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CLINICALL TRIAL AGREEMENT WITH

SMLOUVA O KLINICKEM HODNOCENI

INSTITUTION

S NEMOCNICI

[ proTOCOL #: |

| ¢. proTOKOLU: |G

ACCOUNT #:
SITE #:

C. UCTU:
C. PRACOVISTE: |}

1. INTRODUCTION

1. UVOD

This Clinical Trial Agreement with Institution
(hereinafter the “Agreement”) has been concluded on
the date of the last signature and becomes effective on
the date of publication of the Agreement in the register
of contracts specified in Act No. 340/2015 Coll., as
amended (hereinafter the “Effective Date”) between

Labcorp Drug Development Inc., with registered office
at 206 Carnegie, Center Princeton, New Jersey, 08540-
6233, US, TAX ID No. 22-3265977 and its affiliate
COVANCE CLINICAL AND PERIAPPROVAL
SERVICES LIMITED, foreign entity, V Parku
2343/24, Chodov, 148 00 Prague 4, Czech Republic
Represented by:

Company ID: 273 70 976

VAT ID: CZ27370976

The organization is registered with the Commercial
Register maintained by the Municipal Court in Prague,
Section A, Insertion 52158

(hereinafter referred to as“Covance” or ,,Labcorp®),

F. Hoffmann-La Roche Ltd., with registered office
Grenzacherstrasse 124, 4070 Basel, Switzerland,
represented by:

( “Sponsor or ,, F. Hoffmann-La
Roche Ltd. ©)

and

Fakultni nemocnice Bulovka, with registered office
Budinova 67/2,

Prague 8 — Liben, 180 81

Czech Republic

Company ID: 00064211

VAT ID: CZ00064211

Represented b

Bank account: Czech National Bank, 16231081 /0710
SWIFT: CNBACZPP,

Variable symbol: 110201

(“Institution™)

Tato smlouva o klinickém hodnoceni se
zdravotnickym zafizenim (dale jen ,,smlouva‘) se
uzavira ke dni pfipojeni posledniho podpisu
a stava se ucinnou ke dni uvefejnéni smlouvy
vregistru smluv, postupem podle zakona ¢.
340/2015 Sb., ve znéni pozdéjsich predpisu (dale
jen ,,.Datum ucinnosti*) mezi spole¢nosti

Labcorp Drug Development Inc., se sidlem na
adrese 206 Carnegie Center Princeton, New
Jersey, 08540-6233, USA, DIC 22-3265977 a jeji
pridruzené spolecnosti COVANCE CLINICAL
AND PERIAPPROVAL SERVICES LIMITED,
organizacni slozka, V Parku 2343/24, Chodov,
148 00 Praha 4, Ceska republika,

zastoupena:

IC: 273 70 976

DIC: CZ27370976

Spolecnost je zapsana v OR vedeném u Méstského
soudu v Praze, oddil A, vlozka 52158

(dale jen ,spole€nost Covance“ nebo
»Labcorp®),
F. Hoffmann-La Roche Ltd., se sidlem

Grenzacherstrasse 124, 4070 Bazilej, Svycarsko,
zastoupen

(dale jen ,,zadavatel* nebo ,, F.
Hoffmann-La Roche Ltd. *)

a
Fakultni nemocnici Bulovka, se sidlem
Budinova 67/2, Praha 8 — Liben, 180 81, Ceska
republika

1CO: 00064211
DIC: CZ00064211

Zastoupena

Cislo uétu: Ceska narodni banka, 16231081 /0710
SWIFT:CNBACZPP, variabilni symbol: 110201
(dale jen ,,zdravotnické zafizeni®)

Template version date 05 May 2004 / Verze vzoru ze dne 5. kvétna 2004

Roche specific version date 08 March 2011 / Spole¢nost Roche, datum konkrétni verze 8. biezna 2011
* version 1, 02Nov2020Ptelozeno do ¢estiny dne 02. listopadu 2020

Page 1 of 43/ Strana 1 z 43




Institution/Investigator Statement of Agreement
Smlouva se zdravotnickym zafizenim/zkousejicim
F. Hoffmann-La Roche Ltd Protocol

ROW /

and Institution hereinafter

(Covance,
collectively referred to as the “Parties”)

Sponsor

(“Study”).

(Spolecnost Covance, zadavatel a zdravotnické
zafizeni dale spole¢né jako ,,smluvni strany*)

ale jen ,,studie®)

Covance, a contract research organization, has been
duly authorized by the Sponsor to carry out certain
obligations of the Sponsor in the conduct of the Study,
consistent with the terms of this Agreement.

Zadavatel spole¢nost Covance, jez je smluvni
vyzkumnou organizaci, fadn¢ zplnomocnil, co se
tyCe plnéni urcitych povinnosti zadavatele ve
spojitosti s provedenim studie v souladu s
podminkami této smlouvy.

(“Investigator”),

whose normal place of business is i
Fakultni nemocnice Bulovka, Budinova
67/2, Prague 8 — Liben, Czech Republic is an employee
of the Institution and shall act as the primary

investigator for the Study.

jehoz obvyklé
misto ¢innosti je na adrese ,
Fakultni nemocnice Bulovka, Budinova 67/2,
Praha 8 — Libeii, Ceskd republika, je
zaméstnancem zdravotnického zatizeni, pficemz v
ramci této studie pusobi jako hlavni zkouSejici
(dale jen ,,zkouSejici).

The Institution and Investigator represent that they
have the experience, capabilities, adequate patient
population, and resources to conduct the Study in a
professional and competent manner. If Investigator is
not available or becomes unavailable to perform the
Study, the Institution will notify Covance promptly,

Zdravotnické zafizeni a zkouSejici prohlasuji, Ze
disponuji zkusenostmi, dovednostmi, odpovidajici
poétem pacientd a zdroji k provedeni studie
profesionalnim a kompetentnim zplisobem. Neni-
li nebo nebude-li zkousejici k dispozici k
provedeni studie, uvédomi o tom zdravotnické

and Covance may terminate this Agreement | zafizeni neprodlené spole¢nost Covance, piicemz

immediately without further liability. spolec¢nost Covance muze tuto smlouvu okamzité
ukon€it, aniz by ji tim vznikly jakékoli dalsi
zévazky.

2. INVESTIGATOR AND INSTITUTION | 2. POVINNOSTI ZKOQUSEJICIHO A

COMMITMENTS

ZDRAVOTNICKEHO ZARIZENI

2.1 The Investigator and Institution agree to
conduct the Study in compliance with ICH guidelines
on Good Clinical Practice, including the EC-GCP Note
for Guidance (where applicable), and all applicable
laws and regulations, including but not limited to those
related to human research and data protection (e.g.,
data collection, security, processing and transfer). In
order to comply with their obligations under applicable
privacy and data security laws, Institution and
Investigator agree to be aware of the requirements
under the General Data Protection Regulation
2016/679 in connection with clinical trials. Institution
and Investigator shall ensure and warrant compliance
with the provisions and requirements of this
Agreement by the Institution staff.

