participant confidentiality.

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

ohled na ochranu osobnich udajt ucastniki studie.

6.2

competent authority

Inspections by and communication with a

6.2

komunikace s nimi

Inspekce  kompetentnich  orgdanii  a

6.2.1

fully cooperate with any competent authority which

The Institution and the Investigator shall

will be or is conducting an inspection of the Site
regarding the Study. The Institution and the
Investigator hereby authorize the Sponsor to

participate in those inspections.

6.2.1

spolupracovat s jakymkoliv pfislusnym organem,

Instituce a zkouSejici jsou povinni plné

ktery bude provadét nebo provadi inspekce centra
ohledné¢ studie. Instituce a zkousejici timto zadavatele

opraviuji k i€asti na téchto inspekcich.

6.2.2

circumstances,

If appropriate in the the

the

light of
Parties shall prepare any
upcoming inspection or response to a query or an
inspection report from a competent authority with

regard to the Study.

6.2.2 Pokud je to vzhledem k okolnostem vhodné,
Strany pfipravi nadchdzejici inspekci, odpovédi na
dotazy nebo inspekéni zpravu ze strany prislusného

organu V souvislosti se studii.

6.2.3

inform

The Institution or the Investigator shall

the Sponsor promptly about any

communication from or to a competent authority

regarding the Study (including an inspection by an

6.2.3 Instituce nebo zkousejici budou zadavatele
neprodlené informovat o jakékoli komunikaci o studii
s kompetentnimi organy (vCetné inspekce organu).

Poskytnou také zadavateli kopii této komunikace.
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authority). They shall provide a copy of those

communications to the Sponsor.

6.3 Monitoring, audit and inspection findings

6.3 Nalezy z monitorovini, 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.

Instituce a zkousSejici napravi veskeré nedostatky
obsazené v nalezu z monitorovani, auditu ¢i inspekce
ohledné studie, a to v pfiméfené dobé od obdrZeni

takového nalezu.

7. Confidentiality

7. Diivérnost informaci

7.1 (1) Notwithstanding Sections 7.2 through 7.4
below, either Party may disclose the content of this
Agreement or any information received from the
other Party under this Agreement or collected as a
result of the Study to its personnel, subcontractors or
agents to the extent those persons must know that

information in order to fulfill their duties.

7.1 (1) Bez ohledu na nasledujici body 7.2 az 7.4 mize
kterakoli ze stran obsah této smlouvy a informace
ziskané od strany druhé na zaklad¢ této smlouvy nebo
v dusledku studie poskytnout svym zaméstnanctim,
subdodavatelim nebo zastupcum v rozsahu, v jakém
tyto osoby musi tyto informace znat za ucelem splnéni

jejich povinnosti.

)

third Party under Section 7.1 (1) above shall ensure

Either Party which discloses information to a

by contract that this third party shall not disclose the

information to another unauthorized person.

()

osobé podle bodu 7.1 (1) vyse, formou smlouvy zajisti,

Strana, ktera tyto informace poskytne tieti

aby tato osoba informace neposkytovala dalsi,

nepovolané osobé.

the Institution nor the Investigator shall disclose any
information collected as a result of the Study (e.g.,

Study data, inventions, discoveries) to a third party.

7.2 Unless required otherwise by law, no Party | 7.2 NevyzZaduje-li zakon jinak, zadna ze stran
shall disclose the content of this Agreement to any | neprozradi obsah této smlouvy jiné osobg.

third party.

7.3 (1) Unless required otherwise by law, neither | 7.3 (1) Nevyzaduje-li zakon jinak, instituce ani

zkousSejici  nesdéli  tfeti  osob&é  informace

shromazd'ované v duasledku studie (naptf. data,

vynalezy, objevy).

(2) The Institution and the Investigator shall not
disclose to any third party information which it

received from the Sponsor under this Agreement.

@)

informace, které obdrzeli od zadavatele podle této

Instituce a zkousejici neposkytnou tieti osobé

smlouvy.
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7.4 (1) The Sponsor shall not disclose any
proprietary information of the Institution or the

Investigator to a third party.

7.4 (1) Zadavatel nebude poskytovat zadné
chranéné informace instituce nebo zkousejiciho

tfetim osobam.

(2) For avoidance of doubts the Parties expressly
state that they will handle the personal data of the
Study Participants in accordance with Sec. 13 of this
Agreement and in accordance with the laws of the
Czech Republic and EU (including the regulation
(EU) 2016/679 of the European Parliament and of
the Council).

