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CLINICAL TRIAL AGREEMENT

SMLOUVA O KLINICKE STUDII

For Protocol GED-0301-CD-003

pro protokol GED-0301-CD-003

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 86
Morris Avenue, Summit, NJ 07901, USA (hereinafter
called “Sponsor”) represented for the purposes of this
Agreement by Celgene International S.a.r.l, 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.l, spolecnosti s rucenim
omezenym zalozenou podle pravniho ¥adu 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, Ceska republika,

IC: 247 68 651, DIC: CZ247 68 651

AND

Fakultni nemocnice u sv. Anny v Brné, having a
place of business at Pekatska 664/53, Brno, zipcode
656 91, Czech Republic, Company ID: 00159816, Tax
Identification Number: CZ00159816, represented by
MUDr. Martin Pavlik, Ph.D. DESA EDIC, Director

(hereinafter the “Institution”);

Fakultni nemocnici u sv. Anny v Brné, se sidlem
Pekaiska 664/53, Brno, PSC 656 91, Ceské republika,
IC: 00159816, DIC: CZ00159816, zastoupenou MUDT.
Martinem Pavlikem, Ph.D. DESA EDIC, feditelem

(dale ,instituce”);

AND

I 1aving a address at [N
| born
I (hcrcinafter the “Investigator”);

I s -crcsou N
I dtum narozeni: [

(dale ,,zkousejici);

individually or collectively, as the case may be, referred

hereto as the “Party” or “Parties”.

jednotlivé nebo ptipadné spoleéné dale ,,strana” nebo

Strany”.

Protocol: GED-0301-CD-003
0B-19008_CTA_Bil I 12May2017 Final Redacted

CONFIDENTIAL

Site#: 487
Page 1 of 40




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 spole¢né oznafovani
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 Géinnost ke dni

posledniho podpisu nize (dale ,,datum ucinnosti).

facilities for the performance of those activities;

WHEREAS VZHLEDEM K TOMU, ZE

@) The Sponsor conducts business in the | (a) Zadavatel podnika ve vyvoji  1éCivych
development of therapeutic products, compounds, and | pfipravkd, 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 testt a  disponuji  odpovidajicim

vybavenim pro vykon téchto ¢innosti;

Safety of Mongersen (GED-0301) for the Treatment
of Adult and Adolescent Subjects with Active
Crohn’s Disease” (hereinafter, the “Study”) in
accordance with the following protocol: “ GED-0301-

CD-0037;

(c) The Investigator is an employee of the | (c) zkouSejici je zaméstnancem instituce nebo
Institution or practices medicine in the context of the | provozuje 1ékafskou praxi v jejim ramci;

Institution;

(d) Sponsor requested the Institution and the | (d) zadavatel instituci a zkouSejiciho pozadal o
Investigator to conduct a phase 3 clinical trial “A Phase | realizaci faze 3 klinické studie s nazvem
3, Randomized, Double-Blind, Placebo-Controlled, | ,,Randomizované, dvojité zaslepené, placebem
Multicenter Study to Investigate the Efficacy and | kontrolované, multicentrické klinické hodnoceni

faze 3 ke zjiSténi ucinnosti a bezpecnosti pripravku
Mongersen (GED-0301) k 1é¢bé dospélych a
dospivajicich pacienti s aktivni Crohnovou nemoci”
(dale ,.studie”),

protokolem: ,,GED-0301-CD-003";

a to v souladu s nasledujicim

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

and for the payment purposes - Quintiles Limited,

e) Spolecnost Quintiles jednajici prostfednictvim
svych dcefinych spolecnosti Quintiles Czech Republic
s.r.0. a Quintiles Eastern Holdings GmbH se sidlem
Stella-Klein-Low-Weg 15, Rund 4, Haus B, OG 4,
1020 Viden, Rakousko a pro ucely provadéni plateb
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having its principal office at 500 Brook Drive, Green
Park, RG2 6UU, United
(individually and collectively hereinafter, the “CRO”) is

Reading, Kingdom
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 6;

Quintiles Limited, se sidlem 500 Brook Drive, Green
Park, Reading, RG2 6UU, Spojené kralovstvi (dale

jednotlivé i spoleéné jen ,servisni organizace”) je

smluvni vyzkumna organizace, jejiz hlavni ¢innosti je

fizeni Kklinickych studii jménem farmaceutickych

spoleCnosti a realizace dalSich souvisejicich sluzeb a

kterd jedna na zakladé plné moci vystavené

zadavatelem uvedené v Ptiloze 6;

®

contracted the CRO to perform on the Sponsor’s behalf

The Parties acknowledge that the Sponsor has

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;

()

organizaci smluvné povéfil, aby jménem zadavatele

strany berou na védomi, Zze zadavatel servisni

vykonavala nékteré funkce a ¢innosti souvisejici S

povinnostmi zadavatele v ramci studie véetné

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 zéastupcem podle c¢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.

(h) Sponsor and CRO, hereby acknowledge, that in
relation with this Study no other agreement in relation
to this Study has been and shall be concluded with any
employee of the Institution, with the exlusion of CDA.
Such CDAs shall not include any obligations set forth
to the Institution and shall relate solely to the
confidentiality obligations of the Investigator and/or

Study Team members.

(h) Zadavatel i servisni organizace timto potvrzuji a
berou na védomi, Ze v souvislosti s touto studii nebyla a
nebude uzaviena 7adnd jind smlouva s jakymkoliv
zaméstnancem instituce, s vyjimkou smlouvy o zavazku
zachovavat divérny rezim informaci. Tyto smlouvy o
zachovani duvérného rezimu informaci nebudou
obsahovat zadné zavazky instituce a budou se tykat jen
a pouze zavazku mlcenlivosti zkousejiciho, pfip. ¢lent

studijniho personélu.
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IT ISHEREBY AGREED AS FOLLOWS:

STRANY SE DOHODLY TAKTO:

1. Definitions

1. Definice

1.1 Unless provided otherwise the

definitions of the GCP Guideline (as defined below)

below,

shall apply.

11 Neni-li dale 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 Krom& 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
compound Mongersen (GED-0301)

which is under investigation according to the Protocol.

pharmaceutical

() hodnoceny lécivy pripravek: 1éCiva latka
mongersen (GED-0301) 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) preambule, tak jak byla schvalena ptislusnymi

organy a etickou komisi.

(e) Regulations: any legislation, regulation, guidelines
or code of conduct which applies to the conduct of the
Study (for example, any legislation transposing into
national law of the EU Directives 2001/20/EC and
95/46/EC, the GCP Guideline - see definition below).

(e) piedpisy: veskeré pravni predpisy, nafizeni,

smérnice a kodexy chovéni, 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.

(9) ucastnik studie: jakakoli osoba zaregistrovana jako

ucastnik do studie v centru.

(h) GCP Guideline: the International Conference on

(h) zasady SKP: Doporuceni Mezinarodni konference
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Harmonization E6 Guideline on Good Clinical Practice
as set out in the latest version of CPMP/ICH/135/95.

o harmonizaci zdsad E6 o spravné klinické praxi v

posledni verzi CPMP/ICH/135/95.

to include the number of Study Participants specified in
Annex 1 and to complete the Study in accordance with
the timelines as set out in Annex 2 to this Agreement.
The Study will be conducted at the Department of
gastroenterology at the University Hospital St. Anny in
Brno, Pekatska 664/53, 656 91 Brno, Czech Republic,

led by Investigator || | I 2o Co-

Investigators.

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 efforts | 2.1.1  ZkouSejici vynalozi maximalni usili k zatazeni

ucastnikd studie v poétu uvedeném v priloze 1 a k

dokonceni  studie v  souladu s  casovym

harmonogramem, jak je stanoven v priloze 2 této
smlouvy. Studie bude provadéna na
Gastroenterologickém oddéleni Fakultni nemocnice u
sv. Anny v Pekafska  664/53, 656

91 Bmo, Ceska republika, Hlavnim zkousejicim

I - spoluzkouscjicimi.

Brné,

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
ucdastniky studie nad ramec poctu ucastnikd studie
uvedeny v priloze 1, pokud o tom instituce nebo
zkousejici pfed zaregistrovanim dodate¢nych Gcastnikd
informovali  zadavatele a ten

studie  pisemné

zaregistrovani dodate¢nych i¢astniki studie neodmitl.

2.1.3

cease the enrollment of Study Participants upon the

The Institution/Investigator shall immediately

Sponsor’s request.

2.1.3 Instituce/zkousejici na Zadost zadavatele

registraci Gcastnika studie okamzité ukonéi.

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 predpisy, protokolem a poZzadavky 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

ZkouSejici nebo instituce budou hléasit nezédouci
ptihody vzniklé v souvislosti se studii v souladu s
protokolem a pitedpisy. Pokud ptedpisy pozaduji,

zavazné nezadouci piihody budou hlasit pfiislusné
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the competent ethics committee.