2.1 ZkouSejici a zdravotnické zafizeni se
zavazuji provést studii v souladu s pokyny ICH k
spravné klinické praxi, v€etné poznamky ES-GCP
(je-li to relevantni), a v§emi platnymi pravnimi a
spravnimi ptedpisy, mimo jiné vcetné téch, které
se tykaji vyzkumu na lidech a ochrany osobnich
udaji  (napt. shromazd’ovani, zabezpeceni,
zpracovani a pienosu osobnich udaji). Za ucelem
splnéni svych povinnosti vyplyvajicich z platnych
pravnich pfedpisi o ochrané a zabezpeceni
osobnich udaji souhlasi zdravotnické zafizeni a
zkousSejici, Ze se v souvislosti s klinickymi
hodnocenimi sezndmi s pozadavky vyplyvajicimi
z obecného nafizeni o ochrané osobnich udaji
2016/679. Zdravotnické zafizeni a zkouSejici
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zajisti a zaru¢i dodrzovani ustanoveni a pozadavki

této  smlouvy ze  strany  zaméstnancl
zdravotnického zafizeni.
2.2. Anti-Bribery & Anti-Corruption 2.2, Protiuplatkarské a  protikorupéni

ustanoveni

Investigator and Institution shall not and shall cause its
Research Staff to not directly or indirectly pay or
promise to pay, or authorize the payment of any
money, or give, promise to give or authorize the giving
of anything of value to any person or entity, whether
governmental, quasi-governmental or private, to
obtain or retain business or secure improper advantage
for Covance or for Sponsor. Investigator and
Institution shall not and shall cause its Research Staff
to not directly or indirectly receive or solicit any
money or anything of value from any person or entity,
whether governmental, quasi-governmental or private,
in order to secure an improper advantage to such
person or entity. Investigator and Institution will not
take any action which could render Covance or
Sponsor liable under any other applicable laws for the
prevention of fraud, corruption, racketeering, money
laundering and/or terrorism.

jeho

jeho

ZkousSejici a zdravotnické zafizeni nesmi piimo
ani nepfimo provést, piislibit nebo schvalit platbu

jakychkoli finan¢nich prostfedkt, ani poskytnout,

prislibit ¢i schvalit poskytnuti zddné hodnotné véci

jakékoli osobé nebo subjektu, at’ uz vladnimu,

kvazivladnimu nebo soukromému, a to za ucelem
ziskani nebo udrzeni podnikdni nebo zajisténi
neopravnéné vyhody pro spolec¢nost Covance nebo
zadavatele, pficemz rovnéz zajisti, aby tak neucinil
vyzkumny  persondl. ZkouSejici a
zdravotnické zafizeni nesmi pfimo ani nepfimo
pfijmout nebo pozadovat platbu jakychkoli
finan¢nich prostfedkt ¢i poskytnuti hodnotné od

jakékoli osoby nebo subjektu, at’ uz vladniho,

kvazivladniho nebo soukromého, a to za ucelem
ziskani neopravnéné vyhody pro tuto osobu ¢i
subjekt, pfiCemz rovnéz zajisti, aby tak neucinil
vyzkumny  persondl. ZkouSejici a
zdravotnické zafizeni neudini nic, na zakladé
¢ehoz by mohla spolecnosti Covance nebo
zadavateli  vzniknout  odpovédnost  podle

jakychkoli jinych platnych pravnich predpisi

tykajicich se pfedchazeni podvodiim, korupci,
vydirani, prani Spinavych pen¢z a/nebo terorismu.

2.3 Notwithstanding any other provision herein, the
obligation of Covance to enter into any order under this
Agreement shall be, at all times, subject to its ability to
do so in a manner consistent with all applicable anti-
boycott laws and regulations. Covance shall not be
required to take, or to refrain from taking, any action
where to do so would be inconsistent with or penalized
under applicable anti-boycott laws.

2.4

(the “Protocol™).
The Study will be conducted in accordance with the
Protocol, any subsequent amendments thereto
approved by the Sponsor, and the terms of this
Agreement. In the event of a conflict between the
Protocol and this Agreement, the Protocol takes
precedents on matters of medicine, science, and the
conduct of the Study. The terms of this Agreement
shall take precedence in all other conflicts.

_| kterych by ¢elila postihu.

2.3 Bez ohledu na jakakoli dalsi ustanoveni této
smlouvy, povinnost spole¢nosti Covance uzaviit

jakoukoli objednavku podle této smlouvy podléha

za vSech okolnosti schopnosti €init tak zpisobem,
ktery je v souladu se vSemi platnymi pravnimi
pfedpisy a nafizenimi. Spole¢nost Covance
nebude povinna piijimat nebo se zdrzi pfijimani

jakychkoli opatieni, ktera by byla v rozporu s

pravnimi piedpisy proti bojkotu nebo podle

2.4

(dale
jen ,,protokol). Studie bude provedena v souladu
s protokolem, veskerymi jeho naslednymi dodatky
schvalenymi zadavatelem a podminkami této
smlouvy. V pfipadé rozporu mezi protokolem a

touto smlouvou ma protokol prednost v
zalezitostech mediciny, védy a provadéni studie.
Podminky této smlouvy maji pfednost v pfipadé
vSech jinych sport.

2.5 The Study shall be conducted on the basis of the
approval of the State Institute for Drui Control, issued

approval of the Multicentric Ethics

2.5 Studie bude provedena na zaklad¢ povoleni

Statniho ustavu pro kontrolu 1é¢iv, vydaného dne
e

Multicentrické etické komise vydaného dne
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Committeeissued on
and the approval of the Ethics Committee
of the Institution issued on under file
. All above mentioned documents are in
hard copies attached as Appendices C, D and E of this
Agreement, respectively.
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a souhlasu Etické
komise zdravotnického zarizeni vydaného dne
Kopie vyse
uvedenych dokumentt jsou prilozeny jako prilohy
C, D a E této smlouvy.

2.6 Screening and randomization of a sufficient
number of patients will be used to provide Ievaluable
cases. An evaluable case is defined as a patient who is
eligible for participation in the Study according to the
inclusion and exclusion criteria specified by the Protocol
and who completes the full course of therapy and the
required number of visits according to the Protocol. This
definition includes patients withdrawn due to lack of
efficacy or withdrawn due to the development of adverse
events, who are subsequently followed up as requested
in the Protocol.

2.7

All patients will be randomised
. No patients will be randomised after this
date without written authorisation from Covance. All
patients who do not meet the criteria for evaluable
cases will be replaced, provided that the recruitment
period has not expired.

2.6 Screeningem a randomizaci dostate¢ného
poctu pacientll bude zajiﬁténol vyhodnotitelnych
ptipadt. Vyhodnotitelny ptipad je definovan jako
pacient, ktery je zpusobily k Gcasti ve studii
v souladu s kritérii pro zafazeni a vylouceni
specifikovanymi v protokolu, a ktery absolvuje
celou lécbu a pozadovany pocet navstév podle
protokolu. Tato definice zahrnuje pacienty
vyfazené ze studie v disledku nedostatecné
ucinnosti nebo vyfazené v disledku rozvoje
nezadoucich piihod, ktefi jsou nasledné sledovani
dle pozadavki

2.7

Vsichni pacienti budou randomizovani
. Po tomto datu nebudou
randomizovani zadni pacienti bez predchoziho
pisemného schvaleni spolecnosti Covance.
Vsichni pacienti, ktefi nespliuji kritéria
vyhodnotitelnych piipadd, budou nahrazeni za
predpokladu, Ze neuplynulo obdobi néboru.