(2) Pro vylouceni pochybnosti, strany vyslovné
uvadéji, Ze budou nakladat s osobnimi tidaji
ucastniku studie v souladu s bodem 13 této smlouvy a
v souladu s pravem Ceské Republiky a Evropské
Unie (hafizeni Evropského parlamentu a Rady (EU)
2016/679).

applicable law to a competent authority (e.g., in the
context of a registration or marketing authorization

procedure) or another third party;

7.5 Sections 7.3 (2) and 7.4 above shall not 7.5 Pfedchozi body 7.3 (2) a 7.4 se nepouZiji,
apply if: pokud:
€)] information must be disclosed under the | (a) informace musi byt poskytnuty ze zékona

kompetentnimu organu (napf. pii registraci nebo

schvalovani pfipravku) nebo jiné tieti osobg;

the information concerned had been

(b)

lawfully made available to the general public; or

(b) informace byly

zpusobem zpfistupnény Siroké veiejnosti; nebo

piislusné opravnénym

©

the information concerned to a third party obtained

the Party which has disclosed or will disclose

the same information also through a person which is
not bound by any confidentiality obligation regarding

the information.

ktera

(©

poskytne tfeti osobé, tyto informace ziskala od osoby,

Strana, informace poskytla nebo

kterd u nich neni vazéna povinnosti zachovavat

mlcenlivost.

7.6 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,

7.6 Povinnosti zachovavat mlcenlivost uvedené v
tomto bod¢ 7 se nevztahuji na uverejnéni této smlouvy
v registru smluv podle zdk. & 340/2015 Sb., o
zvlastnich podminkach G¢innosti nékterych smluv,
uvefejiiovani téchto smluv a o registru smluv (,,zakon
o registru smluv*), vyjma jakychkoliv informaci nad
informaci

ramec takového uvefejnéni, zejména

predstavujicich obchodni tajemstvi ve smyslu ust. §
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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 30 days of the
conclusion of this Agreement at the latest, and the
Agreement shall be published by the Institution in
accordance with Annex 2 hereof, which contains the
content of this Agreement in the form modified for
the purposes of the publication, i.e. exclusive of
information constituting trade secret and other
information that should be excluded from the
publication in accordance with the Contracts Register
Act. In case the Sponsor is not notified about the
publication directly by the contracts register
administrator, the Institution shall provide to the
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, in

accordance with Annex 2.

504 obcanského zakoniku, jmenovité popis studie,
rozpocet studie a veskeré dalsi platebni rozpisy nebo
ujednani mezi stranami, data studie, protokol studie,
soubor informaci pro zkouSejiciho, atd. Strany
sjednavaji, ze uvefejnéni této smlouvy v registru
smluv provede instituce, a to nejpozdéji do 30 dnii od
uzavieni smlouvy, pficemZz smlouva bude instituci
uvefejnéna v souladu s pfilohou 2 zahrnujici obsah
této smlouvy v rozsahu modifikovaném pro ucely
uvefejnéni, tj. vyjma informaci pfedstavujicich
obchodni tajemstvi a dalsich informaci, které¢ maji byt
z uvefejnéni vylouceny v souladu se zakonem o
registru smluv. Pokud zadavatel nebude o uvefejnéni
smlouvy vyrozumén piimo spravcem registru,
poskytne instituce zadavateli bez prodleni potvrzeni o
uvefejnéni smlouvy V registru smluv. V ptipadé, Ze
zadavatel neobdrzi ve vyse uvedené 1hiité potvrzeni o
uvefejnéni smlouvy, strany souhlasi, Ze smlouva bude
nasledné uvefejnéna zadavatelem, a to v souladu s

ptilohou 2.

7.7 The Sections 7.2, 7.3 and 7.4 shall not apply

to the disclosure of information in scientific
publications under Section 5 above provided that the

disclosed information is relevant.

7.7 Body 7.2, 7.3 a 7.4 se nevztahuji na
poskytovani informaci ve védeckych publikacich
podle bodu 5 vyse za ptedpokladu, Ze jsou zvefejnéné

informace relevantni.

7.8
hold confidential under Sections 7.2 through 7.4

No Party shall use information which it must

7.8 Z4dna strana nebude informace, které je

povinna zachovavat v ditvérnosti podle bodi 7.2 az 7.4
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above for another purpose than the performance of

this Agreement.

vySe, vyuzivat k jinym Uéelim, nez je plnéni této

smlouvy.

7.9

information which it must hold confidential under

If a public authority orders a Party to disclose

Sections 7.2 through 7.4 above, that Party shall, to the

extent allowed by law, immediately inform the other

7.9

povinna zachovavat v ditvérnosti podle bodi1 7.2 az 7.4

Pokud poskytnuti informaci, které je strana

vySe, nafidi organ vefejné spravy, musi o tom tato

strana v rozsahu povoleném zakonem neprodlené

use the name of another Party in any form of public
information, without that Party’s prior written

consent.

Party. informovat stranu druhou.

8. Intellectual Property 8. DusSevni vlastnictvi

8.1 Ownership of intellectual property rights 8.1 Viastnicky vztah k pravim 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 Z4dna strana

pouzit v jakékoli podobé vefejné informace ndzev
strany druhé, pokud k tomu neobdrzi ptedchozi

pisemné svoleni.

8.1.2

Agreement, any intellectual property right arising in

Subject to Sections 5 and 8.1.3 of this

connection with the Study (e.g., rights related to
Study data,

discoveries, know-how) or from the use of the IMP

Case Report Forms, inventions,
supplied by the Sponsor (or its representative) under
this Agreement shall be the exclusive property of lo
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.

