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CLINICAL TRIAL AGREEMENT

SMLOUVA O KLINICKE STUDII

For Protocol GED-0301-CD-004

pro protokol GED-0301-CD-004

This Clinical Trial
“Agreement”) is by and between:

Agreement (hereinafter, the

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

uzaviena mezi t€émito stranami:

Celgene Corporation, having its principal office at
NJ 07901, USA

(hereinafter called “Sponsor”) represented for the

86 Morris Avenue, Summit,
purposes of this Agreement by Celgene International
S.a.r.], a limited liability company organized under the
laws of Switzerland having its principal office at
Route de Perreux, 2017 Boudry, Switzerland and for
the purposes of signing this Agreement represented by
Quintiles Czech Republic s.r.0., having a place of
business at Radlicka 714/113a, 158 00 Praha 5, Czech
Republic, IC: 247 68 651, DIC: CZ247 68 651;

Celgene Corporation, se sidlem 86 Morris Avenue,
Summit, New Jersey 07901, USA (dale ,,zadavatel”),
zastoupenou pro ucely této smlouvy spolecnosti
Celgene International S.a.r., spoleCnosti s rucenim
omezenym zalozenou podle pravniho fadu Svycarska,
se sidlem Route de Perreux, 2017 Boudry, Svycarsko
a pro ucely podepsani této smlouvy zastoupenou
spole¢nosti Quintiles Czech Republic s.r.o. se sidlem
Radlicka 714/113a, 158 00 Praha 5, Ceské republika,
IC: 247 68 651, DIC: CZ247 68 651

AND

A

Thomayerova nemocnice located at Videiiska 800
140 59 Praha 4, Czech Republic,
Identification number: 00064190, state contributory

postcode

organization established by the Ministry of Health of
the Czech Republic, full text of foundation deed No.
MZDR 17268-1V/2012,
Registry by Municipal Court in Pragure, Section PR,
inlet 1043, represented by doc. MUDr. Zdenék Benes,

registered in Companies

CSc., hospital director (hereinafter the “Institution”);

Thomayerova nemocnice se sidlem Videfiska 800
140 59 Praha 4, Ceska republika, IC: 00064190, statni
pfispévkovd  organizace zfizend Ministerstvem
zdravotnictvi CR, uplné znéni zfizovaci listiny ¢&.j.
MZDR 17268-1V/2012, =zapsand v obchodnim
rejstiiku u Méstského soudu v Praze, oddil Pr, vl.
1043, zastoupend doc. MUDr. Zdetikem BeneSem,

CSc., feditelem nemocnice (dale ,,instituce”);

AND

A

Interni oddéleni

I
Thomayerovy nemocnice, Videtiska 800, 140 59
Praha 4, Czech the

“Investigator”);

Republic  (hereinafter

Interni oddéleni

Thomayerovy nemocnice, Videnska 800, 140 59
Praha 4, Ceska republika (dale ,,zkousejici);
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individually or collectively, as the case may be,

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

jednotlivé nebo piipadné spole¢né dale ,,strana” nebo

Strany”.

The Institution and the Investigator are hereinafter
called “Institution/Investigator” when it is intended
that they be referred to jointly.

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

ze se odkazuje na oba spolecné.

This Agreement is effective as of the last date of

signature below (the “Effective Date”).

Tato smlouva vstupuje v platnost a G¢innost ke dni

posledniho podpisu nize (dale ,,datum ucinnosti’).

WHEREAS VZHLEDEM K TOMU, ZE

@) The Sponsor conducts business in the | (a) Zadavatel podnikd ve vyvoji 1éCivych
development of therapeutic products, compounds, and | piipravka, latek a ¢inidel,

reagents;

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

facilities for the performance of those activities;

vybavenim pro vykon téchto ¢innosti;

(©

Institution or practices medicine in the context of the

The Investigator is an employee of the

Institution;

(©

provozuje 1ékaiskou praxi v jejim ramei;

zkousejici je zaméstnancem instituce nebo

(d)

Investigator to conduct a phase 3 clinical trial “ A

Sponsor requested the Institution and the

Phase 3, Long-term Active Treatment Extension
Study of Mongersen (GED-0301) in Subjects with
Crohn’s Disease” (hereinafter, the “Study”) in
accordance with the following protocol: “ GED-0301-

CD-004";

(d)

realizaci

zadavatel instituci a zkouSejiciho pozadal o

faze 3 klinické studie s nazvem ,,
Dlouhodobé nasledné klinické hodnoceni faze 3 s
aktivni 1é¢bou pripravkem Mongersen (GED-0301)
u pacienti s Crohnovou nemoci ” (dale ,,studie”), a
to v souladu s nasledujicim protokolem: ,,GED-0301-

CD-004;

e) Quintiles, acting through its entities Quintiles
Czech Republic s.r.0., Quintiles Eastern Holdings
GmbH, having its principal office at Stella-Klein-
Low-Weg 15, Rund 4, Haus B, OG 4, 1020 Vienna,

e) Spole¢nost Quintiles jednajici
prostiednictvim svych dcefinych spole¢nosti Quintiles
Czech Republic s.r.o. a Quintiles Eastern Holdings

GmbH se sidlem Stella-Klein-Léw-Weg 15, Rund 4,
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Austria, and for the payment purposes - Quintiles
Limited, having its principal office at 500 Brook
Drive, Green Park, Reading, RG2 6UU, United
Kingdom (individually and collectively 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 acting under a power of attorney

issued by the Sponsor, in Annex 3;

Haus B, OG 4, 1020 Viden, Rakousko a pro ucely
provadéni plateb Quintiles Limited, se sidlem 500
Brook Drive, Green Park, Reading, RG2 6UU,
Spojené kralovstvi (dale jednotlivé i spolecné jen
»Servisni  organizace”) je smluvni vyzkumna
organizace, jejiz hlavni ¢innosti je fizeni klinickych
studii jménem farmaceutickych spoleénosti a realizace
dalsich souvisejicich sluzeb a ktera jedna na zakladé
plné moci vystavené zadavatelem uvedené v Ptiloze

3

()] 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, including
the signature of clinical trials agreements with sites as

well as payment obligations for this Study;

) 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 vetné
podepisovani smluv o provadéni klinickych studii s
jednotlivymi centry i platebni povinnosti v ramci této

studie;

()

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 1NA,
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

11 Unless provided otherwise below, the

definitions of the GCP Guideline (as defined below)
shall apply.

11 Neni-li dale stanoveno jinak, plati definice

obecnych zasad SKP (jak jsou definovany dale).

1.2 In addition, the following terms shall be | 1.2 Krom¢ toho jsou pro ucely smlouvy
defined for the purpose of this Agreement as follows: | definovany nasledujici pojmy takto:
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(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 Mongersen (GED-0301)
is under

which investigation according to the

Protocol.

(¢) hodnoceny lé¢ivy pripravek: 1é¢iva latka

mongersen (GED-0301) hodnocena Vv 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 schvélena

(€

guidelines or code of conduct which applies to the

Regulations: any legislation, regulation,
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).

(e) predpisy: veskeré pravni predpisy, nafizeni,
smérnice a kodexy chovani, které se vztahuji na
realizaci studie (naptiklad jakékoli pfedpisy
implementujici do narodniho prava smérnice EU
2001/20/ES a 95/46/ES, zasady SKP — viz definice

dale).

(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 zaregistrovana

jako ucastnik do studie v centru.

(h) GCP Guideline: the International Conference on

Harmonization E6 Guideline on Good Clinical

(h) zasady SKP: Doporuceni Mezinarodni konference

o harmonizaci zédsad E6 o spravné klinické praxi v

Practice as set out in the latest version of | posledniverzi 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 maximalni usili k

efforts to include the number of Study Participants

zafazeni UcCastnikll studie v poctu uvedeném v priloze
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specified in Annex 1 and to complete the Study in
accordance with the timelines as set out in Annex 2 to

this Agreement.

1 a k dokonceni studie v souladu s casovym
harmonogramem, jak je stanoven v priloze 2 této

smlouvy.

212
Participants in addition to the number of Study

The Institution/Investigator may enroll 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  Instituce/zkousejici je opravnén/a
zaregistrovat ucCastniky studie nad ramec poctu
ucastnikt studie uvedeny v priloze 1, pokud o tom
instituce nebo zkouSejici pred zaregistrovanim
dodate¢nych ucastniki studie pisemné informovali
zadavatele a ten zaregistrovani dodate¢nych tcastnikl

studie neodmitl.