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 neprodlen¢ 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 predavanych
zadavateli na zakladé této smlouvy odstrafiovat osobni
udaje, aby zadavatel nemohl identifikovat jednotlivé

ucastniky studie.

2.15.
Report Forms are completed accurately. When a Study

The Investigator shall ensure that the Case

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

completion of the visit procedures.

2.1.5.
CRF (Case Report Forms). Jakmile néktery ucastnik

Zkousejici zajisti presné vyplnovani formulait

studie absolvuje vSechny procedury podle protokolu,
zkousejici zasle piislu§né formuldfe CRF zadavateli, a

to do péti (5) dnii po ukonéeni 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 Zddné jiné klinické studie, které
by mohly negativné ovlivnit dostupnost ucastnikd
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. bude zadavatele nebo servisni

jakémkoli

Zkousejici

organizaci informovat o delegovani
administrativnich povinnosti pfi fizeni studie v centru
na treti osobu (dale ,,koordinator studie”). Koordinator
studie musi mit odpovidajici kvalifikaci (Skoleni a

zkuSenosti) k plnéni ptislusnych povinnosti.

2.1.8.

its representatives (including, the CRO) or investigators

The Investigator shall meet with the Sponsor,

from other Study centers upon the Sponsor’s request

and at its expenseto discuss the conduct and the

2.1.8. ZkouSejici se na zadost a naklady zadavatele
sejde s nim, jeho zastupci (vCetné servisni organizace)
nebo zkouSejicimi z jinych center k prodiskutovani

prabéhu a vysledka studie. Pokud zadavatel nepozaduje
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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.

osobni ucast zkouSejictho na téchto setkanich, mize
zkousejici ucasti povéfit jinou vhodnou osobu (napf.

koordinatora studie).

2.1.9 Sponsor, at its expense, shall ensure obtaining of
all required consents of regulatory authorities with
performance of this Study. Sponsor shall provide the
Investigator with Informed Consent Form, which shall
be in accordance with applicable legal regulations of
Czech Republic, approved by competent regulatory

authorities and ethics committees.

2.19

souhlasna stanoviska vefejnych autorit s provadénim

Zadavatel na své naklady zajisti nezbytna
této Kklinické studie. Zadavatel je povinen dodat
zkousejicimu pied zahdjenim klinického hodnoceni
formulat informovaného souhlasu, ktery bude spliiovat
veskeré pozadavky pravnich predpisa Ceské republiky
a bude schvalen pfisluSnymi organy a etickymi

komisemi.

2.2 Prevention of bias

2.2 Prevence stifetu 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 one year after

termination of the Study.

Zkousejici vyplni (poprvé a pfi zmenach) a zadavateli

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

roku od ukoncenti studie.

2.3 Compliance with anti-corruption rules

2.3 DodrZeni piedpisii proti korupci

231

which may cause another Party to

Neither Party shall engage in any behavior
infringe the

applicable anti-corruption laws.

231

mohou zpuasobit poruSeni platnych protikorupénich

Z4dna ze stran se nezapoji do aktivit, které

zakond 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

vypldcend na zékladé této smlouvy instituci nebo

Strany prohlasuji a zarucuji se, Ze odména

zkousejicimu:

@ represents the fair market value of the services

to be provided under this Agreement;

@ odpovida trzni hodnoté sluzeb poskytovanych

podle této smlouvy;

(b)

has been determined through arms-length

(b)

byla mezi stranami stanovena na zakladé
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negotiations between the Parties;

jednani za podminek obvyklych v obchodnim styku;

() 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, in

the Investigator has never been debarred,

any jurisdiction;

(@)

ani trvale ¢i doCasné vyloucen z realizace studii podle

Zkousejici nikdy a nikde nebyl diskvalifikovan

jakéhokoli pravidla ¢i predpisu;

to enter into this

(b)

Agreement under the Regulations and the internal rules

they are authorized

uvedené

(b)

internich smérnic instituce opravnény tuto smlouvu

subjekty jsou podle piedpisi a

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.

of the Institution. uzaviit.

3.2 Exclusion of persons from involvement in the | 3.2 Vylouceni osob 7 ucasti na realizace studie
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

rozumnou pravdépodobnosti méli védet, Ze nékterad
osoba neni opravnéna podilet se na provadéni studie
(napt. kvili odnéti 1ékafského diplomu nebo licence),
vyloudi instituce a zkousejici takovou osobu neprodlené

z jakékoli icasti na studii.

322
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

3.2.2  Pokud se takova osoba dfive na studii podilela,

zkousejici (nebo instituce, pokud toho zkousejici

nebude schopen) o tom neprodlené¢ informuje
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the Sponsor.

zadavatele.

3.2.3

shall certify in writing compliance with this provision.

Upon the Sponsor’s request, the Investigator

3.23

potvrdi soulad s timto ustanovenim.

Zkousejici na zadost zadavatele pisemné

responsibilities to a qualified sub-investigator. The
Investigator shall always maintain overall responsibility

to supervise the Study.

3.3 Unavailability of the Investigator 3.3 Nepritomnost zkousejiciho
3.3.1 If the Investigator is/will be temporarily absent, | 3.3.1  Pokud bude zkouSejici docasné nepiitomen,
the Investigator shall delegate the Investigator’s | pieda své povinnosti kvalifikovanému

spoluzkousejicimu. ZkouSejici vSak vzdy celkové

odpovida za dohled nad studii.

332
exceed seven (7) days, the Investigator shall inform the

If the Investigator’s absence exceeds or will

Sponsor in writing about the absence and the sub-

investigator designated under Section 3.3.1. If the

3.3.2 Jestlize doba nepfitomnosti zkousejiciho

prekro¢i sedm (7) dni, je zkousSejici povinen zadavatele
pisemné informovat o své nepfitomnosti a osobé

spoluzkousejiciho urc¢eného podle bodu 3.3.1. Pokud

investigator or to inform the Sponsor under Sections
3.2.2 and 3.3.1 of this Agreement the Institution shall

fulfill those obligations.

Sponsor does not approve the sub-investigator, the | zadavatel s osobou spoluzkousejiciho nesouhlasi,
Investigator shall designate another qualified sub- | zkouSejici urci jiného kvalifikovaného
investigator. The Sponsor shall not unreasonably | spoluzkousejiciho. Zadavatel svij souhlas nesmi
withhold its approval. odepfit bezdivodné.

3.3.3  The Investigator shall inform the Sponsor in | 3.3.3 Pokud =zkouSejici bude trvale neschopen
writing if he/she will be/is permanently unable to | provadét studii, pisemné o tom bude informovat
conduct the Study. zadavatele.

3.3.4  If the Investigator is unable to designate a sub- | 3.3.4  Pokud nebude zkouSejici schopen jmenovat

spoluzkousejiciho nebo informovat zadavatele podle
bodl 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 materialii zadavatelem

411 (1) Sponsor shall provide without charge to the | 4.1.1 (1) Zadavatel poskytne zkousejicimu zdarma

Investigator the Investigational Medicinal Product | hodnoceny 1é¢ivy ptipravek (dale ,hodnoceny

(“IMP”), comparator, placebo and the documents | pitipravek”), komparator, placebo a dokumenty
Protocol: GED-0301-CD-003 CONFIDENTIAL Site#: 487
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necessary to conduct the Study (e.g., Case Report

Forms).

nezbytné pro realizaci studie (napf. formulafe CRF).

The IMP shall be

Pharmacy. Institution shall ensure, that IMP is stored

supplied to the Institution’s

within the Pharmacy separately from any other drugs
and that any modification/processing, monitoring,
administration and dispensing of the IMP shall be
performed in compliance with Protocol, pharmacy
manual, applicable legal regulations, Good Clinical
Practice and terms and conditions set forth in
instruction LEK-12 issued by State Institute for Drug
Control. Investigator herein is obliged to collect the
IMP from the Institution’s Pharmacy pursuant to

Protocol.

Hodnoceny piipravek bude dodan do nemocniéni
1ékarny instituce. Instituce se zavazuje, ze zajisti, aby
hodnoceny ptipravek byl ulozen v 1ékarné oddélené od
ostatnich 1éCiv a aby pfiprava / uprava, kontrola,
uchovavani a hodnoceného

vydavani ptipravku

probihaly v souladu s Protokolem, Iékarenskym
manudlem, platnymi pravnimi pfedpisy a se spravnou
lékarenskou praxi a rovnéz dle podminek stanovenych
vpokynu LEK-12 vydaném Statnim ustavem pro
ze bude

kontrolu Iéc¢iv. ZkouSejici se zavazuje,

hodnoceny piipravek odebirat z1ékarny instituce

v souladu s Protokolem.