2.8 Written informed consent will be obtained
from each patient enrolling in the Study prior to the
commencement of any Study-related procedures. Such
consent also is required for the use and storage of
patient personal data. The informed consent form
template provided by the Sponsor for the Study will be
used, and any modifications to such form must be
approved in advance in writing by Covance and the
Sponsor. The informed consent form will authorize
Covance, the Sponsor and their representatives,
collaborators, and other third parties, including
regulatory authorities lawfully involved with or
evaluating the Study, to access and/or obtain copies of
Study data and to transfer Study data to other countries,
including the United States.

2.8 Od kazdého pacienta, ktery se ma ucastnit
studie, bude pfed zahajenim jakychkoli postupt
souvisejicich se studii obdrzen pisemny
informovany souhlas. Tento souhlas je rovnéz
vyzadovan pro pouziti a uchovavani osobnich
udaji o pacientech. Bude pouzit vzor formulare
informovaného souhlasu, ktery byl pro ucely
studie poskytnut zadavatelem, pficemz jakékoli
upravy tohoto formulare musi byt pfedem pisemné
schvaleny spole¢nosti Covance a zadavatelem.
Formulai informovaného souhlasu opraviuje
spole¢nost Covance, zadavatele a jejich zastupce,
spolupracovniky a dalsi tfeti strany, vcetné
regulacnich organd, které jsou zakon¢ zapojeny do
studie nebo jejiho vyhodnocovani, k pfistupu
a/nebo ziskani kopii tdaja studie a k pfenosu udajt
studie do jinych zemi, v¢etné USA.

2.9 The investigational drug(s) and any
comparator drugs provided in connection with the
Study must be used solely for the purpose of the Study
and maintained in a secure location. An accounting of

2.9 Hodnoceny pfipravek (pfipravky) a
jakékoli srovnadvaci pfipravky poskytované v
souvislosti se studii musi byt pouzivany vyhradné
pro ucely studie a uchovavany na bezpecném
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the investigational drug(s) and Study-related materials
will be maintained. Unused drugs and Study-related
materials will be returned or destroyed at the end of the
Study, or at intervals as directed by Covance or the
Sponsor.

2.10

12.10

misté. Budou vedeny ucetni zaznamy ohledné
hodnoceného piipravku (hodnocenych piipravki)
a materiali souvisejicich se studii. Nepouzité
pripravky a materidly souvisejici se studii budou
vraceny nebo zniCeny na konci studie nebo v
intervalech podle pokynt spolecnosti Covance
nebo zadavatele.

2.11 It is the Investigator’s responsibility to report
any serious adverse events (hereinafter “SAE”) as
required by law, regulation and the Protocol. The
Investigator will immediately inform Covance of an
such report or contemplated report.

2.11
zévazné nezadouci ptihody (dale jen ,,SAE®), jak
to vyzaduji pravni piedpisy, nafizeni a protokol.
Zkousejici bez prodleni informuje spolecnost
Covance o jakémkoli takovém ohldSeni nebo

ZkousSejici ma povinnost hlasit jakékoli

7 v

zamysSlenim ohlasSeni.

2.12  For the Investigator and each subinvestigator
who is directly involved in the treatment or evaluation
of Study patients, a completed and signed financial
disclosure form will be provided to Covance, which
discloses all applicable interests held by the
Investigator and subinvestigators, and their spouses.

The parties acknowledge that the
completed financial disclosure forms may be subject to
review by governmental or regulatory agencies, the
Sponsor, Covance, and their agents, and the Institution
and Investigator consent to such review. The
Institution and Investigator further consent to the
transfer of such financial disclosure data to the United

212 U zkousejiciho a kazdého
spoluzkousejiciho, kteti se pfimo podileji na 1é¢bé
nebo vyhodnocovani pacientd studie, bude
spolecnosti Covance poskytnut vyplnény a
podepsany formulaf zvefejnéni finanénich tdaju,
ktery odhaluje vSechny pfislusné zajmy
zkousejictho a  spoluzkousejicich i jejich
manzelek/manzelt.

Smluvni strany berou na védomi, Zze vyplnéné
formulafe zvetejnéni financnich udaji mohou
podléhat kontrole ze strany vladnich nebo
regulacnich organd, zadavatele, spoleCnosti
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States, even though data protection may not exist or be
as developed in the United States as is in the Czech
Republic respectively in European Union.

Covance a jejich zastupci, pficemz zdravotnické
zatizeni a zkousejici s takovou kontrolou souhlasi.
Zdravotnické zafizeni a zkousSejici dale souhlasi s
prenosem téchto zvetejnénych finan¢nich udaji do
USA, a to i pfesto, Ze ochrana osobnich udaji
nemusi v USA existovat nebo nemusi byt
rozvinuta na stejné urovni jako v Ceské republice,
potazmo v Evropské unii.

2.13  The shipment of dangerous goods and
infectious materials (including infectious subject
specimens) is subject to local, national, and
international laws and regulations. The Institution and
Investigator are responsible for ensuring that each
individual who packages or handles any dangerous
goods or infectious materials for shipping from its site
complies with all applicable laws and regulations.

2.13 Na prepravu nebezpetného zbozi a
infek¢nich materialti (véetné vzorkid infekéniho
subjektu) se vztahuji mistni, narodni a
mezinarodni pravni pfedpisy a nafizeni.
Zdravotnické zatfizeni a zkouSejici odpovidaji za
zajisténi toho, ze kazda osoba, ktera bali nebo
manipuluje s jakymkoli nebezpecnym zbozim
nebo infekénim materidlem pro tcely pfepravy z
jejiho pracovisté, dodrzuje vSechny pfiislusné
pravni pfedpisy a nafizeni.

3. BUDGET

3. ROZPOCET

3.1 The Institution and Covance have reviewed
and approved the budget attached which lists the
amounts incurred for completed visits of patients
during the course of the Study. This budget is approved
for maximum payment of CZK1 514 315

Template version date 05 May 2004 / Verze vzoru ze dne 5. kvétna 2004

3.1 Zdravotnické zafizeni a spoleCnost
Covance prezkoumali a schvalili pfipojeny
rozpocet, ktery uvadi castky vydané za
absolvované navstévy pacientl v priabéhu trvani
studie. Tento rozpocet je schvalen pro maximalni
platbu v Castce 1 514 315 K¢
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3.6 The Institution agrees that the compensation to
be received hereunder does not exceed the fair market
value of the services provided, and that no payments
are being provided for the purpose of inducing either
the Institution or Investigator to purchase or prescribe
any drugs, devices or products. Institution and
Investigator will not bill any patient, insurer or
governmental agency for any items, visits, services or
expenses provided or paid for by Covance or the
Sponsor. The Institution and Investigator further agree
that they will not provide any money or item of value
to any governmental official or representative to
improperly influence governmental actions.