2.1.3

cease the enrollment of Study Participants upon the

The Institution/Investigator shall immediately

Sponsor’s request.

2.13

registraci G€astnika studie okamzité ukongéi.

Instituce/zkousejici na zadost zadavatele

2.1.4.

accordance with the Regulations, the Protocol, and the

The Parties shall conduct the Study in

Sponsor’s instructions.

2.1.4. Strany jsou povinny studii realizovat v
souladu s pfedpisy, protokolem a pozadavky
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 instituce budou hlasit nezadouci
pfihody vzniklé v souvislosti se studii v souladu s
protokolem a piedpisy. Pokud pfedpisy pozaduji,
zavazné nezadouci piithody budou hlasit prislusné

etické komisi.

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

deviation from the Protocol.

S vyhradou odstavce 4.5.2 o zasadach SKP bude
zkousejici nebo instituce zadavatele nebo servisni
organizaci neprodlené pisemné informovat o jakékoli

odchylce od protokolu.

The Institution and the Investigator shall pseudomize
the data transferred to the Sponsor under this
Agreement so as to ensure that the Sponsor cannot

identify any related Study Participant.

Instituce a zkouSejici budou z dat piedavanych
zadavateli na zakladé této smlouvy odstrafiovat osobni
udaje, aby zadavatel nemohl identifikovat jednotlivé

ucastniky studie.

2.1.5. The Investigator shall ensure that the Case | 2.1.5. ZkouSejici  zajisti  pfesné  vypliovani
Protocol: GED-0301-CD-004 CONFIDENTIAL Site#: 491
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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.

formulatt CRF (Case Report Forms). Jakmile néktery
ucastnik studie absolvuje vSechny procedury podle
protokolu, zkousejici zasle ptfislusné formulaie CRF
zadavateli, a to do péti (5) dni 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 nesméji po dobu platnosti

této smlouvy realizovat zadné jiné klinické studie,

které by mohly negativné ovlivnit dostupnost

ucastnikt 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 a
third person (the “Study Coordinator”). The Study
Coordinator shall be appropriately qualified by

training and experience to fulfill his/her duties.

2.1.7. Zkousejici bude zadavatele nebo servisni

organizaci informovat o jakémkoli delegovani
administrativnich povinnosti pii fizeni studie v centru
(dale

Koordinator studie musi mit odpovidajici kvalifikaci

na tfeti osobu ,.koordindtor studie™).

(Skoleni a zkuSenosti) k plnéni ptisluSnych povinnosti.

2.1.8.

its  representatives

The Investigator shall meet with the Sponsor,
the CRO) or

investigators from other Study centers upon the

(including,

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 pribéhu
a vysledku studie. Pokud zadavatel nepozaduje osobni
ucast zkouSejictho na téchto setkdnich, muze
zkousejici Gcasti povéfit jinou vhodnou osobu (napf.

koordinatora studie).

2.2 Prevention of bias

2.2 Prevence stietu zdajmii

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

Zkousejici vyplni (poprvé a pii zmeénach) a zadavateli
zaSle jakékoli prohlaseni poskytnuté zadavatelem
v souvislosti s finanénimi podily zkouSejiciho, jeho
manzela ¢i manzelky a zavislych déti na podnikani

zadavatele. Tato povinnost plati do uplynuti jednoho
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one year after termination of the Study.

roku od ukoncenti studie.

2.3 Compliance with anti-corruption rules

2.3 DodrZeni pfedpisu proti korupci

2.3.1
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 zplsobit poruseni platnych protikorupénich

zakonu stranou druhou.

2.3.2

compensation payable under this Agreement to the

The Parties represent and warrant that the

Institution or the Investigator:

2.3.2

vyplacena na zakladé této smlouvy instituci nebo

Strany prohlasuji a zarucuji se, Zze odména

zkousejicimu:

@)

services to be provided under this Agreement;

represents the fair market value of the

@)

podle této smlouvy;

odpovida trzni hodnoté sluzeb poskytovanych

(b)

negotiations between the Parties;

has been determined through arms-length

(b)

jednéni za podminek obvyklych v obchodnim styku;

byla mezi stranami stanovena na zakladé

(c) 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.

(©

nebo hodnotu zakazek, které si zadavatel udrzel nebo

nebyla stanovena s ohledem na mnozstvi

ziskal od instituce nebo zkousejictho ¢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 prohlaSeni

Institution and Investigator represent and warrant that:

Instituce a zkousSejici prohlasuji a zarucuji se, Ze:

(@)

disqualified, suspended or excluded under any rule, in

the Investigator has never been debarred,

any jurisdiction;

)] nikde

diskvalifikovan ani trvale ¢i docasné vyloucen z

ZkouSejici  nikdy a nebyl

realizace studii podle jakéhokoli pravidla ¢i predpisu;

into this

(b)

Agreement under the Regulations and the internal

they are authorized to enter

rules of the Institution.

(b)

internich smérnic instituce opravnény tuto smlouvu

uvedené subjekty jsou podle predpisi a

uzavrit.
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3.2 Exclusion of persons from involvement in | 3.2 Vylouéeni 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 instituce nebo zkousSejici zjisti, ¢i by s

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.

rozumnou pravdépodobnosti méli védét, ze ncktera
osoba neni opravnéna podilet se na provadéni studie
(napt. kvuli odnéti 1€kaiského diplomu nebo licence),
instituce a takovou osobu

vylouci zkousejici

neprodlené z jakékoli ucasti na studii.

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.

3.2.2 Pokud se takovd osoba dfive na studii

podilela, zkousSejici (nebo instituce, pokud toho
zkousejici nebude

schopen) o tom neprodlené

informuje zadavatele.

3.2.3

shall certify in writing compliance with this provision.

Upon the Sponsor’s request, the Investigator

3.2.3 ZkouSejici na zadost zadavatele pisemné

potvrdi soulad s timto ustanovenim.

3.3 Unavailability of the Investigator 3.3 Nepfiitomnost zkousejiciho
3.3.1 If the Investigator is/will be temporarily | 3.3.1 Pokud bude zkousSejici doCasné 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

exceed seven (7) days, the Investigator shall inform

If the Investigator’s absence exceeds or will

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

ptekro¢i sedm (7) dni, je zkouSejici povinen

zadavatele pisemné informovat o své nepfitomnosti a
osob¢ spoluzkousejiciho uréené¢ho podle bodu 3.3.1.
Pokud zadavatel s osobou spoluzkousejiciho
nesouhlasi, zkouSejici ur¢i jiného kvalifikovaného
Zadavatel souhlas nesmi

spoluzkousejiciho. sviij

odepftit bezdiivodné.

3.3.3  The Investigator shall inform the Sponsor in

3.3.3 Pokud zkouSejici bude trvale neschopen
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writing if he/she will be/is permanently unable to
conduct the Study.

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
bodt 3.2.2 a 3.3.1 této smlouvy, musi tyto zavazky

splnit instituce.

4, Materials

4. Materialy

4.1 Provision of materials by the Sponsor

4.1 Poskytovani materidlu zadavatelem

411

the Investigator the Investigational Medicinal Product

(1) Sponsor shall provide without charge to

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

Forms).

411 (1) Zadavatel poskytne zkousejicimu zdarma

hodnoceny 1éCivy pripravek (dale ,hodnoceny

PpFipravek”), komparator, placebo a dokumenty

nezbytné pro realizaci studie (napi. formulare CRF).

(2) The Sponsor shall provide on loan and free of

(2) Zadavatel dale instituci/zkousejicimu bezplatné

charge the equipment listed in Annex 3 (the | zapujéi vybaveni uvedené v piiloze 3 (dale
“Equipment”) to the Institution/Investigator for the | ,,vybaveni”), a to na dobu trvani studie.

duration of the Study.

4.1.2 The Institution/Investigator shall use the | 4.1.2 Instituce/zkousejici pouziji materialy

materials provided by the Sponsor under the Sections
4.1.1 above for the sole purpose of the Study and, in

accordance with the Protocol and this Agreement.

poskytnuté zadavatelem podle bodu 4.1.1 vyse

vyhradné pro ucely 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 ztistanou

ve vlastnictvi zadavatele.