(2) The Sponsor shall provide on loan and free of
in Annex 3 (the
“Equipment”) to the Institution/Investigator for the

charge the equipment listed

duration of the Study. Sponsor shall bear any/all

costs of delivery, installation and return of
Equipment. Upon the completion of the Study,
Sponsor shall have the Equipment be returned or
transfered from the Institution or have it disposed at
its expense, at the earliest term as convenient.
Any/all costs of repairs and/or maintenance of the
borrowed Equipment, its regular maintenance and
any/all spare parts neded, as well as expenses of
technical audits, controls and revisions thereof shall
be covered by Sponsor. To any/all delivery of
Equipment to the Institution must be present

Institution ~ Informatics  Department’s  and/or
Instrumentation Department’s employee (pursuant to
nature of such device/equipment), who shall execute

a delivery certificate. Any/all related documentation

(2) Zadavatel dale instituci/zkousejicimu bezplatné

zapuj¢i vybaveni uvedené v priloze 3 (dale
wybaveni), a to na dobu trvani studie. Zadavatel
ponese veSkeré vydaje v souvislosti s dodanim,
instalaci a vracenim vybaveni. Zadavatel se zavazuje,
ze po ukonceni studie zajisti prevzeti ¢i odvoz vybaveni
z instituce ¢i zajisti jeho likvidaci na své naklady, a to
nejdfive jak to bude moZné a vhodné. Veskeré opravy a
servis zapuj¢en¢ho vybaveni, jeho béZznou udrzbu a
pottebné nahradni dily, jakoz i pfedepsané kontroly,
prohlidky a revize vybaveni bude hradit zadavatel. Pti
predani pristroju instituci musi byt pfitomen pracovnik
Oddéleni pfistrojové techniky nebo Useku informatiky
(dle typu pfistroje) instituce, se kterym bude sepsan
predavaci protokol a kterému budou ze strany
zadavatele pfedany veskeré souvisejici dokumenty

(napt. certifikat CE a navod k obsluze).
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(f.e. CE certificates, operating instructions etc.) shall

be submitted to the aforesaid Institution’s employee

4.1.1 above for the sole purpose of the Study and, in
accordance with the Protocol and this Agreement.

by Sponsor.
4.1.2 The Institution/Investigator shall wuse the | 4.1.2 Instituce/zkousejici pouziji materialy
materials provided by the Sponsor under the Sections | 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.

413

vlastnictvi zadavatele.

Originalni formulate CRF ke studii zlistanou ve

4.2 Receipt and storage of the IMP

4.2 Prijem a skladovani hodnoceného piipravku

421

receipt of the

The Investigator shall verify and confirm
IMP by signing the appropriate
documentation provided by Sponsor.

4.2.1 Zkousejici je povinen zkontrolovat a potvrdit
prijeti hodnoceného ptipravku podpisem do pfislusné

dokumentace poskytnuté zadavatelem.

422

be stored in a restricted area where the Investigator

The Investigator shall ensure that the IMP shall

supervises its distribution.

422 ZkouSejici zajisti skladovani hodnoceného

ptipravku v zabezpeceném prostoru, kde bude dohliZet

na jeho distribuci.

4.2.3

Investigator or the Institution may assign some or all of

If allowed under the Regulations, the

the Investigator’s or the Institution’s duties under
421 and 4.22 above or the IMP

accountability provisions of the Regulations to an

Sections

appropriate pharmacist under the supervision of the

4.2.3 Pokud toto umoziuji ptedpisy, zkousejici nebo
instituce mohou nékteré nebo vSechny povinnosti
zkouSejiciho nebo instituce podle bodu 4.2.1 a 4.2.2

evidenci hodnoceného

pri

piipravku stanovené piedpisy delegovat na vhodného

vySe nebo povinnosti

I¢karnika, na néjz bude zkouSejici nebo instituce

“publication” shall refer to any written (e.g. papers,

abstracts, posters, oral presentation materials) or oral

Investigator or the Institution. dohlizet.

5. Publication 5. Publikace

5.1 Publication rights 51 Publikacéni prdava

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

oznacuje pisemnou (napf. referaty, abstrakty, postery ¢i

podklady k ptednasce) nebo ustni prezentaci o studii,

Protocol: GED-0301-CD-003
0B-19008_CTA _Bil [ 12May2017 Final Redacted

CONFIDENTIAL

Site#: 487
Page 11 of 40




presentation regarding the Study addressed to persons

who are not involved in the conduct of the Study.

urcenou osobam, které se na realizaci studie nepodileji.

512

publication regarding the outcome of the Study it must

If the Sponsor coordinates a multicenter

include input from all investigators involved in the
Study.

512 Pokud zadavatel koordinuje vydani

multicentrické publikace o vysledcich studie, musi tato
obsahovat ptispévek od vSech zkousejicich, ktefi 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:

513

pracujici na studii maji pravo zvefejnit informace o

ZkouSejici nebo jakykoli spoluzkousejici

studii realizované v daném centru ve védeckém
lékafském Casopise nebo knize, nebo na védecké

konferenci:

@)

Section 5.1.2 above;

after the first multicenter publication under

(@)
podle bodu 5.1.2 vyse;

po prvnim uvefejnéni multicentrické publikace

(b)

termination of the Study at all sites; or

one (1) year after completion or premature

(b)

pfed¢asném ukonceni studie ve vSech centrech; nebo

jeden (1) rok po fadném dokonceni nebo

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

Requirements for Manuscripts Submitted to Biomedical

(c) if the Sponsor authorized the publication in | (c) pokud zadavatel takovou publikaci pisemné
writing. schvalil.
5.1.4  The authorship or contribution of any Party to | 5.1.4  Autorstvi nebo piispévek kterékoli strany k

pfipravé publikace bude v publikaci pfizndn podle
jednotnych pozadavki na rukopisy predkladané k

publikaci v biomedicinskych Casopisech stanovenych

publication to the Sponsor for its review at the latest
sixty (60) days before its submission to a journal,

publisher or the organizer of a scientific event.

Journals of the International Committee of Medical | Mezinarodni komisi editord lékaiskych ¢&asopist
Journal Editors. (ICMJE).

5.2 Review of draft publications by the Sponsor 5.2 Pitezkoumani ndavrhii publikaci zadavatelem
5.2.1 The Investigator shall send any draft |5.2.1 ZkouSejici veSkeré navrhy publikaci zaSle

zadavateli k pfezkoumani nejpozdéji do Sedesati (60)
dnl pted jejich odeslanim casopisu, vydavateli nebo

organizatorovi védecké konference.

5.2.2  The Investigator shall ensure that the Sponsor’s | 5.2.2  ZkouSejici zajisti zohlednéni rozumnych
Protocol: GED-0301-CD-003 CONFIDENTIAL Site#: 487
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reasonable comments to a draft publication are taken
into account provided those comments do not

jeopardize the scientific integrity of the publication.

pripominek zadavatele k navrhu za ptedpokladu, ze tyto

neohrozuji védeckou integritu publikace.

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

The Sponsor shall be deemed to approve a

“Review Period”) after receipt of a draft

523

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

Pokud zadavatel neodpovi do Sedesati (60) dna

je povazovan za schvaleny.

5.2.4
necessary to protect its intellectual property rights, the
shall the
submission with another ninety (90) days upon the

In order to enable the Sponsor to take steps

Investigator postpone 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.

524 Aby mohl zadavatel

nezbytné k ochrané svych prav duSevniho vlastnictvi,

podniknout  kroky
na pisemnou zadost zadavatele odlozi zkousSejici vyse
uvedené zaslani k publikaci o dal$ich devadesat (90)
dnt za predpokladu, ze zkousSejici zadost obdrzi pred
uplynutim recenzni lhity. Devadesatidenni (90-denni)

lhiita se zacina pocitat az po uplynuti recenzni lhtty.

representatives (e.g., CRO) to monitor or audit the
conduct of the Study at the Site during normal business
hours. The Institution/Investigator shall fully cooperate
with the Sponsor and its representatives during those
monitoring visits and audits. Monitoring and audits may
include review and duplication of essential documents,
assessment of the relevant data processing systems and
interviews with any person who has been involved in
the conduct of the Study.

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

6.1 Monitoring and audits 6.1 Monitorovdni 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 dostate¢nym piedstihem, umozZni

zadavateli nebo jeho zastupcim (napf. servisni

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

podilely.

6.1.2  The Sponsor may conduct monitoring visits at

6.1.2 Zadavatel mtze provadét kontroly v centru po
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the Site after inclusion of the first Study Participant.

zatazeni prvniho ucastnika studie.

6.1.3

source documents shall be performed with due regard

Any review by Sponsor or its representative of

for Study Participant confidentiality.

6.1.3

zadavatelem ¢i jeho zastupci musi byt bran fadny ohled

Pii jakékoli kontrole zdrojové dokumentace

na ochranu osobnich daji ucastnik studie.