8.1.2

jakékoli pravo duSevniho vlastnictvi

S vyhradou bodu 5 a 8.1.3 této smlouvy bude
vzniklé v
souvislosti se studii (napf. prava vztahujici se k datim
studie, formulafe CRF, vynalezy, objevy, know-how),
nebo pii pouziti hodnoceného piipravku dodaného
zadavatelem (nebo jeho zastupcem) na zakladé této
smlouvy vyluénym vlastnictvim zadavatele. Instituce
a/nebo zkousejici u€ini vS§echna nezbytna opatteni, aby
narok na vySe uvedena prava k dusevnimu vlastnictvi

nalezela zadavateli.

8.1.3

(e.g. medical records of Study Participants) shall

The source documents related to the Study

remain the property of the Institution as determined

by the applicable law. However, the Institution and

8.1.3
lékarské

vlastnictvim

Zdrojova dokumentace ke studii

studie)

(napt.

zaznamy Ucastnikd zlstane

instituce v souladu s pfisluSnym

zakonem. Instituce a zkouSejici vSak data ze studie
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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 (for example publication under Section 5
above) or the provision of medical care to a Study

Participant.

obsazena v dokumentaci nebudou bez piedchoziho
pisemného souhlasu zadavatele vyuzivat a poskytovat
ttetim osobam pro jiné ucely, nez je plnéni této
smlouvy (napf. k publikaci podle bodu 5 vySe) nebo

poskytovani zdravotni péce ti€astnikiim studie.

8.1.4
involve in the conduct of the Study any third person

The Institution and the Investigator shall not

who has not acknowledged the Sponsor’s rights under

this provision.

8.1.4 Instituce a zkousejici nezapoji do realizace
studie zadné tieti osoby, které by neuznavaly prava

zadavatele vyplyvajici z tohoto ustanoveni.

8.1.5
have a retention right with regard to data, Case Report

The Institution and the Investigator do not

Forms or any other work product produced under this

8.1.5 Instituce a zkouSejici nemaji pravo data,
formulare CRF nebo jiné vysledky prace vzniklé podle

této smlouvy zadrzovat.

inform the Sponsor about any invention which

occurred in the context of the Study.

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

neprodleng informovat o v§ech vynalezech, ke kterym

v souvislosti se studii 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
connection with the IMP supplied under this

Agreement shall be vested in the Sponsor.

(2) Instituce je povinna zajistit, aby prava zadavatele z

duSevniho vlastnictvi vztahujici se k vyndlezu
vytvofenému zameéstnancem instituce v ramci studie
nebo v souvislosti s pouzitim hodnoceného piipravku

poskytnutého podle této smlouvy, nalezela zadavateli.

8.2.2

further fully cooperate with the Sponsor, at the

The Institution and the Investigator shall

Sponsor’s expense, in order to enable the Sponsor to
fully protect its intellectual property rights under this
(for

documentation supporting those rights).

Agreement example, by  preparing

8.2.2 Instituce a zkouSejici jsou dale povinni

zadavateli na jeho ndklady poskytnout plnou
soucinnost, aby mohl pln¢ ochranit svad prava
duSevniho vlastnictvi podle této smlouvy (napf.

pripravou dokumentace tato prava dokladajici).
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the closeout visit of the Site upon completion of the
Study.

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 u¢innosti az do

uzaviraci navstévy centra po dokonceni studie.

9.1.2
Agreement by notice with immediate effect if:

However, the Sponsor may terminate this

9.1.2  Zadavatel vsak mlize tuto smlouvu vypovedét

vypoveédi s okamzitou ucinnosti, pokud:

@) it is no longer possible to conduct the Study
in accordance with GCP (e.g., because of the safety
of the Study Participant; because the Study is no
longer scientifically relevant, the Site has no longer

the adequate resources);

@ jiz neni mozné studii realizovat v souladu se
SKP (napt. s ohledem na bezpec¢nost ticastnikil studie;
studie ztratila védecky smysl nebo centrum jiz nema

dostatecné zdroje);

Regulations so as to jeopardize the safety of the Study

Participants or the integrity of the Study data;

(b) the clinical trial authorization is revoked or | (b) je povoleni ke studii zruSeno nebo
has been suspended for more than three (3) months; | pozastaveno na vice nez tfi (3) mésice;
(© the Institution or the Investigator violated the | (c) instituce nebo zkousejici porusi predpisy tak,

ze to ohrozi bezpecnost i€astniki studie nebo integritu

dat studie;

(d)

complete the Study at the Site in a timely manner; or

it appears that the Investigator is unable to

(d)

studii v¢as dokondit;

se zda, ze zkousSejici neni v centru schopen

(e) the Investigator fails to include any eligible
Study Participant in the Study within six (6) months

from the site initiation visit.