4.2 Receipt and storage of the IMP

4.2 Piijem a skladovani hodnoceného pripravku

421 The Investigator shall verify and confirm
receipt of the IMP by signing the appropriate

documentation provided by Sponsor.

4.2.1  Zkousejici je povinen zkontrolovat a potvrdit
ptijeti hodnoceného piipravku podpisem do pfislusné

dokumentace poskytnuté zadavatelem.

4.2.2 The Investigator shall ensure that the IMP

4.2.2 Zkousejici zajisti skladovani hodnoceného
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shall

Investigator supervises its distribution.

be stored in a restricted area where the

ptipravku 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
the IMP

accountability provisions of the Regulations to an

Sections 4.2.1 and 4.2.2 above or

appropriate pharmacist under the supervision of the

Investigator or the Institution.

423 Pokud toto umoziuji ptedpisy, zkousejici

nebo instituice mohou nékteré nebo vSechny
povinnosti zkousejiciho nebo instituce podle bodu
421 a 422 vySe nebo povinnosti pii evidenci
hodnoceného ptipravku stanovené predpisy delegovat
na vhodného 1ékarnika, na néjz bude zkousejici nebo

instituce dohlizet.

5. Publication 5. Publikace
5.1 Publication rights 5.1 Publikacéni prava
5.1.1  For the purpose of this Agreement, the term | 5.1.1  Pojem ,,publikace” pro tcely 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 (napt. referaty, abstrakty, postery
¢i podklady k prednasce) nebo tUstni prezentaci o
studii, uréenou osobam, které se na realizaci studie

nepodileji.

51.2

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 piispévek od vSech zkousejicich, kteti

se na studii podileji.

513 The
involved in the Study shall have the right to publish

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
I¢karském Casopise nebo knize, nebo na védecké

konferenci:

@)

Section 5.1.2 above;

after the first multicenter publication under

@ po prvnim uvefejnéni  multicentrické

publikace podle bodu 5.1.2 vyse;

(b)

termination of the Study at all sites; or

one (1) year after completion or premature

(b)

pred¢asném ukonceni studie ve vSech centrech; nebo

jeden (1) rok po fadném dokonéeni nebo
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(©

writing.

if the Sponsor authorized the publication in

(©

schvalil.

pokud zadavatel takovou publikaci pisemné

514
the

The authorship or contribution of any Party to
shall  be
acknowledged in any publication in accordance with

preparation of a publication
the Uniform Requirements for Manuscripts Submitted
to Biomedical Journals of the International Committee

of Medical Journal Editors.

5.1.4  Autorstvi nebo piispévek kterékoli strany k
pripravé publikace bude v publikaci pfiznan podle
jednotnych pozadavki na rukopisy predkladané k
publikaci v biomedicinskych ¢asopisech stanovenych
Mezindrodni komisi editort 1€katskych casopist

(ICMJE).

5.2 Review of draft publications by the Sponsor

52

Piezkoumani navrhit publikaci zadavatelem

5.21 The shall
publication to the Sponsor for its review at the latest

Investigator send any draft

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

publisher or the organizer of a scientific event.

5.2.1  ZkousSejici veskeré navrhy publikaci zasle
zadavateli k prezkoumani nejpozdéji do Sedesati (60)
dnti pted jejich odeslanim Casopisu, vydavateli nebo

organizatorovi 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 navrhu za ptedpokladu, ze

tyto neohrozuji védeckou integritu publikace.

not jeopardize the scientific integrity of the
publication.
5.2.3 The Sponsor shall be deemed to approve a | 5.2.3 Pokud zadavatel neodpovi do Sedesati (60)

publication if it did not respond within sixty (60) days
(the “Review Period”) after receipt of a draft

publication.

dnti od obdrzeni navrhu publikace (,,recenzni lhiita”),

navrh je povazovan za schvaleny.

5.2.4
necessary to protect its intellectual property rights, the
shall

submission with another ninety (90) days upon the

In order to enable the Sponsor to take steps

Investigator postpone the aforementioned
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.

52.4 Aby mohl zadavatel podniknout kroky
nezbytné k ochrané svych prav duSevniho vlastnictvi,
na pisemnou zadost zadavatele odlozi zkousejici vySe
uvedené zaslani k publikaci o dal$ich devadesat (90)
dntl za ptedpokladu, ze zkouSejici zadost obdrzi pred
uplynutim recenzni lhiity. Devadesatidenni (90-denni)

lhtita se za¢ina pocitat az po uplynuti recenzni lhity.
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6. Monitoring, audits and inspections 6. Monitorevani, audity a inspekce

6.1 Monitoring and audits 6.1 Monitorevdni 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 | u¢inéného s dostateénym piedstithem, umozZni
representatives (e.g., CRO) to monitor or audit the | zadavateli nebo jeho zastupcim (napf. servisni

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.

organizaci), monitorovani a audit prib¢hu studie v
centru, a to béhem bézné pracovni doby. Instituce a
zkousejici poskytnou zadavateli a jeho zastupcim pfi
monitorovacich nav§tévach a auditech plnou
soucinnost. Monitorovani a audity mohou zahrnovat
kontrolu a kopirovani zakladnich dokumentd,
posouzeni relevantnich systémid zpracovani dat a
pohovory s osobami, které se na realizaci studie

podilely.

6.1.2

at the Site after inclusion of the first Study Participant.

The Sponsor may conduct monitoring visits

6.1.2 Zadavatel miize provadét kontroly v centru

po zafazeni prvniho ¢astnika studie.

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  Pfi jakékoli kontrole zdrojové dokumentace
zadavatelem ¢i jeho zastupci musi byt bran tadny

ohled na ochranu osobnich daji ucastnika studie.

6.2

competent authority

Inspections by and communication with a

6.2

komunikace s nimi

Inspekce  kompetentnich  organu  a

6.2.1

cooperate with any competent authority which will be

The Institution and the Investigator shall fully

or is conducting an inspection of the Site regarding

the Study. The Institution and the Investigator hereby

6.2.1 Instituce a zkouSejici jsou povinni plné
spolupracovat s jakymkoliv piislusnym organem,
ktery bude provadét nebo provadi inspekce centra

ohledné studie. Instituce a zkouSejici timto zadavatele

authorize the Sponsor to participate in those | opraviuji k uéasti na téchto inspekcich.
inspections.
6.2.2 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

strany pfipravi nadchazejici inspekci, odpovédi na

dotazy nebo inspekéni zpravu ze strany ptislusného
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report from a competent authority with regard to the
Study.

organu V souvislosti se studii .

6.2.3

inform

The
the

Institution or the Investigator shall

promptly
communication from or to a competent authority

Sponsor about any
regarding the Study (including an inspection by an
authority). They shall provide a copy of those

communications to the Sponsor.

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

Poskytnou také zadavateli kopii této komunikace.

6.3 Monitoring, audit and inspection findings

6.3

Nalezy z monitorovani, auditit 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 piiméfené dobé od obdrzeni

takového nalezu.

7. Confidentiality

7. Divérnost 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 kterdkoli ze stran obsah této smlouvy a
informace ziskané od strany druhé na zaklad¢ této
smlouvy nebo v disledku studie poskytnout svym
zaméstnancim, subdodavatelim nebo zastupcim
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 by

Either Party which discloses information to a

contract that this third party shall not disclose the

information to another unauthorized person.

)

osobé podle bodu 7.1 (1) vySe, formou smlouvy

Strana, ktera tyto informace poskytne treti

zajisti, aby tato osoba informace neposkytovala dalsi,

nepovolané osobé.

7.2 Unless required otherwise by law, no Party | 7.2 Nevyzaduje-li zadkon jinak, zaddna ze stran
shall disclose the content of this Agreement to any | neprozradi obsah této smlouvy jiné osobé.

third party.

7.3(1) Unless required otherwise by law, neither | 7.3 (1) Nevyzaduje-li zakon jinak, instituce ani
the Institution nor the Investigator shall disclose any | zkousejici  nesdéli ~ tfeti  osob&é  informace
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information collected as a result of the Study (e.g.,

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

shromazd'ované v disledku studie (napt. 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 zkousSejici neposkytnou tieti osobé

smlouvy.

7.4
proprietary information of the Institution or the

The Sponsor shall not disclose any

Investigator to a third party.

7.4 Zadavatel nebude poskytovat zadné chranéné

informace instituce nebo zkousejiciho tfetim osobam.