6.1.4 Sponsor and/or CRO shall notify Investigator
and/or Institution (Clinical Studies Department) on any
dates of scheduled initiatory and/or monitoring visits.
This information Sponsor/CRO shall provide to the
Institution at least 3 days prior to scheduled visit.
Sponsor and CRO further agree, that if appropriate such
visits may (jointly with the Investigator) be also

attended by other appointed Institution’s representative.

6.1.4 Zadavatel a/nebo servisni organizace jsou povinni
informovat zkousejiciho  a/nebo instituci (Oddé&leni
klinickych studii) o jakychkoli datech planovanych

.....

Zadavatel/servisni  organizace  povinen instituci
poskytnout alesponn 3 dny pied planovanou navstévou.
Zadavatel i servisni organizace souhlasi, Ze se téchto
navstév bude v pfipadé potieby ucastnit kromé

zkousejiciho i dalsi povéfeny pracovnik instituce.

6.2

competent authority

Inspections by and communication with a

6.2

komunikace s nimi

Inspekce kompetentnich organii 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 pfislusnym organem, ktery
bude provadét nebo provadi inspekce centra ohledné

studie. Instituce a zkouSejici timto zadavatele opraviiuji

the Parties shall prepare any upcoming inspection or
response to a query or an inspection report from a

competent authority with regard to the Study.

authorize the Sponsor to participate in those | k ucasti na té€chto inspekcich.
inspections.
6.2.2 If appropriate in the light of the circumstances, | 6.2.2  Pokud je to vzhledem k okolnostem vhodné,

strany pfipravi nadchazejici inspekci, odpovédi na
dotazy nebo inspekéni zpravu ze strany pfislusného

organu V souvislosti se studii.

6.2.3

the Sponsor promptly about any communication from

The Institution or the Investigator shall inform

or to a competent authority 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

neprodleng informovat o jakékoli komunikaci o studii s
kompetentnimi organu).

organy (v€etné inspekce

Poskytnou také zadavateli kopii této komunikace.
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6.3 Monitoring, audit and inspection findings

6.3

Nalezy z monitorovdni, 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 zkouSejici napravi veskeré nedostatky
obsazené v nalezu z monitorovani, auditu ¢i inspekce
ohledn¢ 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 muze
kterakoli ze stran obsah této smlouvy a informace
ziskané od strany druhé na zaklad¢ této smlouvy nebo v
disledku studie poskytnout svym zaméstnancum,
subdodavatelim nebo zastupctim 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.

)

osob& podle bodu 7.1 (1) vySe, formou smlouvy zajisti,

Strana, kterad tyto informace poskytne tieti

aby tato osoba informace neposkytovala dalsi,

nepovolané osobé.

7.2

shall disclose the content of this Agreement to any third

party.

Unless required otherwise by law, no Party

7.2 Nevyzaduje-li zékon jinak, zadnd ze stran

neprozradi obsah této smlouvy jiné osobé.

7.3 (1)

Institution nor the Investigator shall disclose any

Unless required otherwise by law, neither the

information collected as a result of the Study (e.g.,

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

7.3 (1) Nevyzaduje-li zakon jinak, instituce ani

nesdéli treti osobé informace

v dasledku

zkousejici

shromazd’ované studie (napt. data,

vynéalezy, 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 The Sponsor shall not disclose any proprietary

information of the Institution or the Investigator to a

1.4 Zadavatel nebude poskytovat zadné chranéné

informace instituce nebo zkousejiciho tfetim osobam.
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third party.

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 apply 75 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

kompetentnimu organu (napf. pii registraci nebo

schvalovani ptipravku) nebo jiné téeti osobg;

(b)

made available to the general public; or

the information concerned had been lawfully

(b) informace  byly

zpusobem zpfistupnény Siroké vetejnosti; nebo

prislusné opravnénym

(c) the Party which has disclosed or will disclose
the information concerned to a third party obtained the
same information also through a person which is not
bound by any confidentiality obligation regarding the

information.

(c) Strana, ktera informace poskytla nebo poskytne
tieti osobé, tyto informace ziskala od osoby, ktera u

nich neni vazana povinnosti zachovavat mlc¢enlivost.

7.6

the disclosure of information in scientific publications

The Sections 7.2, 7.3 and 7.4 shall not apply to

under Section 5 above provided that the disclosed

information is relevant.

7.6 Body 7.2, 73 a 7.4 se nevztahuji na
poskytovani informaci ve védeckych publikacich podle
bodu 5 wvyse za ptredpokladu, Ze jsou zvefejnéné

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 boda 7.2 az 7.4
vyse, vyuzivat k jinym ucelim, nez je plnéni této

smlouvy.

7.8
information which
Sections 7.2 through 7.4 above, that Party shall, to the

If a public authority orders a Party to disclose

it must hold confidential under

extent allowed by law, immediately inform the other

Party.

7.8 Pokud poskytnuti informaci, které je strana
povinna zachovavat v davérnosti podle bodd 7.2 az 7.4
vySe, nafidi organ vefejné spravy, musi o tom tato
strana v rozsahu povoleném zakonem neprodlené

informovat stranu druhou.

8. Intellectual Property

8. DusSevni vlastnictvi
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the name of another Party in any form of public

information, without that Party’s prior written consent.

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 use | 8.1.1 S vyhradou bodu 5.1.4 nesmi Zadna strana

pouzit v jakékoli podobé vetejné informace nazev
strany druhé, pokud k tomu neobdrzi predchozi

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, 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

souvislosti se studii (napf. prava vztahujici se k datim

S vyhradou bodu 5 a 8.1.3 této smlouvy bude

pravo duSevniho vlastnictvi vzniklé v
studie, formulafe CRF, vynéalezy, objevy, know-how),
nebo pii pouziti hodnocen¢ho 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

néalezela zadavateli.

8.1.3

medical records of Study Participants) shall remain the

The source documents related to the Study (e.g.

property of the Institution or the 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 publication under Section 5
above) or the provision of medical care to a Study

Participant.

8.1.3  Zdrojova dokumentace ke studii (napf. Iékatské

zdznamy ucCastniki studie) zdstane vlastnictvim
instituce nebo zkousejiciho v souladu s pfislusnym
zédkonem). Instituce a zkouSejici vSak data ze studie
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 ucastnikiim studie.

8.14

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

8.1.4 Instituce a zkouSejici nezapoji do realizace
studie zadné tfeti osoby, které by neuznavaly prava

zadavatele vyplyvajici z tohoto ustanoveni.
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this provision.

8.1.5

a retention right with regard to data, Case Report Forms

The Institution and the Investigator do not have

or any other work product produced under this

8.1.5
formulafe CRF nebo jiné vysledky prace vzniklé podle

Instituce a zkouSejici nemaji pravo data,

této smlouvy zadrzovat.

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 inform | 8.2.1 (1) ZkouSejici bude zadavatele 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
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 zaméstnancem instituce v ramci studie
nebo v souvislosti s pouzitim hodnoceného piipravku

poskytnutého podle této smlouvy, naleZela zadavateli.

8.22 The

further fully cooperate with the Sponsor, at 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 naklady poskytnout plnou

soucinnost, aby mohl plné ochranit sva prava dusevniho

vlastnictvi podle této smlouvy (napf. ptipravou

dokumentace tato prava dokladajici).

9. Termination

9. Ukonceni smlouvy

9.1 Conditions of termination

9.1 Podminky ukonceni

911

closeout visit of the Site upon completion of the Study.

This Agreement shall remain in effect until the

9.1.1 Tato smlouva zustane 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 mtze tuto smlouvu vypoveédet

vypovédi 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

@ jiz neni mozné studii realizovat v souladu se

SKP (napt. s ohledem na bezpec¢nost Gcastnikil studie;
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Study Participant; because the Study is no longer
scientifically relevant, the Site has no longer the

adequate resources);

studie ztratila védecky smysl nebo centrum jiz nema

dostatecné zdroje);

the clinical trial authorization is revoked or has

(b)

been suspended for more than three (3) months;

(b)

na vice nez tii (3) mésice;

je povoleni ke studii zru$eno nebo pozastaveno

(c) the Institution or the Investigator violated the
Regulations so as to jeopardize the safety of the Study
Participants or the integrity of the Study data;

(c) instituce nebo zkousejici porusi predpisy tak,
ze to ohrozi bezpe¢nost ucastnikt 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 dokoncit;

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 Zzadného
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.

()] zkouSejici je neptitomen po dobu delSi nez
sedm (7) dni a strany se nejsou v piriméfené lhuté
schopny domluvit na vhodném spoluzkousejicim,
kterému by bylo mozno piedat povinnosti zkousejiciho

podle bodu 3.3.1 vyse;

(9)

under this Agreement and the Sponsor and the

the Investigator can no longer fulfill his duties

Institution fail to designate within a reasonable time a

suitable person who will replace the Investigator.

neni své

(@) dale

povinnosti podle této smlouvy a zadavateli a instituci se

Zkousejici schopen plnit

nepodaii v rozumné lhité urcit vhodnou osobu, kterd

zkousejiciho nahradi.