(e) zkouSejici do studie nezatadi Zadného
vhodného ucastnika studie do Sesti (6) mésici od

uvodni navstévy centra;

()] an absence of the Investigator exceeds
fourteen (14) days and the Parties cannot agree within

a reasonable time upon a suitable sub-investigator to

4) zkousSejici je neptitomen po dobu del§i nez
¢trnact (14) dni a strany se nejsou v pfiméfené lhite

schopny domluvit na vhodném spoluzkousejicim,

whom the Investigator responsibilities will be | kterému by bylo mozno pfedat povinnosti
delegated under Section 3.3.1 above. zkousSejiciho podle bodu 3.3.1 vyse;
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()

duties under this Agreement and the Sponsor and the

the Investigator can no longer fulfill his

Institution fail to designate within a reasonable time

a suitable person who will replace the Investigator.

(@)

povinnosti podle této smlouvy a zadavateli a instituci

zkousejici neni dale schopen plnit své

se nepodaii v rozumné lhité urcit vhodnou osobu,

ktera zkousejiciho nahradi.

9.13

a Force Majeure (as defined below) has prevented the

Either Party may terminate this Agreement if

performance of this Agreement by another Party for

more than one (1) month.

9.13

v ptipad€ zasahu vys$si moci (jak je definovana nize),

Kazda ze stran mize tuto smlouvu vypoveédét

pokud tato zabrani strané druhé v plnéni této smlouvy

po dobu delsi nez jeden (1) mésic.

9.14
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.

This Agreement shall be terminated if a

9.14

ze stran smlouvu porusi a nezjedna napravu (pokud je

Smlouva bude ukonéena v pfipadé, Ze jedna

to mozné) do tficeti (30) dnl po obdrzeni ozndmeni

druhé strany.

9.2 Consequences of termination

9.2 Diisledky ukonceni

products returned by Study Participant) provided

under Sections 4.1.1; and

921 (1) Upon the effective date of |9.21 (1) V den G¢innosti ukonceni instituce a
termination, the Institution and the Investigator shall: | zkousejici:

@) stop the recruitment of Study Participants; | (a) zastavi nabor Gcastnikd studie; a

and

(b) cease, to the extent medically and ethically | (b) zastavi, v rozsahu, v némzZ je to 1ékaisky a
permissible, any Study procedure; and eticky pfipustné, jakékoli procedury studie; a

(c) refrain from incurring additional costs; and | (c) zdrZi se generovani dal$ich naklada; a

(d) return any materials and destroy, at the | (d) vrati veSkeré materialy a zni¢i na naklady
Sponsor’s expense, unused medicines (including | zadavatele nepouzité 1éky (vCetné pfipravki

vracenych ucastniky studie) poskytnuté podle bodu
411;a

(e) unless required otherwise under the Regulations,
return any documentation provided by the Sponsor

under this Agreement.

(e) pokud neni ptedpisy vyzadovano jinak, vrati
veskerou dokumentaci poskytnutou zadavatelem na

zéklade této smlouvy.
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)

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
materidly, 1éky a dokumentaci, které musi byt vraceny

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

Instituce a zkouSejici nemaji pravo zadrZovat

9.2.2

the amounts paid or payable under Section 11 below

If this Agreement is terminated prematurely

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

zaplacené nebo splatné podle bodu 11 nize budou

Je-li tato smlouva ukoncena pfedcasné, castky

pomérné sniZeny, jak je uvedeno v Priloze 1, a to na
zékladé¢ prace provedené fadné¢ a v souladu s
protokolem. Instituce neprodlené vrati uhrazené, ale

neopravnéné ¢astky podle tohoto ustanoveni.

9.2.3
Sections 9.1.2 (a), (b), (d) through (g) and 9.1.3, the
Sponsor shall pay all third party costs incurred in

If the Agreement is terminated under

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.

9.2.3
(b), (d) az (g) a 9.1.3, zadavatel uhradi veskeré naklady

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

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

nebude instituci ani zkousSejicimu vyplaceno.

9.24

continue to apply after the term of this Agreement

Provisions which, by their nature, shall

shall survive expiry or termination of this Agreement:
e.g., Sections 5 (Publication), 6 (Monitoring, Audits
and Inspections), 7 (Confidentiality), 8 (Intellectual
Property), 10 (Indemnification and Insurance), 12

(Record and Data Keeping) and 13 (Data Protection).

9.2.4  Ustanoveni, ktera ze své podstaty zlstavaji v
platnosti i po ukonceni smlouvy, zlstanou v platnosti,
a to 1 po vyprsSeni ¢i ukonceni smlouvy: napt. body 5
(Publikace), 6 (Monitorovani, audity a inspekce), 7
(Davérnost informaci), 8 (DuSevni vlastnictvi), 10
(Odskodnéni a pojisténi), 12 (Zaznam a uchovavani

dat) a 13 (Ochrana osobnich tidaji).