ROW /

3.6 Zdravotnické zafizeni souhlasi s tim, Ze
odmény, které maji byt poskytnuty podle této
smlouvy, nepiesahuji trzni hodnotu
poskytovanych sluzeb a s tim, Ze nebudou
uhrazeny zadné platby za ucelem piimét
zdravotnické zatizeni nebo zkousejiciho k nakupu
nebo piedepisovani jakychkoli 1€kii, prostiedki
nebo produktd. Zdravotnické zatizeni a zkouSejici
nebudou uctovat zadnému pacientovi, pojistiteli
nebo vladnimu organu zadné polozky, navstévy,
sluzby nebo vydaje poskytované nebo hrazené
spole¢nosti  Covance nebo  zadavatelem.
Zdravotnické zafizeni a zkouSejici se dale
zavazuji, Ze neposkytnou Zzadné financni
prostfedky ¢i hodnotné véci zadnému vladnimu
urednikovi nebo zastupci, aby tak nepatficnym
zpusobem ovlivnili vladni kroky.

3.7 In the interest of transparency relating
to Sponsor's  financial relationships with clinical
investigators and clinical study sites, Sponsor may

3.7 V zajmu transparentnosti tykajici se
finan¢nich vztahti zadavatele s klinickymi
zkouSejicimi a pracovisti klinického hodnoceni
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publicly disclose the funding associated with this | mize zadavatel zvefejnit Castky poukazované
Agreement, including payments made to institutions | podle této smlouvy, a to v€etné plateb uhrazenych

and payments made to individuals. zdravotnickym zafizenim a plateb uhrazenych
jednotlivetim.
3.8 The Investigator and Institution acknowledge | 3.8 Zkousejici a zdravotnické zatfizeni berou

that Covance is acting on behalf of the Sponsor and | na védomi, ze spolecnost Covance jedna jménem
that Covance’s ability to make the payments to the | zadavatele a Ze schopnost spole¢nosti Covance
Institution depends not only on the Institution’s and | provadét platby zdravotnickému zatfizeni zavisi
Investigator’s complete performance of obligations | nejenom na  Uplném  plnéni  povinnosti
under this Agreement and other terms and conditions | zdravotnického zafizeni a zkousejiciho podle této
specified here, but also on Covance receiving from the | smlouvy  a ostatnich  podminek  zde
Sponsor the funds necessary to make the payments | specifikovanych, ale také na tom, Ze spolecnost
contemplated herein. To the extent that the Investigator | Covance obdrzi od zadavatele finan¢ni prostiedky
and Institution have fulfilled all relevant obligations | nezbytné k provedeni zde uvedenych plateb.
hereunder and Covance has not received the funds | Pokud zkouSejici a zdravotnické zafizeni splnili
necessary to make such payments, then the Institution | vSechny pfislusné povinnosti podle této smlouvy a
and Investigator hereby agree that sole recourse shall | spoleénost Covance  neobdrzela  finanéni
be against the Sponsor. prostfedky nezbytné k provedeni téchto plateb,
zdravotnické zafizeni a zkouSejici timto souhlasi,
ze narok je tfeba uplatnit pfimo u zadavatele.

4. MONITORING, INSPECTIONS AND AUDIT 4. MONITOROVANI, INSPEKCE A AUDIT

4.1 The Study will be monitored by a Covance | 4.1 Studie bude monitorovana monitorem
monitor. A reasonable amount of time must be set | spolecnosti Covance. Na kazdou monitorovaci
aside by Institution staff and the Investigator at each | nav§tévu musi personal zdravotnického zafizeni a
monitoring visit. zkousejici vyhradit pfiméfené mnozstvi Casu.

4.2 Direct access by Covance and Sponsor, and/or | 4.2 Spolecnosti Covance, zadavateli a/nebo
a designated third party auditor, will be allowed to | uréenému auditorovi tieti strany bude pro ucely
access all clinical data, including CRFs, patient | monitorovani, auditu a inspekce umoznén piistup
tracking reports, source documentation, and other | ke v§em klinickym udajum, v¢etné CRF, zprav o
Study-related information, for monitoring, audit and | sledovani pacienti, zdrojové dokumentace a
inspection purposes. The Institution and Investigator | dalSich informaci souvisejicich se  studii.
have the legal authority to share such clinical data and | Zdravotnické zafizeni a zkousSejici jsou ze zédkona

Study-related information to Covance and Sponsor. opravnéni sdilet tyto klinické udaje a informace
souvisejici se studii se spolenosti Covance a
zadavatelem.

4.3 The Investigator and Institution agree to fully | 4.3 ZkousSejici a zdravotnické zafizeni se

co-operate in any audit or inspection of the Study by | zavazuji poskytnout plnou soucinnost pii
Covance, the Sponsor, relevant health authorities, | jakémkoli  auditu  nebo  inspekci  studie
and/or their respective representatives. The Institution | provadénych spolecnosti Covance, zadavatelem,
and Investigator will notify Covance immediately in | pfisluSnymi zdravotnimi organy a/nebo jejich
writing of any proposed inspection or audit by a health, | pfislusSnymi zastupci. ZkousSejici a zdravotnické
regulatory or other governmental authority relating to | zafizeni neprodlené pisemné oznami spolecnosti
the Study, and provide to Covance copies of any | Covance kazdou predpokladanou inspekci nebo
notices, inquiries, correspondence or communications | audit tykajici se studie, jez navrhuje zdravotnicky,
to and from any such authority relating to the Study. | regulacni nebo jiny vladni organ a poskytne
Covance and the Sponsor will be permitted to attend | spolecnosti Covance kopie veskerych se studii
any such inspection or audit. souvisejicich oznament, pozadavkd,
korespondence nebo komunikace s jakymkoli
takovym organem. Spolecnost Covance a
zadavatel se budou moci t€astnit jakékoli takové
inspekce ¢i auditu.
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4.4 The Institution and Investigator each represent
and warrant that there are no pending for-cause
regulatory audits, investigations or proceedings
involving the Institution, Investigator, or any of their
employees or agents performing Study activities,
which relate to compliance with laws regarding the
conduct of any clinical research.

4.4 Zdravotnické zafizeni a zkouSejici
prohlasuji a zarucuji, Ze v soucasné dob¢ nejsou v
planu zadné divodné regulacni audity, Setieni
nebo fizeni tykajici se zdravotnického zafizeni,
zkou$ejictho nebo  kteréhokoliv. z  jejich
zamestnancil nebo zastupcl provadéjicich ¢innosti
v ramci studie, které by souvisely s dodrZzovanim
zakonl tykajicich se provadéni jakéhokoli
klinického vyzkumu.

3. EFFECTIVE DATE AND TERMINATION

5. DATUM NABYTI UCINNOSTI A UKONCENI
PLATNOSTI

5.1 This Agreement will become effective on the
Effective date and shall continue until completion of
the Study or until terminated pursuant to the terms set
forth herein.

5.1 Tato smlouva nabude uCinnosti k Datu
ucinnosti a jeji platnost potrva az do doby
dokonc¢eni studie nebo do jejiho ukonceni v
souladu s podminkami stanovenymi v této
smlouve.

52 Covance and/or Sponsor may terminate this
Agreement and/or Investigator’s participation in the
Study at any time, with or without cause, including if
any of the following situations occur:

_| nasledujicich situaci:

5.2 Spolecnost Covance a/nebo zadavatel
mohou tuto smlouvu a/nebo zapojeni zkousejiciho
do studie kdykoli ukoncit, at’ uz davodné C¢i
nikoliv, a to véetn¢ pripadi, kdy dojde k nekteré z

3. Adherence to the Protocol is poor or data
recording is inaccurate or seriously incomplete, or
any term of this Agreement is violated.