9.1.3

effective immediately upon delivery of notice to other

Either Party may terminate this Agreement

Parties if a Force Majeure (as defined in Section 17
below) has prevented the performance of this
Agreement by another Party for more than one (1)

month.

9.13

s okamzitou u¢innosti

Kazdé ze stran mize tuto smlouvu vypoveédét
ode dne doruceni pisemné
vypovédi ostatnim smluvnim stranam v piipadé zdsahu
vys$§i moci (jak je definovana nize vbodé 17 této
smlouvy), pokud tato zabrani strané druhé v plnéni této

smlouvy po dobu delsi nez jeden (1) mésic.

Should important reasons arise that objectively impede

Pokud se na stran¢ Instituce vyskytnou zavazné
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the continuation of the Study for the Institution, the
Institution shall notify the Sponsor immediately. All
Parties agree to do the utmost possible to resolve the
situation by reaching an agreement, mutually acceptable
for the Parties. Should such agreement not be reached
within 30 days, the Institution shall be entitled to
terminate this Agreement with a 30-day notice, the
notice period shall start on the day the notice was

dispatched to the other Parties.

divody, které ji objektivné neumozinuji ve Studii
pokracovat, je povinna o takové skutecnosti okamzité
informovat Zadavatele. VSechny smluvni strany se
zavazuji vyvinout maximalni usili k tomu, aby dana
situace byla vyfeSena dohodou, akceptovatelnou pro
ob¢ strany. Pokud k takové dohodé nedojde do 30 dnd,
je instituce opravnéna smlouvu vypovédét s 30 denni
vypovédni lhatou, kterda pocina bézet ode dne
nasledujiciho po jejim odeslani ostatnim smluvnim

stranam.

9.14

breached this Agreement and fails to remedy that

This Agreement shall be terminated if a Party

breach (if remediable) within thirty (30) days of receipt

9.14

stran smlouvu porusi a nezjedna napravu (pokud je to

Smlouva bude ukonéena v piipadé, ze jedna ze

mozné) do tficeti (30) dnti po obdrZzeni oznameni druhé

permissible, any Study procedure; and

of a notice from the other Party. strany.

9.2 Consequences of termination 9.2 Diisledky ukonéeni

921 (1) Upon the effective date of termination, | 9.2.1 (1) V den ucinnosti ukonéeni instituce a
the Institution and the Investigator shall: zkousejici:

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

(b) cease, to the extent medically and ethically | (b) zastavi, v rozsahu, v némzZ je to lékafsky a

eticky pfipustné, jakékoli procedury studie; a

Participant) provided under Sections 4.1.1; and

(c) refrain from incurring additional costs; and (© zdrZi se generovani dal$ich nakladd; a
(d) return any materials and destroy unused | (d) vrati veSkeré materialy a zni¢i nepouzité léky
medicines (including products returned by Study | (vCetné pfipravki vracenych tcastniky studie)

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 vyzadovano jinak,
vrati veskerou dokumentaci poskytnutou zadavatelem

na zaklad¢ této smlouvy.

)

any retention right with respect to the materials,

The Institution and the Investigator do not have

)

materialy, 1éky a dokumentaci, které musi byt vraceny

Instituce a zkousejici nemaji pravo zadrzovat
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medicines and the documentation which must be
returned under Section 9.2.1 (1) (d) and (e) above.

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

9.2.2

amounts paid or payable under Section 11 below shall

If this Agreement is terminated prematurely the

be prorated, as detailed in Annex 1, based on the work
duly performed in accordance with the Protocol. The
Institution shall promptly return any funds paid but not

due under this provision.

9.2.2  Je-li tato smlouva ukoncena pied¢asné, ¢astky
zaplacené nebo splatné podle bodu 11 nize budou
pomérné snizeny, jak je uvedeno v Priloze 1, a to na
zéklad¢ prace provedené fadné¢ a v souladu s
protokolem. Instituce neprodlené vrati uhrazené, ale

neopravnéné ¢astky 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

Institution/Investigator in

third party costs incurred by

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
Institution or

compensation shall be payable to

Investigator.

9.2.3  Je-li smlouva ukoncena podle bodu 9.1.2 (a),
(b), (d) az (g) a 9.1.3, zadavatel uhradi veskeré naklady
vzniklé instituci/zkousejicimu nebo tfetim osobam v
souladu s touto smlouvou do data uéinnosti ukonceni,
které budou splatné do dne ukonceni, a pokud budou
nezrusitelné, i pokud budou splatné po dni ukonéeni.
Zadné  dalsi instituci ~ ani

odskodnéni  nebude

zkousejicimu vyplaceno.

9.2.4 shall

continue to apply after the term of this Agreement shall

Provisions which, by their nature,
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).

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

dat) a 13 (Ochrana osobnich udaji).

10. Indemnification and Insurance

10. Odskodnéni a pojisténi

10.1

incurred by a Study Participant as a result of an adverse

The Sponsor shall pay any medical expenses

event arising directly from the Study to the extent:

10.1  Zadavatel uhradi naklady na lékatfskou péci
vynaloZené tcastnikem studie, vznikl¢ v disledku
nezédoucich piihod vyplyvajicich ptimo ze studie,

pokud:
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@)

Institution’s or the Investigator’s willful misconduct,

the adverse event has not been caused by the

negligence, breach of this Agreement or the Protocol;

and

@ nezadouci  pithoda  nebyla  zpisobena
umyslnym pochybenim, nedbalosti nebo porusenim této
smlouvy nebo protokolu ze strany instituce nebo

zkousejiciho; a

(b)

event or its consequences.

the expenses are necessary to treat the adverse

(b)
ptihody nebo jejich nasledku.

tyto naklady jsou nutné k 1écbé nezadouci

10.2

effected for the whole duration of performance of the

Sponsor hereby represents and warrants that it

Study clinical trial insurance in accordance with § 52,
par. 3, letter f) Act on Pharmaceuticals as may be
subsequently amended. This policy contracted for
Investigator and Sponsor also duly covers damages in
the event of death of Study Subject or compensation of
the Study Subject in case of injury resulting from and
sustained in course of performance of the Study in so
far as may be required in accordance with Section 52,
par. 3, subsection f) Act on Pharmaceuticals. A copy of
the Certificate of Insurance is attached hereto as Annex
8

10.2

s ust. § 52 odst. 3, pism. f) zakona o IéCivech, v platném

Zadavatel prohlasuje a potvrzuje, Ze v souladu

znéni, zajistii na celou dobu provadéni studie
(klinického hodnoceni) pojisténi odpovédnosti za Skodu
pro zkousejiciho a zadavatele, jehoz prostfednictvim je
zajisténo 1 odSkodnéni v ptipadé smrti subjektu
hodnoceni nebo v piipadé¢ $kody vzniklé na zdravi
subjektu  hodnoceni v disledku provadéni studie
(klinického hodnoceni), a to do té miry, jak mize byt
vyzadovano na zaklad¢é ust. § 52 odst. 3, pism. f)
zékona €. 378/2007 Sb, o léCivech. Kopie pojistného

certifikatu tvofi ptilohu 8 této Smlouvy.

10.3

insurance coverage for liability for damage caused at

Institution represents, that it maintains liability

provision of medical aid in accordance with prov. 45
par. 2 section n) Act no. 372/2011 Coll., on Medical
Services. This Agreement is concluded within the limits
required by applicable law and does not include liability
for damages caused at performance of clinical study. In
accordance with prov. 45 par. 2 section n) Act no.
372/2011 Coll., the insurance coverage must be
maintained for the whole duration of provision of

medical services.

10.3  Instituce prohlasuje, Ze ma dle § 45 odst. 2 pis.
n) zakona €. 372/2011 Sb., o zdravotnich sluzbach
uzavienu pojistnou smlouvu na pojisténi odpovédnosti
za Skodu zpusobenou pifi poskytovani zdravotni péce.
Tato pojistnd smlouva je uzaviena v zakonem

pozadovaném rozsahu a neobsahuje  pojisténi
odpovédnosti za Skodu zplsobenou pfi provadéni
klinického hodnoceni. Dle § 45 odst. 2 pis.n) zakona €.
372/2011 Sb. musi byt pojisténi uzavieno po celou

dobu, po kterou instituce poskytuje zdravotni péci.