10. Indemnification and Insurance

10. Odskodnéni a pojisténi

10.1

incurred by a Study Participant as a result of an

The Sponsor shall pay any medical expenses

adverse event arising directly from the Study to the

extent:

10.1  Zadavatel uhradi ndklady na lékaiskou péci
vynalozené uc€astnikem studie, vzniklé v dasledku
nezadoucich pifihod vyplyvajicich piimo ze studie,

pokud:
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(@)

Institution’s or the Investigator’s wilful misconduct,

the adverse event has not been caused by the

negligence, breach of this Agreement or the Protocol;

and

nezddouci  prihoda nebyla zpusobena

(@)
umyslnym pochybenim, nedbalosti nebo porusenim
této smlouvy nebo protokolu ze strany instituce nebo

zkousejiciho; a

(b)

adverse event or its consequences.

the expenses are necessary to treat the

(b)
prihody nebo jejich nasledkd.

tyto naklady jsou nutné k 1é¢bé nezadouci

10.2

force and effect insurance which covers its liability

The Sponsor shall secure and maintain in full

for the damage to health of the Study Participant

resulting from the performance of the Study in

10.2

plné platnosti a ucinnosti pojisténi své odpoveédnosti

Zadavatel je povinen sjednat a udrzovat v

za Skodu wvzniklou na zdravi ucCastnika studie

v disledku provadéni studie, a to v pojistnych ¢astkach

secure and maintain in full force and effect insurance

which covers their professional and general liability

amounts appropriate to the conduct of the Sponsor’s | pfiméfenych podnikani zadavatele nebo
business or required under the Regulations. pozadovanych ptedpisy.
10.3  The Institution and the Investigator shall | 10.3  Instituce a zkousSejici jsou povinni sjednat a

udrzovat v plné platnosti a Géinnosti pojisténi své

obecné odpovédnosti za Skody a Skody pii vykonu

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:

in amounts appropriate to the conduct of | povolani, a to v pojistnych &astkach piiméfenych
Institution’s/Investigator’s  activity under this | jejich aktivitdm podle této smlouvy.

Agreement.

11. Institution Compensation 11. Odména instituce

11.1  Compensation 111 Odména

1111 In consideration of Institution’s and | 11.1.1 Zadavatel za sluzby instituce a zkousejiciho

podle této smlouvy uhradi pfijemci uvedenému v
priloze 1 pevnou ¢astku za kazdého ucastnika studie,
jak je vymezena v téze pfriloze, za predpokladu, Ze

zkousejici:

@)

fully in accordance with the Protocol; and

evaluated the Study Participant concerned

(@)

v souladu s protokolem; a

dotceného ucastnika studie vyhodnotil plné

(b)

completed all related CRFs accurately.

(b)
CRF.

presné vyplnil vSechny souvisejici formulate
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11.1.2

Study in accordance with the Protocol, the amount

If a Study Participant is withdrawn from the

payable to the Institution shall be prorated as

specified in Annex 1.

11.1.2 Pokud je ucastnik ze studie v souladu s
protokolem predcasné vyfazen, Castka vyplacena
instituci 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 c¢astkach uvedenych v priloze 1 jsou
zahmuty veskeré dané, s vyjimkou dané z piidané
hodnoty (DPH). Vsechny poplatky a/nebo vylohy
uctované bankou instituce ptijdou vyhradné na vrub

instituce.

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 1.

11.2.1 Instituce vSechny faktury vystavené na
zakladé této smlouvy ptedlozi zadavateli (nebo jeho
zéstupci) v elektronické form& k proplaceni, jak je

uvedeno v priloze 1.

11.2.2 The Institution shall reference the Sponsor as
invoicee. The invoices shall be issued in accordance
law (including VAT

requirements) and contain an accurate itemization of

with the applicable tax

all fees, supporting documentation and a Site invoice

11.2.2 Zadavatel bude na fakturach oznacovan jako

fakturovana strana (invoicee). Faktury budou
vystavovany v souladu s platnym daniovym zdkonem
(v€etné pozadované DPH) a musi obsahovat piesny

rozpis vSech poplatkli, podklady a referenéni cislo

reference number. faktury centra.
11.3  Payments 11.3  Platby
11.3.1 Unless specified otherwise in Annex 1: 11.3.1 Neni-li v priloze 1 stanoveno jinak:

(@)
receipt of an invoice in accordance with Section
11.2.1and 11.2.2 above;

payments shall be made quarterly upon

@ platby budou poukazovany &tvrtletné po
obdrzeni faktury v souladu s body 11.2.1 a 11.2.2 vyse;

(b)

missed a scheduled visit shall be made up to and

payments regarding Study Participants who

including the last visit in accordance with the

Protocol.

(b)

planovanou navstévou, bude poukazéna za dobu do

odména za ucastniky studie, ktefi zmeskali

posledni navstévy, ktera jesté probéhla v souladu s

protokolem.
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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 piipadé, ze zkouSejici neposkytne data v
souladu s touto smlouvou nebo protokolem. Zavérecny
doplatek, tj. zadrzovana castka, bude poukazan po
uzamceni databdze v souladu s Prilohou 1 za

predpokladu, Ze:

returned any equipment, materials and unused

medicines under Section 9.2.1(d).