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

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

procedure) or another third party;

kompetentnimu organu (napi. pii registraci nebo

schvalovani pfipravku) nebo jiné tfeti osob¢;

(b)

made available to the general public; or

the information concerned had been lawfully

informace

(b) byly

zpusobem zptistupnény Siroké vefejnosti; nebo

ptislusné 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

kterd informace

©

poskytne tieti osobé, tyto informace ziskala od osoby,

Strana, poskytla nebo

kterd u nich neni véazdna povinnosti zachovavat

not bound by any confidentiality obligation regarding | ml¢enlivost.
the information.
7.6 The Sections 7.2, 7.3 and 7.4 shall not apply | 7.6 Body 7.2, 7.3 a 7.4 se nevztahuji na

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

disclosed information is relevant.

poskytovani informaci ve védeckych publikacich
podle bodu 5 vyse za predpokladu, ze jsou zvetejnéné

informace relevantni.

7.7 No Party shall use information which it must
hold confidential under Sections 7.2 through 7.4
above for another purpose than the performance of

this Agreement.

7.7 Z4dna strana nebude informace, které je
povinna zachovavat v davérnosti podle bodi 7.2 az
7.4 vyse, vyuzivat k jinym uceliim, nez je plnéni této

smlouvy.
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7.8

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

Party.

7.8

povinna zachovavat v divérnosti podle bodd 7.2 az

Pokud poskytnuti informaci, které je strana

7.4 vyse, naridi organ vetejné spravy, musi o tom tato
strana v rozsahu povoleném zakonem neprodlené

informovat stranu druhou.

The obligations of confidentiality contained in this
Section 7 will not apply to publication of this
Agreement in the contracts register pursuant to Act
No. 340/2015 Coll., on Special Prerequisites for the
Effectiveness of Certain Contracts, the Publication of
Those Contracts, and the Register of Contracts
(“Contracts Register Act), with the exception of any
information outside of the scope of such publication,
including, in particular, information constituting trade
secret pursuant to Section 504 of the Civil Code,
namely Study description, Study budget and all other
payments schedules or arrangements between the
Parties, Study data, Study Protocol, Investigator’s
brochure, etc. The Parties agree that the publication of
this Agreement in the contracts register shall be
carried out by the Institution, within 15 days of the
conclusion of this Agreement at the latest, and the
Agreement shall be published by the Institution in
accordance with Annex 9 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 the event 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.

Povinnosti zachovani obchodniho tajemstvi uvedené
vtomto oddilu 7 se nevztahuji na zvefejnéni této
smlouvy Vv registru smluv podle zdkona ¢. 340/2015
Sb.,
nekterych

zakon o zvlaStnich podminkéch Uc€innosti

smluv, uvefejiiovani téchto smluv
a o registru smluv (dale jen "zakon o registru smluv")
s vyjimkou informaci, které nespadaji do oblasti
pusobnosti takového zvetejnéni, zejména informace
obchodni § 504

studie,

predstavujici tajemstvi  podle

popis
rozpoCet studie a vSechny ostatni platebni rozvrhy

obCanského zakoniku, jmenovité
nebo ujednani mezi smluvnimi stranami, data studie,
studijni protokol, brozuru zkous$ejiciho atd. Strany se
dohodly, ze zvefejnéni této dohody v registru smluv
provede instituce nejpozdéji do 15 dni od uzavieni
této smlouvy a instituce zvetejni dohodu v souladu s
ptilohou 9, ktera obsahuje wverzi této smlouvy
upravenou pro ucely zvefejnéni, tj. bez informaci
pfedstavujicich  obchodni tajemstvi a  dalSich
informaci, které by mély byt z publikace vylouceny v
souladu se zdkonem o registru smluv. V pfipad¢, ze
zadavatel neni pfimo informovan spravcem registru
smluv, instituce neprodlené poskytne zadavateli
potvrzeni o zvefejnéni smlouvy v registru smluv. V
ptipadé, ze zadavatel neobdrzi potvrzeni o zvefejnéni
smlouvy ve vySe uvedené 1hité, strany se dohodly, ze
smlouva bude nasledné zvefejnéna zadavatelem v
souladu s pfilohou 9. Instituce uhradi zadavateli

veskeré Skody a naklady vzniklé v disledku toho, ze
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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 9. The Institution shall
indemnify the Sponsor for any and all damage and
costs incurred as a result of Institution’s failure to
duly publish this Agreement in the contracts register
in accordance with the above terms. The estimated
value of financial payment under this Agreement shall

be approximately CZK 947,845.

instituce fadné neuvefejnila tuto smlouvu v registru
smluv v souladu s vysSe uvedenymi podminkami.
Predpokladana hodnota finan¢niho plnéni dle této

Smlouvy ¢ini ptiblizné 947,845 K¢.

8. Intellectual Property 8. Dusevni vlastnictvi

8.1 Ownership of intellectual property rights 8.1 Viastnicky vztah k prdavim z duSevniho
vlastnictvi

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

use the name of another Party in any form of public

information, without that Party’s prior written

consent.

pouzit v jakékoli podobé vefejné informace nazev
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.qg., 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 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

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, formulate CRF, vynalezy, objevy, know-how),
nebo pifi pouziti hodnoceného piipravku dodaného
zadavatelem (nebo jeho zastupcem) na zakladé této
smlouvy vyluénym vlastnictvim zadavatele. Instituce
a/nebo zkousejici ucini vSechna nezbytna opatieni,
aby narok na vySe uvedend 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 or the

8.1.3

lékarské

Zdrojova dokumentace ke studii

studie)

(napf.

zaznamy  Ucastnikd zlstane

vlastnictvim instituce nebo zkousejiciho v souladu s
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Investigator 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 (for example

ptislusnym zakonem). Instituce a zkousejici vSak data
ze studie obsazena v dokumentaci nebudou bez
ptedchoziho pisemného souhlasu zadavatele vyuZzivat
a poskytovat tietim osobam pro jiné ucely, nez je
plnéni této smlouvy (napt. k publikaci podle bodu 5

vyse) nebo poskytovani zdravotni péce ucastnikiim

publication under Section 5 above) or the provision of | studie.
medical care to a Study Participant.
8.1.4  The Institution and the Investigator shall not | 8.1.4  Instituce a zkouSejici nezapoji do realizace

involve in the conduct of the Study any third person
who has not acknowledged the Sponsor’s rights under

this provision.

studie zadné tfeti 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

formulafe CRF nebo jiné vysledky prace vzniklé

Instituce a zkouSejici nemaji pravo data,

podle této smlouvy zadrzovat.

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

inform the Sponsor about any invention which

occurred in the context of the Study.

neprodlené informovat o vSech 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
this

connection with the IMP supplied under

Agreement shall be vested in the Sponsor.

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

duSevniho vlastnictvi vztahujici se k vynalezu
vytvofenému zaméstnancem instituce v ramci studie
nebo v souvislosti s pouzitim hodnoceného ptipravku

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
Agreement (for example, by preparing documentation

supporting those rights).

8.2.2 Instituce a zkouSejici jsou dale povinni

zadavateli na jeho néklady poskytnout plnou
souCinnost, aby mohl pIn¢ ochranit sva prava
dusevniho vlastnictvi podle této smlouvy (napf.

ptipravou dokumentace tato prava dokladajici).
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9. Termination 9. Ukonc¢eni smlouvy
9.1 Conditions of termination 9.1 Podminky ukoncéeni
9.1.1 This Agreement shall remain in effect until | 9.1.1 Tato smlouva zGstane v u¢innosti az do

the closeout visit of the Site upon completion of the
Study.

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

vypovedi s okamzitou tc¢innosti, pokud:

Zadavatel vSak mtze tuto smlouvu vypoveédét

@ 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 (napft. s ohledem na bezpecnost ucastnikt studie;
studie ztratila védecky smysl nebo centrum jizZ nema

dostatecné zdroje);

(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 tii (3) mésice;
(© the Institution or the Investigator violated the | (c) instituce nebo zkousejici porusi pfedpisy tak,

Regulations so as to jeopardize the safety of the Study

Participants or the integrity of the Study data;

7ze to ohrozi bezpeCnost ucastnikii 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 véas 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 nezaregistruje Zadného
vhodného tucastnika studie do Sesti (6) mésici od

uvodni navstévy centra;

()] an absence of the Investigator exceeds seven
(7) days and the Parties cannot agree within a
reasonable time upon a suitable sub-investigator to
whom the

Investigator responsibilities will be

delegated under Section 3.3.1 above.