3. Doslo k nespravnému dodrzovani protokolu
nebo nepfesnému ¢i zavazné neuplnému
zaznamenavani dat ¢i k poruSeni jakékoli
podminky této smlouvy.

4. Covance and/or Sponsor and the Institution
mutually agree to terminate this Agreement.

4. Spolec¢nost Covance a/nebo zadavatel a
zdravotnické zafizeni se dohodli tuto smlouvu
ukoncit.

5. The total number of patients for enrollment and
randomization is reached for the entire Study, even
if patient enrollment at the Institution has not been
completed.

5. Bylo dosazeno celkového poctu pacientti
pro zafazeni a randomizovani pro celou
multicentrickou studii, pfestoze nebyl ve
zdravotnickém zafizeni dokonCen néabor
pacientd.

6. The Sponsor terminates the Study or the
appropriate regulatory agency mandates the
termination of the Study.

6. Zadavatel studii ukonc¢i nebo ukonceni
studie natidi pfislusny regula¢ni organ.

53 Upon receipt of notice of termination, patient
recruitment will immediately cease and the Institution
and Investigator will follow the specified termination
procedures, ensure that any required patient follow-up
procedures are completed, and make all reasonable

53 Po obdrzeni ozndmeni o ukonceni studie
bude bez prodleni ukonfen nabor pacientli a
zdravotnické zafizeni a zkouSejici budou
postupovat podle stanovenych postupti ukonceni,
zajisti, aby byly dokonceny vSechny pozadované
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efforts to minimize further costs.

Should the Institution have already
received payments in excess of the actual pro rated
amounts due then that overpayment will be promptly
remitted to Covance by the Institution. Neither
Covance nor the Sponsor will be responsible to the
Institution or Investigator for any lost profits, lost
opportunities or other consequential damages.

postupy v ramci nasledného sledovani pacienta a
vyvinou veskeré piimétfené usili k minimalizaci
dalsich nakladi.

Pokud jiz zdravotnické zafizeni obdrzelo
platby pfesahujici skutecné pomérné splatné
castky, odesSle zdravotnické zafizeni pteplatek
neprodlené zpét spolec¢nosti Covance. Spole¢nosti

Covance ani zadavateli nevznikne vuci
zdravotnickému zatizeni nebo zkousejicimu
odpovédnost za jakykoli usly zisk, ztracené
prilezitosti nebo jiné nasledné Skody.

6. INDEMNIFICATION

6. ODSKODNENI

6.1 The Institution and Investigator will promptly
notify Covance and the Sponsor in writing of any claim
of illness or injury actually or allegedly arising from
the conduct of the Study. The Sponsor will indemnify
the Institution and Investigator from any liability or
costs as a result of third party claims that arise from the
activities carried out pursuant to the Protocol, except
to the extent any such liability or costs arise from the
Institution or Investigator’s failure to adhere to the
terms of the Protocol, this Agreement or any applicable
law or regulation, or the negligence or willful
misconduct of the Institution, its employees or agents,
or the Investigator. The Institution and/or Investigator,
as the case may be, will promptly notify the Sponsor in
writing once it has knowledge of any such claim for
indemnification, and will cooperate fully with the
Sponsor in the handling of the claim. The Sponsor
warrants that it has insurance coverage for any such
claims while providing a copy of the liability insurance
certificate, which comprises Appendix F of the
Agreement. Any indemnification rights afforded to the
Investigator or the Institution are provided exclusively
by the Sponsor. In the event that the Institution or
Investigator invoke such rights, then the Investigator
or Institution shall deal directly with the Sponsor.

6.1 Zdravotnické zafizeni a  zkouSejici
neprodlené pisemn¢ informuji spole¢nost Covance
a zadavatele o jakémkoli hlaSeni nemoci nebo
ymeé na zdravi, které skutecné nebo udajné
vyplyva z provadéni studie. Zadavatel odSkodni
zdravotnické zatizeni a zkousejiciho v souvislosti
s jakymkoli zavazkem nebo naklady vzniklymi z
divodu naroki tretich stran v disledku Cinnosti
provadénych v souladu s protokolem, s vyjimkou
pripadli, kdy takovy zavazek nebo naklady
vzniknou v diasledku nedodrzeni podminek
stanovenych protokolem, touto smlouvou nebo
jakéhokoli platného pravniho piedpisu nebo
nafizeni nebo z divodu nedbalosti ¢i zdmérného
pochybeni ze strany zdravotnického zatizeni, jeho
zaméstnanci nebo zastupci ¢i  zkousejiciho.
Zdravotnické zafizeni a/nebo popt. zkousSejici
neprodlen¢ pisemné informuje zadavatele, jakmile
se dozvi o jakémkoli takovém naroku na
odSkodnéni a poskytne zadavateli pfi vyfizovani
tohoto naroku svou plnou soucinnost. Zadavatel
zaruCuje, ze ma pro ucely téchto narokl zfizeno
pojistné kryti, jez doklada kopii -certifikatu
pojisténi  odpovédnosti, jez tvofi ptilohu
F této smlouvy. Jakakoli prava na odSkodnéni
udélena zkouSejicimu nebo zdravotnickému
zafizeni jsou poskytovana vyhradné zadavatelem.
V pifipadé, Ze =zdravotnické zafizeni nebo
zkousejici takova prava uplatni, pak zdravotnické
zafizeni nebo zkousejici musi jednat piimo se
zadavatelem.

6.2 The Institution will indemnify Covance and
the Sponsor from any liability or costs as a result of
third party claims that arise from Institution’s failure to

6.2 Zdravotnické zatizeni odskodni
spolecnost Covance a zadavatele v souvislosti s
jakymkoli zdvazkem nebo nédklady vzniklymi v
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adhere to the terms of the Protocol, this Agreement, or
any applicable law or regulation, or that arise from the
negligence or willful misconduct of the Institution, its
employees or agents, or the Investigator. Covance or
the Sponsor, as the case may be, will promptly notify
the Institution in writing once it has knowledge of any
such claim for indemnification, and will fully
cooperate with the Institution in the handling of the
claim. The Institution warrants that it has insurance
coverage for any such claims. The Institution upon
request, will provide evidence of its insurance to
Covance.

dusledku naroku tietich stran, které vzniknou v
disledku nedodrzeni podminek stanovenych
protokolem, touto smlouvou nebo jakéhokoli
platného pravniho ptfedpisu nebo natizeni nebo z
divodu nedbalosti ¢i zamérného pochybeni ze
strany zdravotnického zafizeni, jeho zaméstnancti
nebo zastupci ¢i zkousSejiciho. Spolec¢nost
Covance, popt. zadavatel neprodlen¢ pisemné
uvédomi zdravotnické zatizeni, jakmile se dozvi o
jakémkoli takovém naroku na odskodnéni a
poskytnou  pfi  vyfizeni tohoto  naroku
zdravotnickému zafizeni svou plnou soucinnost.
Zdravotnické zafizeni zaruCuje, Ze ma pro ucely
téchto narokll ziizeno pojistné kryti. Zdravotnické
zafizeni na pozaddni poskytne spolecnosti
Covance diikazy o svém pojisténi.