10.4

Sponsor shall indemnify and hold harmless Institution,

Subject to the provisions in Section 10.5,

104 S vyhradou ustanoveni v <¢asti 105 je

Zadavatel povinen odskodnit a zbavit odpovédnosti
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its employees, officers, and directors (the “Institution
Indemnitees”) from and against any Study Participant
claims, liabilities, losses, demands, causes of action,
judgments, settlements and expenses (including, but not
limited to, reasonable legal fees and court costs) (each a
“Claim”) for bodily injury directly sustained as a result
of administration of the Study Drug in accordance with
the terms of the Protocol or any procedures required by
the Protocol and this Agreement; provided, however,
that a) Sponsor shall have no such obligation with
respect to Claims arising from an Institution
Indemnitee’s negligence or willful misconduct in
connection with the Study, breach of this Agreement or
the Protocol and b) Sponsor shall have sole control of
the disposition of such Claim including choice of
counsel, any investigation, trial, defense or settlement
provided that no settlement shall include an admission
of liability on the part of the Institution Indemnitees
without the Institution Indemnitee's prior written
consent where such consent shall not be unreasonably

withheld.

instituci, jeji zaméstnance, Uiedniky a feditele (dale jen
»Odskodnovani na stran¢ instituce™) od jakychkoli
zavazkl, ztrat, naroku, zalob, pozadavki, vyrovnani a
nakladt tucastnikti studie (vCetné, ale bez omezeni,
pfiméfenych pravnich poplatki a soudnich vyloh)
(jednotlivé ,,Narok®), za ublizeni na zdravi piimo
vzniklé v disledku podani studijniho léku v souladu s
podminkami  stanovenymi v  protokolu  nebo
jakymikoliv postupy vyzadujicimi protokolem, a touto
Smlouvou; avsak za predpokladu, ze a) Zadavatel
nenese zadnou takovou povinnost, pokud jde o Naroky
vyplyvajici z nedbalosti nebo imysiného pochybeni v
souvislosti se studii, poruseni této Smlouvy nebo
protokolu na strané OdSkodniovanych na strané instituce
a b) Zadavatel bude mit vyhradni kontrolu nad dispozici
takového Naroku, vcetné¢ volby pravniho zastupce,
jakéhokoliv  vySetfovani, hodnoceni, obrany nebo
vyrovnani, za ptedpokladu, Ze Zadné vyrovnani nebude
zahrnovat piijeti odpoveédnosti ze strany
Odskodiiovanych na stran¢ instituce bez piedchoziho
souhlasu strané

pisemného Odskodnovanych na

instituce, kde takovy souhlas nesmi byt bezduvodné

and against any and all third party Claims relating to or
arising out (i) the negligence, fault, omission or

improper conduct by Institution, Investigator or

Personnel; (ii) failure of Institution, Investigator and
adhere to written

Personnel  to Sponsor’s

recommendations and instructions relative to the
administration and use of any drug substances involved

in the Study (including but not limited to the IMP) or to

zadrzovan.
10.5 Institution shall indemnify and hold harmless | 10.5. Instituce odskodni a zbavi odpovédnosti
Sponsor, its Affiliates and their respective employees, | Zadavatele, jeho pobocky a jejich pfislusné
officers and directors (the “Sponsor Indemnitees”) from | zaméstnance, ufedniky a feditele (ddle jen

"Odskodinovani na stran¢ Zadavatel") pred jakymikoliv
Naroky tretich stran tykajicich se nebo vyplyvajicich z
(1) nedbalosti, chyby, opomenuti nebo nespravného
jednani instituce, zkousejiciho nebo zaméstnanct; (ii)
nedodrzeni instituce, zkouSejistho a zaméstnanci
pisemnych doporuceni a pokynti zadavatele ve vztahu k
administraci a pouzivani jakychkoli léCivych latek

zapojenych do studie (véetné hodnoceného ptipravku),
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the terms and conditions of the Protocol or agreed

amendments hereto; (iii) failure of Institution,

Investigator and Personnel to comply with any
Regulations, and (iv) breach of Institution, Investigator
and Personnel representations, warranties and
covenants. Institution shall not be liable for Claims to
the extent such Claims are attributable to Claims for
which Sponsor is obligated to indemnify pursuant to

Section 10.4.

nebo podminek protokolu nebo odsouhlasenych
dodatki k této Smlouve; (iii) nedodrzeni instituce,
zkouSejictho a zaméstnanci jednat v souladu s
jakymykoliv piedpisy, a (iv) poruSeni na starné
instituce, zkouSejiciho a zaméstnancii prohlaSeni, zaruk
a ujednani. Instituce nenese odpovédnost za Naroky
vrozsahu, ve kterém jsou tyto Naroky pfiitatelné
Narokiim, pro néz je zadavatel povinen poskytnout

odskodnéni dle bodu 10.4.

10.6
Party in writing of any Claim or potential Claim for

Each Party shall promptly notify the other

which such party may seek indemnification, but in no
event more than thirty (30) days after the Party seeking
indemnification has knowledge of the Claim or
potential Claim. Failure to provide timely notice shall
not negate the obligation of the other Party to
indemnify except to the extent that the delay in
notification resulted in additional damages or claims to

the Party seeking indemnification.

10.6 Kazda strana bude neprodlen¢ pisemné informovat

druhou stranu 0  jakémkoliv Naroku nebo
potencionalnim Naroku, u kterého mize tato strana
zadat odskodnéni, ale v Zddném ptipad¢ ne pozdéji nez
tiicet (30) dnti po té, co se strana pozadujici odskodnéni
o Naroku nebo potenciondlnim Ndaroku dozvédéla.
Neposkytnuti véasného oznameni nebude znamenat
zanik povinnosti druhé strany odskodnit, s vyjimkou,
pokud bude mit prodleva v ozndmeni za nasledek

dodate¢né Skody ¢i naroky na Strané zadajici o

odskodnéni.
11. Institution Compensation 11. Odména instituce
11.1  Compensation 111  Odména

11.1.1 In  consideration of Institution’s and
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:

11.1.1 Servisni organizace uhradi jménem zadavatele
za sluzby instituce a zkousejiciho podle této smlouvy
pfijemci uvedenému v priloze 1 pevnou castku za
kazdého ucastnika studie, jak je vymezena v téze

priloze, za predpokladu, ze zkousejici:

(@)

in accordance with the Protocol; and

evaluated the Study Participant concerned fully

(@)

v souladu s protokolem; a

dotcen¢ho ucastnika studie vyhodnotil plné

(b)

completed all related CRFs accurately.

(b)

pfesné vyplnil vSechny souvisejici formulare
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CRF.

11.1.2

Study in accordance with the Protocol, the amount

If a Study Participant is withdrawn from the

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 pfedCasné vyfazen, castka vyplacena
instituci/zkousSejicimu bude pomérné sniZena, jak je

uvedeno v piiloze 1.

11.1.3 All taxes, except Value Added Tax (VAT) if
applicable, are included in the amounts stated in Annex
1. Al the

Investigator/Institution’s banks shall be solely for the

charges and/or fees imposed by

account of the Institution.

11.1.3 V castkdch uvedenych v piiloze 1 jsou
zahrnuty veskeré dané, s vyjimkou pfipadné dané z
pfidané hodnoty (DPH). Vsechny poplatky a/nebo
vylohy uctované bankou instituce ¢i zkousSejiciho

pujdou vyhradné na vrub ptijemce platby.

11.2 Invoices

11.2  Faktury

11.2.1 The submit all

invoices under this Agreement to the CRO for payment

Institution shall original
on behalf of the Sponsor as specified in Annex 1.
Institution shall issue invoice upon basis of approved
documentation sent by CRO. Documentation containing
details for applicable invoicing shall be sent to
following e-mail address: || GGG
Invoices shall be due within 30 days from the date of its
receipt by CRO.

11.2.1 Instituce vSechny originaly faktur vystavenych
na zéklad¢é této smlouvy ptedlozi servisni organizaci
jednajici jménem zadavatele k proplaceni, jak je
uvedeno v priloze 1. Instituce vystavi fakturu na
zakladé

schvalenych podkladii zaslanych servisni

organizaci. Podklady pro vystaveni faktury budou
zasilany na adresu: || G Foxury
budou splatné ve lhit¢ 30 dni od jejich doruceni

servisni organizaci.

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 (including VAT requirements, when
applicable) and contain an accurate itemization of all
fees, supporting documentation and a Site invoice

reference number.

11.2.2 Instituce bude servisni organizaci na fakturach
oznaGovat jako platce jménem zadavatele a faktury k
uhrad¢ budou zasilany servisni organizaci na adresu
uvedenou v Piiloze 1. Faktury budou vystavovany v
souladu s platnym daiiovym zédkonem (vCetné pfipadné
pozadovan¢ DPH) a musi obsahovat pfesny rozpis

vSech poplatkd, podklady a referenéni éislo faktury

centra.

11.3  Payments

11.3  Platby

11.3.1 Unless specified otherwise in Annex 1:

11.3.1 Neni-li v p¥iloze 1 stanoveno jinak:
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missed a scheduled visit shall be made up to and

including the last visit in accordance with the Protocol.