U] zkousejici je nepfitomen po dobu delsi nez
sedm (7) dni a strany se nejsou v piimétené lhuté
schopny domluvit na vhodném spoluzkousejicim,
kterému mozno povinnosti

by bylo predat

zkousejiciho podle bodu 3.3.1 vyse;

)

the Investigator can no longer fulfill his

neni dale schopen plnit své

()

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

suitable person who will replace the Investigator.

povinnosti podle této smlouvy a zadavateli a instituci
se nepodaii v rozumné lhité urcit vhodnou osobu,

ktera zkousejiciho nahradi.

9.1.3
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.

9.1.3 Kazda ze stran miZze tuto smlouvu vypoveédeét
v pfipadé zasahu vys§i moci (jak je definovana nize),
pokud tato zabrani stran¢ druhé v plnéni této smlouvy

po dobu delsi nez jeden (1) mésic.

9.14
breached this Agreement and fails to remedy that
breach (if remediable) within thirty (30) days of

This Agreement shall be terminated if a Party

receipt of a notice from the other Party.

9.1.4 Smlouva bude ukonéena v piipadé€, Ze jedna
ze stran smlouvu porusi a nezjedna napravu (pokud je
to mozné) do tficeti (30) dni po obdrZeni oznameni

druhé strany.

9.2 Consequences of termination 9.2 Duisledky ukondéeni

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

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

and

(b) cease, to the extent medically and ethically | (b) zastavi, v rozsahu, v némz je to lékaisky 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) return any materials and destroy unused | (d) vrati veskeré materialy a zni¢i nepouzité 1éky
medicines (including products returned by Study | (v€etné piipravkll vracenych ucastniky studie)

Participant) provided under Sections 4.1.1; and

poskytnuté podle bodu 4.1.1; a

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

under this Agreement.

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

na zakladé této smlouvy.

)

have any retention right with respect to the materials,

The Institution and the Investigator do not

medicines and the documentation which must be

)
materialy, 1éky a dokumentaci, které musi byt vraceny

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

Instituce a zkousejici nemaji pravo zadrzovat

Protocol: GED-0301-CD-004

0B-19319 CTA I 26)un17 Final

CONFIDENTIAL

Site#: 491
Page 19 of 39



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

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

Castky zaplacené nebo splatné podle bodu 11 nize

Je-li tato smlouva ukonéena piedasné,
budou pomérné snizeny, jak je uvedeno v Priloze 1, a
to na zakladé prace provedené fadné¢ a v souladu s
protokolem. Instituce neprodlené vrati uhrazené, ale

neopravnéné castky podle tohoto ustanoveni.

9.2.3  If the Agreement is terminated under Sections
9.1.2 (a), (b), (d) through (g) and 9.1.3, the Sponsor
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

9.2.3  Je-li smlouva ukonc¢ena podle bodu 9.1.2 (a),
(b), (d) az (g) a 9.1.3, zadavatel uhradi veskeré
naklady vzniklé tfetim osobam v souladu s touto
smlouvou do data ugéinnosti ukondeni, které budou

splatné do dne ukonceni, a pokud budou nezrusitelné,

non-cancellable, after the effective date of | i pokud budou splatné po dni ukonéeni. Zadné dalsi
termination. No additional compensation shall be | odskodnéni nebude instituci ani zkouSejicimu
payable to Institution or Investigator. vyplaceno.

9.2.4  Provisions which, by their nature, shall | 9.2.4  Ustanoveni, ktera ze své podstaty zustavaji v

continue to apply after the term of this Agreement
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).

platnosti 1 po vyprSeni smlouvy, zlstanou v platnosti,
a to i po pred¢asném ukonceni smlouvy: napi. 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 udaju).

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 naklady na 1ékatskou péci
vynaloZené ucastnikem studie, vzniklé v dusledku
nezadoucich ptihod vyplyvajicich pfimo ze studie,

pokud:

@ the adverse event has not been caused by the
Institution’s or the Investigator’s willful misconduct,
negligence, breach of this Agreement or the Protocol;

and

@) nezadouci  piithoda nebyla  zptsobena
umyslnym pochybenim, nedbalosti nebo porusenim
této smlouvy nebo protokolu ze strany instituce nebo

zkousejiciho; a
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(b)

adverse event or its consequences.

the expenses are necessary to treat the

(b)
ptihody nebo jejich nasledki.

tyto néklady jsou nutné k 1é¢bé nezadouci

10.2

liability for damage shall be taken out to cover the

The Sponsor has ensured that insurance of
Sponsor and Investigator as per § 52 paragraph 3
letter f) Act on Drugs prior the commencement of the
Study. The shall

compensation for death or injury incurred by a Study

insurance also cover any

Participant as a result of the Study. A Certificate of

Insurance is enclosed hereto as Attachment 4.

10.2
bude

Zadavatel zajistil, ze pfed zahijenim Studie

pro ného jako Zadavatele a Hlavniho
zkousejiciho uzavieno pojisténi odpovédnosti za
Skodu ve smyslu § 52 odst. 3 pism. f) zédkona o
lé¢ivech, jehoz prostfednictvim bude =zajisténo i
odSkodnéni v piipadé smrti Gcastnikd studie nebo v
pfipad¢ Skody vzniklé na zdravi UcCastnikll studie
v disledku provadéni Studie. Potvrzeni o uzavieném

pojisténi je ptilohou 4 této smlouvy.

10.3

secure and maintain in full force and effect insurance

The Institution and the Investigator shall

which covers their professional and general liability in

amounts  appropriate  to the conduct of

Institution’s/Investigator’s  activity  under  this
Agreement. For the avoidance of any doubt, it is
understood that the insurance of the Institution is not

the insurance for clinical trials.

10.3  Instituce a zkousSejici jsou povinni sjednat a
udrzovat Vplné platnosti a ucinnosti pojisténi své
obecné odpovédnosti za Skody a Skody pii vykonu
povolani, a to v pojistnych castkach piiméfenych

jejich aktivitdm podle této smlouvy.
Pro vylouceni vsech pochybnosti se rozumi, Ze

pojistna smlouva Instituce neni pojistnou smlouvou

pro klinické hodnoceni.

10. 4 In the case of any illness or injury that occurs to

a Study  Participant the  Sponsor and
Investigator/Institution will (if the Study Participant
raises a claim beyond the insurance coverage) seek to
negotiate an out of court compensation of Study
Participant’s claims. If this out of court compensation
is not acceptable then the Sponsor agrees to reimburse
the Institution/Investigator‘s damages in the amount
of Study Participant’s claim or of Study Participant 's
legal representative's claim successfully claimed
under Czech legal order. This claim should apply to
injury (including death) that occurred to the Study

Participant and resulting from the intake of the IMP

10.4 V priipadé poSkozeni zdravi ucastnika studie
budou zadavatel a zkouSejici/zdravotnické zafizeni
(v ptipadg, Ze Gcastnik studie vznese narok na nahradu
Skody nad ramec pojistného pInéni) usilovat o
mimosoudni  vyrovnani  ndrokli  vznesenych
ucastnikem studie. Pokud k takovému mimosoudnimu
vyrovnani dohodou nedojde, zavazuje se Zadavatel
poskytnout instituci/zkousejicimu nahradu $kody ve
vysi ucastnikem studie nebo jeho zakonnymi zastupci
uspésné uplatnéného naroku u soudu dle pravnich
predpisti platnych v Ceské republice. Tento narok se
pfitom musi tykat zdravotni Gjmy (véetné umrti),

ktera ucastniku studie vznikla v dusledku uziti/uzivani
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and correctly used in the Study, evaluation,

assessment or clinical operation or procedure
performed within the Study that the Study Participant
would have not been exposed to if he/she had not

participated in the Study.

hodnoceného piipravku spravné aplikovaného v ramci
vykonu studie, vysetfeni, hodnoceni nebo klinického
zakroku nebo postupu provedeného v ramci provadéni
studie, kterym by tucastnik studie nebyl vystaven,
kdyby se studie nezacastnil.