7. PROPERTY AND RECORDS RETENTION

7. UCHOVAVANI MAJETKU A ZAZNAMU

7.1 All equipment, materials, documents, data,
information and suggestions of every kind and
description supplied to the Investigator or the
Institution directly or indirectly by the Sponsor or
prepared or developed by the Investigator or the
Institution pursuant to the Agreement (except for
Investigator or Institution procedural manuals,
personnel data, and Investigator or Institution
developed computer software), or resulting from the
services provided hereunder, including the CRFs, shall
be the sole and exclusive property of the Sponsor and
be treated as Confidential Information (defined
below). All Confidential Information shall be returned
to the Sponsor at the conclusion of the Study or, in the
alternative, destroyed at the direction of the Sponsor,
provided that the Investigator and Institution may
retain copies of such materials as required by
applicable laws, rules and regulations. The Sponsor
shall have the right to make whatever use it deems
desirable of any such Confidential Information.

7.1 Veskeré vybaveni, materialy, dokumenty,
data, informace a navrhy vSeho druhu a popisu,
dodavané zkouSejicimu nebo zdravotnickému
zafizeni pifimo ¢i nepiimo zadavatelem, nebo
pfipravené nebo vyvinuté zkouSejicim nebo
zdravotnickym zafizenim podle této smlouvy (s
vyjimkou pfiru¢ek postupii zkouSejiciho nebo
zdravotnického zafizeni, osobnich udaji a
pocitacového softwaru vyvinutého zkouSejicim
nebo zdravotnickym zafizenim) nebo vyplyvajici
z poskytovanych sluzeb podle této smlouvy,
véetné CRF, jsou jedinym a vyhradnim
vlastnictvim zadavatele a musi byt povazovany za
divérné informace (jak jsou definovany nize).
Vsechny duvérné informace budou vraceny
zadavateli na konci studie nebo pfipadné podle
pokynti zadavatele zniceny. ZkouSejici a
zdravotnické zafizeni si mohou ponechat kopie
takovych materialt, jak to vyzaduji platné pravni
predpisy, pravidla a nafizeni. Zadavatel ma pravo
vyuzit takové divérné informace jakymkoli
zpusobem, ktery poZzaduje za vhodny.

7.2 All correspondence with the ethics or
institutional review committee, any applicable
regulatory authority, and Covance and all records
relating to the Study, including copies of the CRFs,
will be maintained by the Institution for at least 15
years from completion of the Study, or longer if
required by institutional policy, GCP guidelines or
applicable law. Either Covance or the Sponsor must be
informed in writing of any change of address or
relocation of the Study records during this period.

7.2 Veskera korespondence s vyborem pro
etickou komisi, institucionalni hodnotici komisi,
pfisluSnym regula¢nim organem a spolecnosti
Covance a veSkeré zaznamy tykajici se studie,
véetné kopii CRF, budou zdravotnickym
zatizenim uchovavany po dobu nejméné 15 let od
dokonceni studie nebo déle pokud to vyzaduje
institucionalni  politika, pokyny GCP nebo
prislusné pravni ptedpisy. Spole¢nost Covance
nebo zadavatel musi byt béhem tohoto obdobi
pisemn¢ informovani o jakékoli zméné adresy
nebo pfemisténi zaznamu studie.
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8. EQUIPMENT

8. VYBAVENI

8.1 Institution will be provided free of charge by third

8.1 Zdravotnickému zafizeni bude prostiednictvim

(hereinafter the “Equipment”).

The Equipment will be properly packaged and labeled
and used solely for the purposes of the conduct of the
Study. Upon completion of the Study or early
termination thereof and after written approval by
Covance or Sponsor, the Equipment shall be returned
as instructed by Covance or Sponsor in compliance
with Appendix B to this Agreement.

party with the following equipment: tieti strany bezplatné poskytnuto nasledujici
vybaveni:

(a) A list of equipment and deliveries is included | (a) Seznam zafizeni a vybaveni je uveden

hereunder as Appendix B to this Agreement | v Pfiloze B této smlouvy (dale jen “vybaveni‘).

Vybaveni bude fadn¢ zabaleno a oznaceno, a bude
pouzito pouze pro ucely provadéni studie. Po
dokonceni studie nebo jejim pred¢asném ukonceni
a po pisemném schvaleni spolecnosti Covance
nebo zadavatele bude vybaveni vraceno podle
pokynll spole¢nosti Covance nebo zadavatele
v souladu s Pfilohou B této smlouvy..

8.2 Institution and Investigator shall exercise
reasonable care and comply with any Instructions
regarding the use and storage of the Equipment
mentioned in Section 8.1 (a). Institution and
Investigator understand and agree that fees will be
offset if the Investigator and/or Institution is negligent
with any equipment provided, including misuse,
damage, or loss.

8.2 Zdravotnické zatizeni a zkousSejici vynalozi pti
pouzivani a skladovani vybaveni uvedeného v 8.1
pism. (a) veskerou pfiméfenou péci a dodrzi
vesker¢ pokyny. Zdravotnické zafizeni a
zkousejici berou na védomi a souhlasi, Ze vi¢i nim
budou uplatnény poplatky v piipadé nedbalého
zachazeni s jakymkoli poskytnutym vybavenim,
veéetne€ nespravného pouziti, poskozeni nebo ztraty
pokytnutnutého vybaveni ze strany zkousejiciho
a/nebo zdravotnického zafizeni.

9. CONFIDENTIAL INFORMATION

9. DUVERNE INFORMACE

9.1 The Investigator and the Institution agree that
all material, documents and information provided to
them by Covance and the Sponsor and all information
developed by the Investigator or the Institution in
connection with the Study is and shall be considered as
confidential information (collectively, the
“Confidential Information) and the sole property of
the Sponsor. The Investigator and the Institution agree
to hold such Confidential Information in strict
confidence for ten (10) years after completion of the
Study, and shall disclose the Confidential Information
to Institution’s authorities, institutional review boards,
and their respective agents, employees, officers, and
directors and representatives only on a need-to-know
basis and only if the foregoing parties are bound and
obligated by the same provisions of confidentiality;
provided that the Investigator and the Institution will
have no obligations to the extent any Confidential
Information (a) is now or later becomes publicly
available through no fault of the Investigator or the
Institution, as applicable, (b) is obtained by the
Investigator or the Institution, as applicable, from a
third party not under obligation to the Sponsor with
respect to such Confidential Information, (¢) is already
in the possession of the Investigator or the Institution,

9.1 Zdravotnické zafizeni a zkouSejici se
zavazuji, ze veSkery material, dokumenty a
informace, kter¢ jim byly poskytnuty spolecnosti
Covance nebo zadavatelem, a veSkeré informace
ziskané  zdravotnickym  zafizenim  nebo
zkousejicim ve spojeni se studii, se povazuji a
budou povazovat za divérné informace (spole¢né
,»divérné informace®) a vyhradni vlastnictvi
zadavatele. Zdravotnické zatizeni a zkousSejici se
zavazuji uchovavat takovéto divérné informace
jako ptisné divérné po dobu deseti (10) let po
dokon¢eni studie, picemz tyto diivérné informace
zvefejni organim  zdravotnického  zafizeni,
institucionalnim hodnoticim komisim a jejich
prislusnym agentiim, zaméstnancim, Gfednikiim a
feditelim a zastupcim pouze v rozsahu nezbytné
nutném a pouze v piipadé, Ze jsou vyse uvedené
strany vazany a povinny dodrZzovat stejna
ustanoveni tykajici se diivérnosti; za predpokladu,
7e zkousejici a zdravotnické zatizeni nebudou mit
zadné zavazky v rozsahu, v jakém jsou duvérné
informace (a) v soucasné¢ dobé nebo pozdéji
vefejné¢ dostupné bez zavinéni zdravotnického
zafizeni nebo  zkouSejiciho, (b) ziskany
zdravotnickym zafizenim nebo zkouSejicim od
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as applicable, as indicated in their written records, or
(d) is required by any law, rule, regulation, order,
decree or subpoena or other judicial, administrative or
legal process to be disclosed, provided that advance
written notice of such disclosure is provided to the
Sponsor so it has an opportunity to oppose same by
appropriate legal action.