@ payments shall be made every three months | (a) platby budou poukazovany jednou za t¥i mésice
upon receipt of an invoice in accordance with Section | po obdrzeni faktury v souladu s body 11.2.1 a 11.2.2
11.2.1and 11.2.2 above; vyse;

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

planovanou navstévu, bude poukdzédna za dobu do
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 muaze prostfednictvim servisni
organizace zadrzet platby (nebo jejich ¢ast) v ptipade,
ze zkouSejici neposkytne data v souladu s touto
smlouvou nebo protokolem. Zavéreény doplatek, tj.
zadrzovana cCastka, bude poukazan po uzamceni

databaze v souladu s P#ilohou 1 za pfedpokladu, ze:

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

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

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

(c) 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

vybaveni, materidly a nepouzité Iéky 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

11.3.3 Pokud zadavatel zjisti jakékoliv poruseni
protokolu ohrozujici integritu dat nebo bezpecnost
ucastnikt studie, odména bude poukazana za dobu do
navstévy, po niz se zadavatel nebo servisni organizace
dozvédéli o poruseni protokolu. Toto ustanoveni plati,
aniz by tim byla dotcena prava t€astnika studie v rdmci
této smlouvy (i v ramci predpisli) nebo prava zadavatele

na pouziti dal§iho opravného prostiedku.

Protocol: GED-0301-CD-003
0B-19008_CTA _Bil [ 12May2017 Final Redacted

CONFIDENTIAL

Site#: 487
Page 26 of 40




to any additional remedy.

11.3.4 In the event of default with payments, Institution
shall be entitled to charge statutory interest on late
payments in accordance with prov. § 1970 of the Civil

Code.

11.3.4 V piipadé opozdénych plateb je Instituce
opravnéna uctovat zakonny urok z prodleni v souladu

sust. § 1970 Obcanského zakoniku.

11.3.5 The estimated value of financial payment
under this Agreement shall be approximately CZK
325,380.

11.3.5 Predpokladana hodnota finan¢niho plnéni dle
této Smlouvy ¢ini piiblizné 325,380 K¢.

12. Record and Data Keeping

12. Zaznam a uchovavani dat

The Institution and the Investigator shall retain all
essential documents for the greater period of time under
the Regulations but not less than fifteen (15) years after

discontinuation or completion of the Study.

Instituce a zkouSejici budou wuchovavat vSechny
zékladni dokumenty po dobu stanovenou piedpisy, ne
vSak mén¢ nez 15 let po dokonceni nebo pfedcasném

ukondeni studie.

13. Data Protection

13. Ochrana osobnich udaji

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 unlawful

loss or damage and unauthorized or

Agreement against accidental or
destruction,
unlawful disclosure, access or processing as stipuluted
by Act no. 101/2000 Coll., on Protection of Personal

Data, as amended.

13.1.1 (1) Strany ucini vSechna opatieni nezbytna k
ochrané osobnich tdaji zpracovavanych podle této
smlouvy proti ndhodnému nebo protipravnimu zniceni,
ztrat¢ nebo poskozeni a neopravnénému nebo
nezakonnému zvefejnéni, ptistupu nebo zpracovani, jak
je vyzadovano zakonem ¢. 101/2000 Sb., o ochrané
osobnich udaji a o zméné nékterych zakont, ve znéni

pozdgjsich predpisii.

)

this Agreement any information related to an identified

“Personal data” shall mean for the purpose of

or identifiable natural person.

2 ,Osobnimi udaji” se pro tcely této smlouvy

rozumi jakékoliv informace vztahujici se k ur¢ité nebo

uréitelné fyzické osobé.

13.1.2 The Institution or the Investigator shall inform

the Sponsor in writing within 24 hours of any accidental

13.1.2 Instituce nebo zkouSejici budou zadavatele

pisemné do 24 hodin informovat o jakémkoli jejich
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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.

ndhodném nebo protipravnim zniCeni, ztraté nebo

poskozeni a neopravnéném nebo nezdkonném

zverejnéni, piistupu nebo zpracovani. Instituce a
zkouSejici jsou povinni zadavateli poskytnout plnou
soucinnost pfi feSeni tohoto poruSeni bezpecnosti v

souladu s ptedpisy.

13.2  Requests from Study Participants

Zddosti ucastnikii studie

13.2

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 shall handle those

Investigator requests in

accordance with the Sponsor’s reasonable instructions.

Kazda ze stran bude neprodlené informovat ostatni
smluvni strany o0 jakékoliv Zzadosti obdrzené od
ucastnika studie o pfistup, opravu nebo vymaz osobnich
udaju, které jsou o ném Vv souvislosti se studii
uchovavany. Instituce a zkouSejici jsou povinni tyto

pozadavky feSit v souladu s piiméfenymi pokyny

zadavatele.
13.3  Personal data regarding persons involved in | 13.3  Osobni udaje tykajici se osob zapojenych do
the conduct of the Study realizace studie

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 zmoctuje zadavatele k

nasledujicim operacim s osobnimi udaji tykajicimi se

zkousejiciho, které zadavatel podle této smlouvy ziskal:

@

performance of this Agreement, the management of the

process and use those data for the purposes of

Study and compliance with the Regulations;

@ zpracovavani a vyuZziti téchto udaji pro ucely

plnéni smlouvy, vedeni studie a dodrzovani ptredpist;

(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 ucely vySetiovani

poskytnuti udaji prislusSnym organim (véetné

nebo soudniho sporu);

(©)

process the data on behalf of the Sponsor for

transfer those data to a third party which will

aforementioned purposes;

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

uvedené ucely;
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(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)
mimo Evropsky hospodaisky prostor (EHP) ke stejnym

predani téchto udaji do USA nebo jinych zemi

uéelim. Zadavatel je povinen zajistit, Ze tyto tdaje
budou zpracovavany na urovni odpovidajici ochrané

udaji podle ¢eskych pravnich predpisi.

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:

@

concerning himself/herself collected in the context of

did not authorize in writing that personal data

this Agreement will be processed, used and transferred

as described above; and

(@)

pouziti a pfedani svych osobnich tdaji shromazdénych

neposkytla pisemné opravnéni ke zpracovani,

podle této smlouvy, jak je popsano vyse; a

(b)

under the Regulations and this Agreement.

has not been informed about his related rights

(b)

pravech vyplyvajicich z piedpist a této smlouvy.

nebyla informovdna o svych souvisejicich

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 udaju
zapojeny do provadéni studie se muZze obratit na
zadavatele na adrese uvedené v bodu 14 za ucelem
vykonu prava na pfistup, zménu nebo smazani v

souladu s ptedpisy.

13.3.4 In the course of the Study and following its
completion, the Parties shall safeguard personal and
personal sensitive data of Study Subjects enrolled in the

Study, as per applicable law of the Czech Republic.

13.3.4. Smluvni strany jsou povinny v prubéhu Studie i
po jejim ukonceni dbat podle piislusnych pravnich
predpist Ceské republiky o ochranu osobnich dat a
informaci o osobnich pomeérech subjekti hodnoceni

zatazenych do Studie.

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

Jakékoliv vyrozuméni podle této smlouvy musi byt
vyhotoveno pisemné a bude povazovano za dostateéné,
bude-li doru¢eno osobné, zaslano doporucené postou

nebo na doruéenku, renomovanou kuryrni sluzbou &i
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follows.

faxem, a to na nasledujici adresu:

If to the Institution or the Investigator:

Instituce nebo zkousejici:

Fakultni nemocnice u sv. Anny v Brné
Attention: Clinical Studies Department
Pekatska 664/53, Brno, zipcode 656 91,

Czech Republic

Phone: |

Fakultni nemocnice u sv. Anny v Brné
Oddéleni klinickych studii
Pekatska 664/53, Brno, 656 91

Ceska republika

Tel.: I

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

15. Relationship between the Parties

15. Vztahy mezi stranami

15.1

any partnership, joint wventure, 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 vyklddat v tom smyslu, Zze by zakladalo
partnerstvi, spole¢ny podnik, pracovnépravni vztah
nebo vztah zastoupeni mezi zadavatelem na strané

jedné a instituci a zkousejicim na stran¢ druhé.
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15.2

other, nor the other’s representatives.

Neither Party has the authority to bind the

15.2

ostatni smluvni strany, a to ani jeji zastupce.

Zadnd ze stran nema pravomoc zavazovat

assign their rights or obligations under this Agreement

without the Sponsor’s prior written consent.

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 nesmé&ji postoupit sva

prava ani zavazky podle této smlouvy jiné osob¢ 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 consent.

16.2  Nestanovi-li tato smlouva jinak, instituce a

zkouSejici nesméji  delegovat Zadnou ze svych

povinnosti podle této smlouvy na tfeti 0sobu bez

pfedchoziho pisemného souhlasu zadavatele.