Institution/Investigator‘s claim to obtain the damages
reimbursed according to the previous paragraph is

invalid if:

Narok Instituce/zkousSejiciho na nahradu Skody dle

pfedchoziho ustanoveni nevznika, jestlize:

a) The injury of Study Participant (including
death) has been caused by wilful act, negligence,
wrongful conduct or breach of any obligation
stipulated for the Institution/Investigator or the
Institution/Investigator by legal guideline or by this

Agreement including all its appendices;

a) zdravotni jma (vCetn€¢ Umrti) uCastnika

studie byla zptsobena umysIn¢, nedbalosti,

protipravnim jedndnim nebo nesplnénim povinnosti
stanovené instituci/zkousSejicimu pravnim piedpisem

nebo v této smlouve, véetné vsech jejich piiloh;

b) The Investigator has not notified to the
Sponsor in writing within twenty (20) working days

of the date the Investigator became aware of the claim

b) zkousejici do dvaceti (20) pracovnich dnd
ode dne, kdy se dozvédél, ze byl vii¢i nému uplatnén

narok na nahradu Skody, neoznamil tuto skutecnost

for damages having been made. The notice shall be | pisemné¢ zadavateli. Oznameni bude odeslano
send by registered post to the Sponsor. doporucenou postou zadavateli.

11. Institution Compensation 11. Odména instituce

11.1  Compensation 111  Odména

11.1.1 In consideration of Institution’s and | 11.1.1 Servisni  organizace  uhradi  jménem

Investigator’s services under this Agreement, the
CRO shall pay, on behalf of the Sponsor, to the payee
stated in Annex 1 a fee per Study Participant as set

out in the same Annex, provided that the Investigator:

zadavatele za sluzby instituce a zkouSejiciho podle
této smlouvy pfijemci uvedenému v priloze 1 pevnou
¢astku za kazdého ucastnika studie, jak je vymezena v

téze priloze, za predpokladu, ze zkousejici:

(@)

fully in accordance with the Protocol; and

evaluated the Study Participant concerned

(@)

v souladu s protokolem; a

dotceného tucastnika studie vyhodnotil plné

(b)

completed all related CRFs accurately.

(b)

presné vyplnil vSechny souvisejici formulare
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CRF.

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

prorated as specified in Annex 1.

11.1.2 Pokud je ucastnik ze studie v souladu s
protokolem piedCasné vyrazen, castka vyplacena
instituci/zkousejicimu bude pomérné snizena, jak je

uvedeno v p¥iloze 1.

11.1.3 All taxes, except Value Added Tax (VAT) if
applicable, 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 castkach uvedenych v piiloze 1 jsou
zahrnuty veskeré dané€, s vyjimkou ptipadné dané z
pfidané 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
invoices under this Agreement to the CRO for

Institution shall submit all original

payment on behalf of the Sponsor as specified in

Annex 1.

11.2.1 Instituce vSechny originaly faktur
vystavenych na zéklad€ této smlouvy predloZzi servisni
organizaci jednajici jménem zadavatele k proplaceni,

jak je uvedeno v priloze 1.

11.2.2 The Institution shall reference CRO as payor
on behalf of the Sponsor and invoices shall be sent to
the CRO at the address set out in Annex 1 for
settlement. The invoices shall be issued in accordance
with the applicable tax law and contain an accurate
itemization of all fees, supporting documentation and
a Site invoice reference number. If the reverse charge
principle is not applied, VAT at the statutory level
will be added to all amounts included in the budget.
The due date of an invoice shall be within forty five

(45) days of its issuance.

11.2.2 Instituce bude servisni organizaci na
fakturach oznaovat jako platce jménem zadavatele a
faktury k tihradé budou zasilany servisni organizaci na
adresu uvedenou v Priloze 1. Faktury budou
vystavovany v souladu s platnym danovym zakonem
a musi obsahovat pfesny rozpis vSech poplatki,
podklady a referenéni c&islo faktury centra. Pokud
nebude uplatnén princip reverse charge, bude ke vSem
¢astkdm uvedenym v rozpoctu piipo¢teno DPH v
zakonné vysi. Splatnost faktury bude Cinit Ctyticet pét

(45) dni od data jejiho vystaveni.

11.2.3 Sponsor, through CRO, shall make payments to
the Institution on a quarterly bases pursuant to the
attached budget for all performed visits of the Study

Participants. The payment term shall begin on the date

11.2.3 Zadavatel, prostiednictvim CRO, bude Instituci
poskytovat finan¢éni plnéni kvartadln¢ v souladu s
pfilozenym rozpoctem za uskuteCnéné navsteévy

ucastnikti studie. Platebni obdobi bude zahajeno
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of the site initiation visit at Institution.

datem inicia¢ni nav§té€vy v Instituci.

CRO shall provide the Institution with a payment

report including all performed visits of Study
Participants and any related payments (including
invoiceable items/conditional procedures) for the
applicable payment term. Within thirty (30) days of
the end of the applicable payment term, the payment

report and invoice issuance notice shall be sent to the

Institution at the following e-mail addresses:
and

NP 0000000089 The date of taxable event

shall be the receipt of the payment report by the

Institution.

Servisni organizace poskytne Instituci platebni

prehled zahrnujici veSkeré provedené navstévy
ucastnikt studie, vSechny souvisejici platby (véetné
fakturovatelnych polozek/podminénych procedur) za
dané obdobi. Platebni piehled a vyzva k vystaveni
faktury budou zaslany Instituci ve 1hité tficeti (30)

dnti od ukonceni tohoto platebniho obdobi, a to e-

mailem na DOOOKXKKXKXXXXXKXXXK a
peseeverevesesereresl. Datem zdanitelného plnéni

bude den doruceni platebniho pfehledu Instituci.

The Institution shall raise an invoice in accordance of

the payment report.

Instituce vystavi fakturu kterd bude odpovidat tomuto

platebnimu prehledu.

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:

@ payments shall be made every three months
upon receipt of an invoice in accordance with Section
11.2.1 and 11.2.2 above;

@) platby budou poukazovany jednou za tii
mésice po obdrzeni faktury v souladu s body 11.2.1 a
11.2.2 vyie;

(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, kteti zmeskali

posledni navstévy, ktera jesté probéhla v souladu s

protokolem.

11.3.2 The Sponsor, through CRO, 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 muze prostiednictvim servisni
organizace zadrzet platby (nebo jejich ¢ast) v pripadé,
ze zkousejici neposkytne data v souladu s touto
smlouvou nebo protokolem. Zavére¢ny doplatek, tj.
zadrzovand Castka, bude poukdzidn po uzamceni

databaze v souladu s PFilohou 1 za pfedpokladu, Ze:
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@ the data provided by the Investigator are | (a) data poskytnuta zkouSejicim jsou Uplna a
complete and consistent; konzistentni;

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

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

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

any equipment, materials and unused medicines under
Section 9.2.1(d).

vybaveni, materidly a nepouzité 1éky 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
ucastnikt studie, odména bude poukéazdna za dobu do
navstévy, po niz se zadavatel nebo servisni organizace
dozvédéli o poruseni protokolu. Toto ustanoveni plati,
aniz by tim byla dotCena prava ucastniki studie v
ramci této smlouvy (i v ramci piedpisil) nebo prava

zadavatele na pouziti dalsiho opravného prostedku.

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 zkouSejici budou uchovavat vsechny
zakladni dokumenty po dobu stanovenou piedpisy, ne
vSak mén€ nez 15 let po dokonceni nebo piedcasné

ukonéeni studie.
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13. Data Protection

13. Ochrana osobnich idaja

13.1  Security

13.1  Zabezpeleni

13.1.1 (1) The Parties shall take all measures which
are necessary to protect personal data processed under
unlawful

destruction, loss or damage and unauthorized or

this Agreement against accidental or

unlawful disclosure, access or processing.

13.1.1 (1) Strany ucini vSechna opatieni nezbytna k
ochran¢ osobnich udaji zpracovavanych podle této
smlouvy proti nahodnému nebo protipravnimu
zniceni, ztraté nebo poskozeni a neopravnénému nebo

nezakonnému zvefejnéni, ptistupu nebo zpracovani.

)

this Agreement any

“Personal data” shall mean for the purpose of
information related to an

identified or identifiable natural person.

)

rozumi jakékoliv informace vztahujici se k ur¢ité nebo

,Osobnimi udaji” se pro ucely této smlouvy

uréitelné fyzické osobg.