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

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

(c) the close-out visit of the Site has been | (¢) probé&hla uzaviraci navstéva v centru; a
completed; and

(d) the Institution or the Investigator has | (d) instituce nebo zkouSejici vratili jakékoli

vybaveni, materialy a nepouzité léky podle bodu
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
ucastnik studie, odména bude poukazana za dobu do
navstévy, po niz se zadavatel nebo servisni organizace
dozvédeli o poruseni protokolu. Toto ustanoveni plati,
aniz by tim byla dotCena prava ucastniki studie v
ramci této smlouvy (i v rdmci piedpisti) nebo prava

zadavatele na pouziti dalSiho opravného prostredku.

12. Record and Data Keeping

12. Ziaznam 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.

Instituce a zkousSejici budou uchovavat vsechny
zékladni dokumenty po dobu stanovenou piedpisy, ne
vSak méné€ nez 15 let po dokonceni nebo predCasném

ukonceni studie.
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13. Data Protection

13. Ochrana osobnich tdaji

13.1  Security

13.1  Zabezpecleni

13.1.1 (1) The Parties shall take all 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.

13.1.1 (1) Strany ucini vSechna opatfeni nezbytna k
ochran¢€ osobnich daji zpracovavanych podle této
smlouvy proti nahodnému nebo protipravnimu
zniceni, ztrat€ nebo poskozeni a neopravnénému nebo

nezakonnému zverejnéni, ptistupu nebo zpracovani.

)

this Agreement any information related to an

“Personal data” shall mean for the purpose of

identified or identifiable natural person.

)

rozumi jakékoliv informace vztahujici se k urcité nebo

,»Osobnimi udaji” se pro ucely této smlouvy

urcitelné fyzické osobé.

13.1.2 The Institution or the Investigator shall
inform the Sponsor in writing within 24 hours of any
accidental or unlawful destruction, loss or damage,
and unauthorized or unlawful disclosure, access or
processing. The Institution and the Investigator shall
fully cooperate with the Sponsor in order to address
that security breach in accordance with the

Regulations.

13.1.2

pisemné do 24 hodin informovat o jakémkoli jejich

Instituce nebo zkousejici budou zadavatele

ndhodném nebo protipravnim zniceni, ztrat¢ nebo
poskozeni a neopravnéném nebo nezakonném
zvefejnéni, piistupu nebo zpracovani. Instituce a
zkouSejici jsou povinni zadavateli poskytnout plnou
soucinnost pii feSeni tohoto poruseni bezpecnosti v

souladu s predpisy.

13.2  Requests from Study Participants

13.2  Zddosti uéastnikii studie

Either Party shall immediately inform the other Party
about any request received from a Study Participant
to access, correct or delete personal data held about
him/her in the context of the Study. The Institution
and the Investigator shall handle those requests in
with  the reasonable

accordance Sponsor’s

instructions.

Kazda ze stran bude neprodlené informovat druhou
stranu o jakékoliv Zadosti obdrzené od ti€astnika studie
o pristup, opravu nebo vymaz osobnich udaji, které
jsou o ném v souvislosti se studii uchovavany.
Instituce a zkousejici jsou povinni tyto pozadavky fesit

v souladu s pfimé&fenymi pokyny zadavatele.

13.3
in the conduct of the Study

Personal data regarding persons involved

13.3

realizace studie

Osobni udaje tykajici se osob zapojenych do
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13.3.1 With respect to personal data concerning the
Investigator which the Sponsor collected under this
Agreement, the Investigator hereby authorizes the

Sponsor to:

13.3.1 Zkousejici timto zmocrniuje zadavatele k
nasledujicim operacim s osobnimi daji tykajicimi se
zkousejiciho, které zadavatel podle této smlouvy

ziskal:

@ process and use those data for the purposes

of performance of this Agreement, the management

of the Study and compliance with the Regulations;

(@)

plnéni smlouvy, vedeni studie a dodrzovani ptedpist;

zpracovavani a vyuziti téchto udaji pro ucely

to disclose the data to competent authorities

(b)

(including, in the context of registration/ marketing

(b)

procest registrace, schvalovani, pro ucely vySetfovani

poskytnuti tidajl prislusSnym orgdnim (vcetné

process the data on behalf of the Sponsor for

aforementioned purposes;

authorization  procedures, investigations  or | nebo soudniho sporu);
litigation);
(c) transfer those data to a third party which will | (c) pfedani téchto udaju tieti strané, ktera bude

zpracovavat data z povéteni zadavatele pro vySe

uvedené ucely;

(d) transfer those data to the United States or any
other country outside the European Economic Area
(EEA) for the same purposes. Sponsor shall ensure
that those data shall be processed with a level of
protection which is at least equivalent to the data

protection provided under Czech law.