treti strany, kterd nema v souvislosti s takovymi
davérnymi informacemi zavazky vici zadavateli,
(¢) jiz v drzeni zdravotnického zafizeni nebo
zkousejiciho, tak jak je podlozeno jejich
pisemnymi zaznamy, nebo (d) je jejich zvefejnéni
vyzadovano jakymkoli pravnim pfedpisem,
pravidlem, nafizenim, soudnim nafizenim,
vyhlaskou nebo pfedvolanim ¢i jinym soudnim,
spravnim ¢i pravnimi postupem, za piedpokladu,
7ze je zadavateli poskytnuto predchozi pisemné
oznameni o takovém zvefejnéni a zadavatel ma tak
prilezitost vznést proti zvefejnéni namitku
prostfednictvim uplatnéni vhodného pravniho
kroku.

9.2 The Investigator and the Institution will not
use any such Confidential Information for their own
benefit or for the benefit of any third party, and will not
furnish to any third party any materials which
incorporate any Confidential Information as otherwise
herein above provided. All obligations of
confidentiality and non-use set forth in this Agreement
will survive the expiration or earlier termination of this
Agreement.

9.2 Zkousejici a zdravotnické  zafizeni
nepouziji zadné takové divémé informace ke
svému vlastnimu prospéchu ani ve prospéch
jakékoli tfeti strany a neposkytnou tieti strané
zadné jiné materialy, které obsahuji divérné
informace, nez jak je uvedeno vyse v této smlouvé.
Veskeré povinnosti zachovani duvérnosti a
nepouzivani obsazené v této smlouvé zistanou
vplatnosti i po uplynuti platnosti nebo
pred¢asném ukonceni této smlouvy.

10. DATA PROTECTION

10. OCHRANA OSOBNICH UDAJU

Prior to and during the course of the Study, the
Investigator may provide personal data (as defined by
applicable data protection legislation) relating to the
Investigator. Such personal data may include names,
contact information, work experience, qualifications,
publications, resumes, educational background,
financial information, performance information,
facilities, staff capabilities, and other information
relating to the conduct of clinical trials. The Sponsor
would be the data controller for such personal data,
except that, if Covance deals with any personal data
under this Agreement in the manner of a data
controller, then Covance shall be the data controller of
such personal data to the extent of such dealings. The
Investigator hereby consents to the use and processing
of such personal data for the following purposes: a) the
conduct and interpretation of the Study; b) review by
governmental or regulatory agencies, the Sponsor,
Covance, or their agents, affiliates and collaborators;
c) satisfying legal or regulatory requirements; d)
publication on www.clinicaltrials.gov and websites
and databases that serve a comparable purpose; and ¢)
upon request of individual patients and doctors
provision to individual patients and doctors who may
be interested in participating in a clinical trial at Site;
and f) storage in databases for use in selecting sites in
future clinical trials. Such consent also shall authorize

Pfed a v pribéhu studie muze zkousSejici
poskytnout osobni udaje tykajici se zkouSejiciho
(podle definice uvedené v platnych pravnich
predpisech o ochrané osobnich udaji). Tyto
osobni tidaje mohou zahrnovat jména, kontaktni
informace, pracovni zkuSenosti, kvalifikace,
publikace, Zivotopisy, vzdélani, financni udaje,
informace o vykonu, informace o prostorach,
dovednosti zaméstnanci a dalsi informace tykajici
se provadéni klinickych hodnoceni. Spravcem
téchto osobnich udajii je zadavatel, ovsem pokud
spolecnost Covance naklada s jakymikoli
osobnimi udaji v ramci této smlouvy zptisobem,
ktery odpovida nakladani spravce udaju, pak je
spole¢nost Covance v rozsahu takového nakladani
s témito osobnimi udaji jejich spravcem.
ZkouSejici timto souhlasi s pouzitim a
zpracovanim téchto osobnich udajl pro nasledujici
ucely: a) provedeni a interpretace studie; b)
kontrola ze strany vladnich nebo regulac¢nich
organi, zadavatele, spolecnosti Covance nebo
jejich  zastupci, pridruzenych spoleCnosti a
spolupracovnikli; c¢) splnéni zakonnych nebo
regulacnich pozadavkl; d) zvefejnéni na webu
www.clinicaltrials.gov a webovych strankach a v
databazich, které jsou urCeny ke srovnatelnému
ucelu; a e) poskytnuti individualnim pacientim a
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the transfer of such personal data to other countries
including, without limitation, the United States, even
though data protection may not exist or be as
developed in such other countries. The Investigator
agrees to ensure that its staff and personnel are aware
of and consent that their personal data will be used,
processed and stored for above-stated purposes and
may potentially be transferred to other countries. The
Investigator agrees to comply with all relevant data
protection laws in the performance of his/her services
hereunder.

l¢kattm, ktefi maji zajem o UcCast v klinickém
hodnoceni na pracovisti, a to na jejich zadost; a f)
uloZzeni v databazich pro pouziti pfi vybéru
pracovisté pro klinickd hodnoceni v budoucnu.
Tento souhlas rovnéz opraviiuje k prenosu téchto
osobnich udaji do jinych zemi, mimo jiné do
USA, a to i pfesto, ze ochrana osobnich udaju
nemusi v téchto jinych zemich existovat nebo
nemusi byt na stejné Grovni. ZkousSejici souhlasi
zajistit, ze jeho zaméstnanci a personal vezmou na
védomi a budou souhlasit s tim, Ze jejich osobni
udaje budou pouzity, zpracovany a uloZeny pro
vyse uvedené ucely a mohou byt pfipadné predany
do jinych zemi. ZkousSejici souhlasi, Ze bude pfi
poskytovani svych sluzeb uvedenych nize
dodrzovat vSechny platné pravni predpisy tykajici
ochrany osobnich tdaja.

Staff and personnel who do not provide such consent
will not participate in the conduct of the Study.

Zameéstnanci a personal, ktefi neposkytnou takovy
souhlas, se nemohou zapojit do provadéni studie.

10.1 Authorization to use and disclose health
information.

Institution shall provide an appropriate notice to each
patient and obtain written privacy authorization from
each patient, in compliance with applicable law, which
will enable Institution and Investigator to provide
Sponsor and other persons and entities designated by
Sponsor access to completed CRFs, source documents,
and all other information required by the Protocol.

10.2 Use of patient personal data.

Institution will use the personal data obtained from
patients in connection with the Study for no purposes
other than those outlined in the Protocol and shall handle
such personal data in accordance with applicable law.