13.1.2 The

inform the Sponsor in writing within 24 hours of any

Institution or the Investigator shall
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

13.1.2 Instituce nebo zkousejici budou zadavatele
pisemné do 24 hodin informovat o jakémkoli jejich
nahodném nebo protipravnim zniceni, ztrat€¢ nebo
poskozeni a neopravnéném nebo nezakonném
zvefejnéni, pfistupu nebo zpracovani. Instituce a

zkouSejici jsou povinni zadavateli poskytnout plnou

that security breach in accordance with the | souéinnost pfi feSeni tohoto poruSeni bezpeénosti Vv
Regulations. souladu s piedpisy.
13.2  Requests from Study Participants 13.2  Zddosti viéastnikii 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 0 jakékoliv Zadosti obdrZzené od udastnika
studie o pfistup, opravu nebo vymaz osobnich udaju,
které jsou 0 ném Vv souvislosti se studii uchovavany.
Instituce a zkouS$ejici jsou povinni tyto pozadavky

fesit v souladu s piiméfenymi pokyny zadavatele.

13.3  Personal data regarding persons involved in
the conduct of the Study

13.3

realizace studie

Osobni udaje tykajici se osob zapojenych do

13.3.1 With respect to personal data concerning the

13.3.1 ZkousSejici timto zmociiuje zadavatele k
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Investigator which the Sponsor collected under this
Agreement, the Investigator hereby authorizes the

Sponsor to:

nasledujicim operacim s osobnimi udaji 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;

@) zpracovavani a vyuziti téchto udaji pro ucely

plnéni smlouvy, vedeni studie a dodrzovani ptedpist;

(b)

(including, in the context of registration/ marketing

to disclose the data to competent authorities

authorization procedures, investigations or litigation);

(b)

procesu registrace, schvalovani, pro tcely vysetfovani

poskytnuti udajii prislusSnym organiim (vcetné

nebo soudniho sporu);

(c) transfer those data to a third party which will
process the data on behalf of the Sponsor for

aforementioned purposes;

) pfedani téchto dat tfeti strané, ktera bude
zpracovavat data z povéfeni zadavatele pro vyse

uvedené ucely;

(d)

other country outside the European Economic Area

transfer those data to the United States or any

(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

pfedani téchto udaji do USA nebo jinych

stejnym ucelum. Zadavatel je povinen zajistit, Ze tyto
udaje budou zpracovavany na urovni odpovidajici

ochrané udajii 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

@) neposkytla pisemné opravnéni ke zpracovani,

pouziti a  pfedani svych  osobnich  daji

this Agreement will be processed, used and | shromazdénych podle této smlouvy, jak je popsano
transferred as described above; and vyse; a
(b) has not been informed about his related rights | (b) nebyla informovdna o svych souvisejicich

under the Regulations and this Agreement.

pravech vyplyvajicich z ptedpist a této smlouvy.

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

13.3.3 Zkousejici a kterykoli jiny subjekt udaju
zapojeny do provadéni studie se muze obratit na
zadavatele na adrese uvedené v bodu 14 za ucelem

vykonu prava na pfistup, zménu nebo smazani v
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rights under the Regulations.

souladu s predpisy.

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
bude

doruceno

vyhotoveno pisemné a
bude-li

doporucené postou nebo na dorucenku, renomovanou

povazovano za

dostate¢né, osobné, zaslano

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

If to the Institution or the Investigator:

Instituce nebo zkousSejici:

Thomayerova nemocnice

AN A TR [ RDX X XXX XX XXX XXX XX XXX

Videtiska 800, postcode 140 59, Praha 4

Czech Republic

DO XXX XX

Thomayerova nemocnice

K rukam: EeCererseressesee el

Videiiska 800, 140 59, Praha 4

Ceska republika

PO XXXXXX

If to the Sponsor:

Zadavatel:

Celgene International S.a.r.l.

Route de Perreux 1

2017 Boudry, Switzerland

Attention: Associate Director Site Contracts

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

same address

Celgene International S.a.r.l.

Route de Perreux 1

2017 Boudry, Switzerland

K rukam: Associate Director Site Contracts

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

tutéz adresu)

and to CRO:

a servisni organizaci:

Quintiles Czech Republic s.r.o.,
Radlicka 714/113a,
158 00 Praha 5,

Czech Republic

Quintiles Czech Republic s.r.o.,
Radlicka 714/113a,
158 00 Praha 5,

Ceska republika

Protocol: GED-0301-CD-004

0B-19319 CTA I 26)un17 Final

CONFIDENTIAL

Site#: 491
Page 28 of 39



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.

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

jedné a instituci a zkousejicim na strané druhé.

15.2  Neither Party has the authority to bind the

other, nor the other’s representatives.

15.2  Zadna ze stran nema pravomoc zavazovat

druhou, a to ani jeji zastupce.

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

assign their rights or obligations under this Agreement

without the Sponsor’s prior written consent.

prava ani zavazky podle této smlouvy jiné osobé bez

predchoziho pisemného souhlasu zadavatele.

16.2

the Institution and the Investigator shall not delegate

Unless provided otherwise in this Agreement,

any of their responsibilities under this Agreement to a

third party without the Sponsor’s prior written

16.2  Nestanovi-li tato smlouva jinak, instituce a

zkousejici nesméji delegovat zadnou ze Svych
povinnosti podle této smlouvy na téeti osobu bez

predchoziho pisemného souhlasu zadavatele.

consent.
17. Force Majeure 17. Vys$si moc
171 A Party which fails to perform this | 17.1  Strana, ktera nebude schopna tuto smlouvu

Agreement as a result of Force Majeure (as defined
below) shall not be held liable for breach of contract if
that Party:

plnit v disledku zasahu vys§i 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)

minimize the effect of the Force Majeure.

takes all reasonable precautions in order to

(b)

ucinek vyssi moci minimalizovala.

pfijme veskerd pfiméfena opatieni, aby

17.2  For the purposes of this Agreement, “Force

17.2

Pro ucely této smlouvy znamena ,,vyssi moc”
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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 (e.g., strikes, lockouts, riots, war,
fire, floods, storms, earthquakes, measures taken by

public authorities).

jakoukoli udalost, ktera je mimo rozumnou kontrolu
neplnici strany, a kterd znemoznuje nebo neiimérné
komplikuje pInéni této smlouvy (napf. stavky, vyluky,
nepokoje,  valka, vichfice,

pozar, povodng,

zemétieseni Ci opatfeni organi 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.

v

Skutecnost, ze nékterd strana neuplatni nebo

nevymaha pravo, jez ji ndlezi podle této smlouvy nebo

predpisi, 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 fidi pravnim fadem Ceské
laws of the Czech Republic. republiky.

19.2  The Parties shall use reasonable efforts to | 19.2  Strany vynalozi ptfimé&fené usili ke smirnému

settle amicably any dispute related to this Agreement.

vyteseni 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 vytesit
smirmé v souladu s pfedchozim bodem 19.2, budou

predloZeny pislusnym soudim v Ceské republice.

Republic.
20. Miscellaneous 20. Ruzné
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

20.2.1 This

contract between the Parties and replaces any prior

Agreement constitutes the entire

20.2.1 Tato smlouva piedstavuje Uplnou dohodu

mezi stranami a nahrazuje veSkera ptedchozi
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related agreement between the Parties.

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.

20.3.  Prevailing language

The Agreement is drawn up in English and in Czech
language versions. In case of any dispute Czech

language version shall prevail.

20.3.  Rozhodnad jazykovd verze

Tato Smlouva je vyhotovena v anglickém a ceském
jazykovém znéni. V ptipade jakéhokoli rozporu bude

rozhodujici ¢eska jazykova verze.

Sponsor acknowledges that with regard to this Study,
which is subject matter of the Agreement, no other
agreement stipulating any related rights and
obligations, has been concluded by and between the
Sponsor and the Investigator or any sub-investigator,
without the participation of the Institution. Should the
Institution be made aware of the existence of any such
agreement it shall be considered as a reason for
immediate termination of any cooperation under this
Agreement and the closure of the site without any
reimbursement. Any related costs shall be borne by
the Sponsor. The termination of the Agreement and
the closure of the Site shall be notified to the State
Institute of Drug Control and applicable ethics

committees.