(d)
zemi mimo Evropsky hospodaisky prostor (EHP) ke

predani téchto udaji do USA nebo jinych

stejnym ucellim. Zadavatel je povinen zajistit, Ze tyto
udaje budou zpracovavany na Urovni odpovidajici

ochrané udajti podle ¢eskych pravnich predpist.

13.3.2 The Institution and the Investigator shall not

involve in the conduct of the Study any person who:

13.3.2 Instituce a zkouSejici do realizace studie

nezapoji zadnou osobu, ktera:

@ did not authorize in writing that personal
data concerning himself/herself collected in the
context of this Agreement will be processed, used and

transferred as described above; and

@

pouziti a

neposkytla pisemné opravnéni ke zpracovani,

predani  svych  osobnich  udaji

shromézdénych podle této smlouvy, jak je popsano

vyse; a

has not been informed about his related

(b)

rights under the Regulations and this Agreement.

(b)

pravech vyplyvajicich z predpist a této smlouvy.

nebyla informovdna o svych souvisejicich
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13.3.3 The Investigator and any other data subject
involved in the conduct of the Study shall contact the
Sponsor at the address under Section 14 in order to
exercise his/her access, amendment and deletion

rights under the Regulations.

13.3.3 Zkousejici a kterykoli jiny subjekt tdaji
zapojeny do provadéni studie se mulze obratit na
zadavatele na adrese uvedené v bodu 14 za ucelem
vykonu prava na pfistup, zménu nebo smazani v

souladu s ptedpisy.

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

povazovdno za

dostatecné, doruCeno osobng, zaslano

doporucené postou nebo na doru¢enku, renomovanou

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

If to the Institution or the Investigator:

Instituce nebo zkousejici:

Nemocnice Pardubického kraje, a. s.
Kyjevska 44

532 03 Pardubice

Ceska republika

Attention: [ NG
phone: GGG

Fax: [ G

Nemocnice Pardubického kraje, a. s.
Kyjevska 44

532 03 Pardubice

Ceska republika

K rukam: [
Tel.: N

Fax: [N

If to the Sponsor:

Zadavatel:

Celgene International Il S.a.r.l.

Rue de Pré-Jorat 14

2108 Couvet, Switzerland

Attention: Associate Director Site Contracts

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

same address.

Celgene International II S.a.r.L.

Rue de Pré-Jorat 14

2108 Couvet, Schweiz

k rukam: Associate Director Site Contracts

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

tutéz adresu)
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15. Relationship between the Parties

15. Vztahy mezi stranami

15.1

any partnership, joint venture, employment or a

Nothing herein shall be construed as creating

relationship of principal and agent between the
Sponsor, on one hand, and the Institution and the

Investigator, on the other hand.

15.1  Zadné z ustanoveni uvedenych v této smlouvé
nelze vykladat v tom smyslu, Ze by zakladalo
partnerstvi, spolecny podnik, pracovnépravni vztah
nebo vztah zastoupeni mezi zadavatelem na strané

jedné a instituci a zkousejicim na stran¢ druhé.

15.2

other, nor the other’s representatives.

Neither Party has the authority to bind the

15.2

druhou, a to ani jeji zastupce.

Zadna ze stran nema pravomoc zavazovat

Agreement without the Sponsor’s prior written

16. Assignment and delegation of | 16. Postoupeni a delegovani povinnosti
responsibilities

16.1  The Institution and the Investigator may not | 16.1  Instituce a zkousSejici nesmé&ji postoupit sva
assign their rights or obligations under this | prava ani zavazky podle této smlouvy jiné osobé bez

ptedchoziho pisemného souhlasu zadavatele.

not delegate any of their responsibilities under this
Agreement to a third party without the Sponsor’s

prior written consent.

consent.
16.2  Unless provided otherwise in this | 16.2  Nestanovi-li tato smlouva jinak, instituce a
Agreement, the Institution and the Investigator shall | zkouSejici nesmé&ji delegovat Zzadnou =ze svych

povinnosti podle této smlouvy na tfeti osobu bez

predchoziho pisemného souhlasu zadavatele.

17. Force Majeure

17. Vyss§i moc

171 A 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 dasledku zasahu vyssi moci (jak je tato
definovana dale), nenese odpovédnost za poruSeni

smlouvy, pokud tato strana:

informs the other Party as soon as possible

(@)

about its inability to perform this Agreement; and

(@)

smlouvu co nejdfive stranu druhou; a

informuje o své neschopnosti plnit tuto

(b) takes all reasonable precautions in order to | (b) pfijme veSkera pifiméfena opatieni, aby
minimize the effect of the Force Majeure. ucinek vyssi moci minimalizovala.
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17.2

Majeure”

For the purposes of this Agreement, “Force
shall mean any event beyond the
reasonable control of the non-performing Party which
makes the performance of this Agreement impossible
or excessively onerous (e.g., strikes, lockouts, riots,
war, fire, floods, storms, earthquakes, measures taken

by public authorities).