17. Force Majeure

17. Vyss§i moc

17.1 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 dtsledku zasahu vys$§i moci (jak je tato
definovana dale), nenese odpovédnost za porusSeni

smlouvy, pokud tato strana:

@

about its inability to perform this Agreement; and

informs the other Party as soon as possible

@

smlouvu co nejdiive stranu druhou; a

informuje o své neschopnosti plnit tuto

(b)

minimize the effect of the Force Majeure.

takes all reasonable precautions in order to

(b)

vys$§i moci minimalizovala.

pfijme veskerad pfimétend opatfeni, aby ucinek

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

public authorities).

17.2  Pro ucely této smlouvy znamena ,,vyssi moc”
jakoukoli udalost, kterd je mimo rozumnou kontrolu
neplnici strany, a kterd znemozfiuje nebo netimérné
komplikuje plnéni této smlouvy (napf. stavky, vyluky,
nepokoje, valka, pozar, povodnég, vichfice, zemétieseni

¢1 opatfeni organtl verejné spravy).

18. Waiver

18. Vzdani se prav
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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 neéktera strana neuplatni nebo nevymaha
pravo, jez ji nalezi podle této smlouvy nebo piedpist,

neznamena, ze by se tohoto prava vzdala.

amicably any dispute related to this Agreement.

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

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

19.2  The Parties shall use reasonable efforts to settle | 19.2  Strany vynalozi pfiméfené usili 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 nedokdzi vyfesit
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

neovlivilyje platnost ostatnich jejich ustanoveni.

20.2  Entire Agreement - Amendments

20.2  Uplnost smlouvy a dodatky

20.2.1 This Agreement constitutes the entire contract
between the Parties and replaces any prior related
agreement between the Parties. Parties hereby agreed,

that this Agreement may only be executed in written.

20.2.1 Tato smlouva ptedstavuje tiplnou dohodu mezi
stranami a nahrazuje veSkera predchozi souvisejici
ujednani mezi stranami. Smluvni strany se dohodly, Ze
pro uzavieni této smlouvy uziji vyhradné pisemnou

formu.

20.2.2 Amendments to this Agreement shall be

binding if and only if put in writing and signed by the

20.2.2 Dodatky k této smlouvé budou zavazné jen

tehdy, pokud jsou vyhotoveny pisemné a podepsany
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Parties.

stranami.

20.3 Exclusion of business customs

20.3  WVylouceni obchodnich zvyklosti

Parties hereby in accordance with section 558 par. 2 of
Act no. 89/2012 Coll., Civil

explicitly exclude use of business customs in legal

code, as amended,

relations arising between them under the terms of this

Smluvni strany timto v souladu s § 558 odst. 2 zédkona
¢. 89/2012 Sb., obcansky zakonik, ve znéni pozdéjsich

predpist, vyslovné vylucuji pouziti obchodnich

zvyklosti ve svém pravnim styku v souvislosti s touto

Agreement. smlouvou.
20.4 Conflict between provision of Agreement and | 20.4  Rozpor mezi ustanovenimi Smlouvy a
Protocol Protokolu

In case of conflict between terms and provision of
Agreement and Protocol, terms and provision of
Protocol shall prevail in scientific, research and medical
matters, ICF and any other matters related to
Study

documentation (e.g. CRF), whereas provisions and

performance  of and  maintaining  of

terms of this Agreement shall prevail in any other

Pokud jsou podminky této Smlouvy a Protokolu v
rozporu, budou rozhodujici podminky Protokolu, co se
tyce veédeckych a 1ékarskych otazek, souhlasu subjekti
a jakychkoli jinych zélezitosti pfimo souvisejicich s
a vedenim

provadénim  Studie zdznamd  (napf.

formulafe pro zaznamy subjektdt  hodnoceni)

vztahujicich se k vySe uvedenému, a ustanoveni této

matters. Smlouvy budou rozhodujici, co se tyce vSech dalSich
zalezitosti.
20.5  Attachments 20.5  Piilohy

Annex 1 - Budget and payment schedule
Annex 2 - Timelines

Annex 3 — Equipment provided to the Institution or the

Investigator
Annex 4 — Approval of State Institute for Drug Control

Annex 5 — Consent of LEC/CEC

Ptiloha ¢. 1 — Rozpocet a platebni podminky
Piiloha ¢&. 2 — Casové harmonogramy

Priloha ¢. 3 — Vybaveni poskytnuté instituci nebo
zkousejicimu

Ptiloha ¢&. 4 — Souhlasné stanovisko SUKL
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Annex 6 — Power of attorney/delegation letter of

Quintiles Czech Republic, s.r.o.

Annex 7 - Abstract from Commercial Companies
Registry for Sponsor

Annex 8 - Copy of the insurance certificate

Annex 9 - Version of Agreement intended for

publication

Pfiloha ¢. 5 — Souhlasna stanoviska MEK a LEK

Priloha ¢. 6 — PInd moc od zadavatele pro spolecnost

Quintiles Czech Republic s.r.o.
Ptiloha ¢. 7 — Vypis z OR zadavatele
Ptiloha ¢. 8 — Kopie pojistného certifikatu

Ptiloha ¢. 9 — Verze smlouvy urcena ke zvefejnéni

20.6.Prevailing language

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

language version shall prevail.

Executed in 3 original copies by the authorised

representatives of the Parties:

20.6.Rozhodnd jazykova verze

Tato Smlouva je vyhotovena v anglickém a ceském
jazykovém znéni. V piipadé jakéhokoli rozporu bude
rozhodujici Ceska jazykova verze.

Podepsano ve 3 stejnopisech opravnénymi zastupci

stran:

20.7 Agreements Register

The obligations of confidentiality contained in this
Section 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

20.7 Registr smluv

Povinnosti ml¢enlivosti obsazené v tomto oddilu se
nevztahuji na zvefejnéni této Smlouvy v registru
smluv podle zékona ¢. 340/2015 Sh., o zvlastnich
podminkach ucinnosti nékterych smluv, uvetejnovani
téchto smluv a o registru smluv ("Zakon o registru
smluv"), s vyjimkou jakychkoli informaci mimo
ramec tohoto zvefejnéni, vcetné zejména informaci
tvoticich obchodni tajemstvi podle § 504 obcanského
zakoniku, konkrétné popis studie, rozpocet Studie a
vSechny ostatni platebni podminky nebo ujednani
mezi stranami, data ze studie, Protokol studie,
brozura zkousejiciho, atd. Strany se dohodly, ze
zvefejnéni této Smlouvy v registru smluv zajisti
instituce nejpozdéji ve Thiteé 15 dnti ode dne uzavieni
této Smlouvy a Smlouva bude zvefejnéna instituci v
souladu s prilohou 9 této Smlouvy, ktera obsahuje

obsah této Smlouvy ve formé upravené pro ucely
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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 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 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.

zvefejnéni, tj. s Vvylou¢enim informaci tvoficich
pfedmét obchodniho tajemstvi a dalich informaci,
které by mély byt vylouceny z publikace v souladu se
Zakonem o registru smluv. V piipadé, ze Zadavatel
nebude  upozornén o  uvefejnéni  piimo
administratorem registru smluv, instituce poskytne
Zadavateli neprodlené potvrzeni o zvefejnéni
Smlouvy v registru smluv. V piipadé, ze Zadavatel
neobdrzi potvrzeni o zvefejnéni Smlouvy v ramci
vySe uvedeného obdobi, smluvni strany souhlasi, ze
Smlouva bude nasledné zvetejnéna Zadavatelem, v
souladu s pfilohou ¢. 9 Smlouvy. Instituce odskodni
Zadavateli veskeré Skody a naklady wvzniklé v
disledku

Smlouvu v registru

selhani Instituce fadné€ uvefejnit tuto

smluv v souladu s vySe

uvedenymi podminkami.

QUINTILES ON BEHALF OF /
QUINTILES JMENEM
CELGENE INTERNATIONAL SARL

31-5-2017

Date / Datum

Signature / Podpis

Name / Jméno

Protocol: GED-0301-CD-003
0B-19008_CTA _Bil [ 12May2017 Final Redacted

CONFIDENTIAL

FAKgLTNf NEMOCNICE U SV. ANNY V /
BRNE

07.06.2017

Date / Datum

Signature / Podpis

MUDr. Martin Pavlik, Ph.D. DESA EDIC
Name / Jméno
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Page 35 of 40




Director / feditel
Title / Funkce Title / Funkce

14.06.2017

Date / Datum

Signature / Podpis

Name / Jméno

Investigator / ZkouSejici
Title / Funkce
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ANNEX 1 PRILOHA 1
BUDGET & PAYMENT TERMS & CONDITIONS ROZPOCET A PLATEBNi PODMINKY
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ANNEX 2 PRILOHA 2

TIMELINES CASOVE HARMONOGRAMY
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ANNEX 3 PRILOHA 3

EQUIPMENT PROVIDED TO THE VYBAVENI POSKYTNUTE INSTITUCI NEBO

INSTITUTION OR THE INVESTIGATOR ZKOUSEJiciMU
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