Zadavatel prohlasuje, ze v souvislosti se Studii, ktera
je pfedmétem této Smlouvy, neuzaviel a neuzavie bez
udasti Instituce se zkousejicim ¢&i Spoluzkousejicimi
zadnou dal§i smlouvu upravujici jejich vzajemna
prava a povinnosti. V piipad€ zjisténi, Zze zadavatel
uzavtel takovou dal$i Smlouvu, bude toto divodem k
okamzitému ukonceni spoluprace dle této smlouvy a k
uzavieni centra bez nahrady. VeSkeré zmafené
naklady ponese Zadavatel. Ukonceni smlouvy a
uzavieni centra bude oznameno Statnimu ustavu pro

kontrolu 1é¢iv a pfisluSnym etickym komisim.

The following annexes form an integral part of thsi

Agreement:
Annex 1: Budget and Payment Terms and Conditions

Annex 2: Timelines

Nedilnou soucésti této smlouvy jsou nasledujici

ptilohy:
Ptiloha 1: Rozpocet a platebni podminky

Piiloha 2: Casové harmonogramy

Annex 3: Equipment provided to the Institution or the | Pfiloha 3: Vybaveni poskytnuté instituci nebo
Investigator zkousejicimu

Annex 4: Insurance Certificate Ptiloha 4: Pojistny certifikat
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Annex 5: Approval of the State Institute of Drug

Control and approvals of ethics committees

Annex 6: Copy of the Company Register Excerpt of

CRO and power of attorney from the Sponsor

Annex 7: Informed Consent Form and Information for

Patient
Annex 8: Protocol Synopsis

Annex 9: Version of this Agreement for Publication in

the Contract Register

Ptiloha 5: Povoleni Statniho tstavu pro kontrolu 1é¢iv

a souhlasna stanoviska etickych komisi

Ptiloha 6: Kopie vypisu z obchodniho rejstfiku CRO a

povéteni od zadavatele

Piiloha 7: vzor informovaného souhlasu a informaci

pro pacienta
Ptiloha 8: synopse protokolu

Piiloha 9: verze smlouvy k uvefejnéni v registru

smluv
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Executed in 3 original copies by the authorised | Podepsiano ve 3 stejnopisech opravnénymi zastupci

representatives of the Parties: stran:

QUINTILES ON BEHALF OF / QUINTILES Thomayerova nemocnice

JMENEM CELGENE INTERNATIONAL SARL

Signature / Podpis: Signature / Podpis:

doc. MUDr. Zdenék Benes, CSc.

Name / Jméno: Name / Jméno:
feditel

Title / Funkce: Title / Funkce:

Date / Datum: Date / Datum:

Signature / Podpis:

Name / Jméno:

Zkousejici

Title / Funkce:

Date / Datum:
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ANNEX 1 PRILOHA 1
BUDGET & PAYMENT TERMS & CONDITIONS ROZPOCET A PLATEBNi PODMINKY
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ANNEX 2

PRILOHA 2

GLOBAL TIMELINES
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ANNEX 3

PRILOHA 3

EQUIPMENT PROVIDED TO THE
INSTITUTION OR THE INVESTIGATOR

- already provided under the GED-0301-CD-003
study

VYBAVENI POSKYTNUTE INSTITUCI NEBO
ZKOUSEJiciMu

- jiz poskytnuto v souvislosti s GED-0301-CD-003

studii

(Section 4.1.1 (2))

(bod 4.1.1 (2))

Sponsor shall loan the above-specified equipment
free of charge to the Institution and Investigator to

use it exlusively for the Study. The Sponsor shall

Zadavatel zkouSejicimu a instituci bezplatné zapijci
k vyhradnimu pouziti pro studii vy$e uvedené vybaveni.

Zadavatel odpovida za to, Ze poskytnuté vybaveni

Protocol: GED-0301-CD-004 CONFIDENTIAL Site#: 491

0B-19319 CTA I 26)un17 Final

Page 37 of 39



ensure that all loaned equipment complies with legal
regirements for medical devices and shall ensure at
its own costs any necessary and legally required
inspections, e.g. security and technical inspections
and any required validation/calibration. The Sponsor
shall provide the equipment along with user manuals
in the Czech language. An insurance shall be taken
out by the Sponsor or a third party to cover any

damage sustained by the Equipment.

odpovidd zakonnym pozadavkiim na zdravotnické
pristroje a zajisti na svoje naklady provadéni vSechny

potfebné, zakonem vyzadované, kontroly napf.

bezpe¢nostné  technické  kontroly a  potiebné
validace/kalibrace. Sou¢asti dodavky je navod v ¢eském
jazyce. K poskytnutému vybaveni je (zadavatelem

anebo tfeti stranou) sjednano majetkové pojisténi.

Equipment is delivered with the manufacturer’s

manual and any further relevant instructions.

Institution/Investigator shall inform Sponsor/CRO in

case not properly receiving them.

Vybaveni bude dodano spolu s navodem k pouziti a

dal§imi  pfisluSnymi  pokyny. Instituce/zkousejici

informuje zadavatele/CRO v ptipadé, Ze neni navod ¢i

dalsi pokyny nebyly fadné dodany.

Sponsor shall be responsible for any maintenance,
repair or replacement costs not due to a misuse of
the Equipment as herein provided. However, should
Institution/Investigator be compensated under any
Institution/Investigator’s insurance policy for the
Equipment suffering any damage (including theft of
the Equipment), Institution/Investigator shall contact

the Sponsor for coordination purposes.

Zadavatel nese odpovédnost za veSkeré naklady na
udrzbu, opravy nebo nahradu Vybaveni, které nejsou
zpusobeny nespravnym uzitim Vybaveni, uvedenym
Pokud by vSak byla

vyse. instituce/zkousejici

odskodnéna v ramci pojisténi Vybaveni uzavieného
instituci/zkousejicim, v dusledku vzniku jakékoli Skody
(v€etné kradeze Vybaveni), bude instituce/zkousejici

kontaktovat zadavatele za 1¢elem koordinace.

Institution/Investigator can only use the Equipment
for the purposes of the Study and in accordance with
manufacturer’s manual and any further relevant
instructions. Institution/Investigator undertake to
properly store the Equipment to avoid it being used
by non-authorised personnel or for personal
purposes or being damaged or stolen. Sponsor shall
not be responsible for any moral or material
damages —including Equipment damages- due to an

infringement of these terms and conditions.

Instituce/zkouSejici mlize Vybaveni pouzit pouze pro
ucely studie a v souladu s ndvodem pouziti vyrobce a
dal$imi pfisluSnymi pokyny. Instituce/zkousejici se
zavazuji tadné uskladnit Vybaveni, aby se zabranilo
jeho pouziti neopravnénadmi osobami nebo pro osobni
ucely nebo poskozeni nebo odcizeni. Zadavatel nepose
zadnou odpovédnost za jakékoli majetkové Ci
nemajetkové Skody - véetné skody na Vybaveni — které

by vznikly porusenim téchto podminek.

Institution/Investigator shall immediately inform | Instituce/zkousejici okamzité informuje
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Sponsor/CRO of any real or suspected malfunction
of the Equipment and not use it until further
instructions. Should the Equipment contain any
software, database or intellectual work protected
under  Intellectual  Property  Rights  (i.e.
questionnaires for patient’s evaluation/screening,
CRF/eCRF,

Institution/Investigator

Informed Consent Forms, etc.),

undertake to use said
software, database or intellectual work only for the
purposes of the Study, limit access to it to only
authorized personnel and not copy, reproduce,

distribute or modify it.

zadavatele/CRO o jakékoli poruse nebo podezieni na
poruchu Vybaveni a nebude je pouzivat az do odbrzeni
dalsich pokyni. Pokud Vybaveni obsahuje jakykoli
software, databazi nebo vysledek duSevni Ccinnosti
chranény podle prav dusevniho vlastnictvi (tj. dotazniky
CRF/eCRF,
atd.),

Instituce/zkousejici se zavazuji pouzivat tento software,

pro  hodnoceni/screening  pacienta,

formulafe  pro  informovany  souhlas
databazi nebo vysledek duSevni Cinnosti pouze pro
ucely studie, omezit piistup k nim pouze na opravnéné
osoby, dale se zavazuje nekopirovat, nerozmnozovat,
nedistribuovat ani neupravovat tento software, databazi

nebo intelektudlni praci.
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