17.2 Pro ucely této smlouvy znamena ,,vy$§i moc”
jakoukoli udalost, kterd je mimo rozumnou kontrolu
neplnici strany, a ktera znemoziuje nebo neimérné
komplikuje pInéni této smlouvy (napf. stavky, vyluky,
nepokoje,  valka, vichfice,

pozéar, povodné,

zemétieseni Ci opatieni organu vefejné spravy).

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 nékterd strana neuplatni nebo

nevymaha pravo, jez ji ndlezi podle této smlouvy nebo

pfedpisll, neznamenad, Ze by se tohoto prava vzdala.

settle amicably any dispute related to this Agreement.

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

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

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

vyieseni jakychkoli sport tykajicich se této smlouvy.

19.3

amicably in accordance with Section 19.2 above shall

Any dispute which the Parties cannot settle

be submitted to the competent courts in the Czech

19.3  Jakékoli spory, které strany nedokazi vyiesit
smirn¢€ v souladu s pfedchozim bodem 19.2, budou

predlozeny piislusnym soudtiim v Ceské republice.

Republic.
20. Miscellaneous 20. Riizné
20.1  Severability 20.1  Oddélitelnost

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

provision of this Agreement.

Neplatnost jakéhokoli ustanoveni této smlouvy nijak

neovliviluje platnost ostatnich jejich ustanoveni.

20.2  Entire Agreement - Amendments

20.2 Uplnost smlouvy a dodatky
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20.2.1 This Agreement constitutes the entire
contract between the Parties and replaces any prior

related agreement between the Parties.

20.2.1 Tato smlouva piedstavuje uplnou dohodu

mezi stranami a nahrazuje vesSkera predchozi

souvisejici ujednani mezi stranami.

20.2.2 Amendments to this Agreement shall be
binding if and only if put in writing and signed by the

Parties.

20.2.2 Dodatky k této smlouvé budou zavazné jen
tehdy, pokud jsou vyhotoveny pisemné a podepsany

stranami.
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Executed in 3 original copies by the authorised

representatives of the Parties:

Podepsano ve 3 stejnopisech opravnénymi zastupci

stran:

SIGNED BY CRO IN THE NAME OF CELGENE

INTERNATIONAL II SARL / PODEPSANO
SERVISNi ORGANIZACi JMENEM CELGENE
INTERNATIONAL Il SARL

By / Podpis:

Name / Jméno: XXXXOXXXXXXXXXXXXXX

Title / Funkce: by Power of Attorney/na zakladé plné
moci

1. 8.2018/

Date / Datum:

INSTITUTION /INSTITUCE

By / Podpis:

Name / Jméno: MUDr. Tomas Gottvald

Title / Funkce: Chairman of the Board of Directors/
predseda predstavenstva

22.8.2018

Date / Datum:

By / Podpis:

Name / Jméno: XXX XXXXXXXXX

Title / Funkce: by Power of Attorney/na zakladé plné
moci

1. 8.2018

Date / Datum:

INVESTIGATOR / ZKOUSEJiCi

By / Podpis:

Name / Jméno MUDr. Petr Vyhnalek

18. 8. 2018
Date / Datum:
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ANNEX 1/PRILOHA 1
BUDGET AND PAYMENT TERMS & CONDITIONS / ROZPOCET A PLATEBNI PODMINKY

(section 2.1.1) / (€lanek 2.1.1)

Nemocnice Pardubického kraje, a.s., _QB# CTA_PI | 220un2018_Site#774
Protocol# RPC01-3204 Confidential
Page 31 of 40



Nemocnice Pardubického kraje, a.s., _QB# CTA_PI | 220un2018_Site#774
Protocol# RPC01-3204 Confidential
Page 32 of 40



Nemocnice Pardubického kraje, a.s., _QB# CTA_PI | 220un2018_Site#774
Protocol# RPC01-3204 Confidential
Page 33 of 40



Nemocnice Pardubického kraje, a.s., _QB# CTA_PI | 220un2018_Site#774
Protocol# RPC01-3204 Confidential
Page 34 of 40



Nemocnice Pardubického kraje, a.s., _QB# CTA_PI | 220un2018_Site#774
Protocol# RPC01-3204 Confidential
Page 35 of 40



Nemocnice Pardubického kraje, a.s., _QB# CTA_PI | 220un2018_Site#774
Protocol# RPC01-3204 Confidential
Page 36 of 40



Nemocnice Pardubického kraje, a.s., _QB# CTA_PI | 220un2018_Site#774
Protocol# RPC01-3204 Confidential
Page 37 of 40



Nemocnice Pardubického kraje, a.s., _QB# CTA_PI | 220un2018_Site#774
Protocol# RPC01-3204 Confidential
Page 38 of 40



Nemocnice Pardubického kraje, a.s., _QB# CTA_PI | 220un2018_Site#774
Protocol# RPC01-3204 Confidential
Page 39 of 40



Nemocnice Pardubického kraje, a.s., _QB# CTA_PI | 220un2018_Site#774
Protocol# RPC01-3204 Confidential
Page 40 of 40