Institution shall not disclose personal data to Covance or
the Sponsor except as required to satisfy the
requirements of the Protocol, for the purpose of
monitoring or adverse event reporting, or in relation to a
claim lodged or proceedings initiated by patients in
connection with the Study. In all such cases of non-
disclosure, the Institution shall respect the “data
minimization” principle of privacy.

10.1 Opravnéni pouzivat a sdélovat zdravotni
informace.

Zdravotnické zatizeni poskytne kazdému pacientovi
informaci o ochran¢ osobnich udaji a od kazdého
pacienta ziska v souladu s platnymi zakony pisemny
souhlas k poskytnuti osobnich udaja, ktery
zdravotnickému zafizeni a zkouSejicimu umozni
poskytnout zadavateli a dal$im osobam a subjektim
ur¢enym zadavatelem piistup k vyplnénym CRF
zaznamum, zdrojovym dokumentiim a v§em dal$im
informacim pozadovanych dle protokolu.

10.2 PouZziti osobnich udaji pacientii.
Zdravotnické zafizeni bude pouzivat osobni tdaje
ziskané od pacientl v souvislosti se studii a nebude
je pouzivat pro zadné jiné ucely, nez které jsou
uvedeny v protokolu, a s takovymi udaji budou
nakladat v souladu s platnymi zakony.

Zdravotnické zafizeni nepfedlozi osobni udaje
spole¢nosti Covance ani zadavateli, pokud to neni
nutné ke splnéni pozadavkii protokolu nebo pro
ucely monitorovani nebo hlaSeni nezadoucich
ptihod nebo ve vztahu k naroku nebo fizeni
vznesenému €i zahajenému pacientem ve spojeni se
studii. V takovych piipadech zpfistupnéni bude
zdravotnické  zafizeni dodrzovat  princip
,minimalizace udaji‘ pfi zachovani divérnosti.

11. INVENTIONS

11. VYNALEZY

The Investigator and the Institution will disclose
promptly in writing to Covance and the Sponsor any
and all inventions, discoveries and improvements
conceived or made by the Investigator or the Institution

ZkousSejici a zdravotnické zafizeni neprodlené
pisemné sdéli spolecnosti Covance a zadavateli
veskeré vynalezy, objevy a vylepSeni zamyslena
nebo uskuteénéna zkousejicim a zdravotnickym
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in the course of the Study and/or while providing such
services to Covance pursuant to this Agreement
(hereinafter  collectively,  “Inventions™).  All
Inventions shall become the sole and exclusive
property of the Sponsor. The Investigator and the
Institution will execute any and all applications,
assignments, or other instruments and give testimony
which the Sponsor shall deem necessary to apply for
and obtain Letters of Patent in any country or to protect
otherwise the Sponsor’s interest therein, and Sponsor
shall compensate the Investigator and/or the
Institution, as applicable, for the time devoted to said
activities and reimburse it for expenses incurred. These
obligations shall continue beyond the termination of
this Agreement with respect to Inventions while
providing services to Covance on behalf of the Sponsor
pursuant to this Agreement, and shall be binding on the
Investigator’s and the Institution’s assignees,
administrators and other legal representatives.

zatizenim v prabéhu studie a/nebo pii poskytovani
téchto sluzeb spolecnosti Covance podle této
smlouvy (spole¢n¢ dale jen ,,vynalezy*). VSechny
vynalezy se stavaji jedinym a vyluénym
vlastnictvim zadavatele. Zkousejici a zdravotnické
zatizeni podaji jakékoli a veskeré zadosti o patent,
pievod ¢i jiné nastroje a poskytnou vysvétleni,
ktera zadavatel povazuje za nezbytné k podani
zadosti a ziskani patentu v kterékoli zemi nebo k
jiné ochrané zajmu zadavatele v té€chto zemich,
pficemz zadavatel poskytne zdravotnickému
zafizeni a/nebo zkouSejicimu odménu za Ccas
vénovany uvedenym ¢innostem a uhradi mu
vzniklé vydaje. Tyto povinnosti ohledné vynalezii
ucinénych béhem poskytovani sluzeb spolecnosti
Covance jménem zadavatele podle této smlouvy
pretrvavaji i po ukonceni této smlouvy a jsou
zavazné pro zplnomocnéné zastupce, spravce a
jiné  zdkonné  zastupce  zkouSejictho a
zdravotnického zafizeni.

12. PUBLICATION POLICY

12. USTANOVENI TYKAJICI
ZVEREJNOVANI/PUBLIKACI

SE

The Institution and Investigator understand that this
Study is being conducted at multiple research sites.
The Institution and Investigator are free to publish or
present the Study results obtained at the Institution, but
only after the first publication or presentation that
involves the multi-center data, or eighteen (18) months
after the completion of the Study at all sites, whichever
is first. At least sixty (60) days prior to submitting or
presenting a manuscript or other materials relating to
the Study to a publisher, reviewer, or other outside
persons, the Institution or Investigator, as the case may
be, shall provide to the Sponsor a copy of all such
manuscripts and materials, and allow the Sponsor sixty
(60) days to review and comment on them. If the
Sponsor requests, (i) Confidential Information (other
than Study results) will be removed prior to submitting
or presenting the materials, and/or (ii) the Institution or
Investigator, as the case may be, shall postpone the
publication for another ninety (90) days. No party shall
use another party’s name in connection with any
advertising, publication or promotion without prior
written permission.

Zdravotnické zafizeni a zkouSejici berou na
védomi, ze tato studie je provadéna na vice
pracovistich. Zdravotnické zafizeni a zkousejici
mohou zvetejnit nebo prezentovat vysledky studie
ziskané ve zdravotnickém zafizeni, avSak pouze
po prvni zvefejnéné publikaci nebo prezentaci,
kterd zahrnuje tdaje z vice pracovist, nebo
osmnact (18) mésicl po dokonceni studie na vsech
pracovistich, podle toho, co nastane drfive.
Nejméné Sedesat (60) dnd pred predlozenim nebo
prezentaci rukopisu nebo jinych materiald
vztahujicich se ke studii vydavateli, editorovi nebo
jinym externim osobdm pfeda zdravotnické
zatizeni a zkousSejici zadavateli kopii vSech téchto
rukopisti a materiald a poskytne zadavateli Sedesat
(60) dni na to, aby je zkontroloval a vyjadfil se k
nim. Na Zadost zadavatele (i) diveérné informace
(jiné nez vysledky studie) budou pted odeslanim
nebo predlozenim materiali odstranény, a/nebo
(ii) zdravotnické zatizeni nebo zkousejici odlozi
publikaci o dal§ich devadesat (90) dni. Zadna ze
smluvnich stran nesmi pouzivat jméno jiné strany
v souvislosti s jakoukoli reklamou, publikaci nebo
propagaci bez ptedchoziho pisemného souhlasu.

In accordance with the law 340/2015 Coll., as
amended, this Agreement and/or any amendment shall
be published in the Contract Registry within thirty (30)
days from last signature. The parties agree that
Institution shall publish this Agreement, its

V souladu se zakonem 340/2015 Sb., ve znéni
pozdéjsich piedpisti bude tato smlouva a/nebo jeji
jakékoli dodatky zvetejnény v registru smluv do
tiiceti (30) dnti od posledniho podpisu. Smluvni
strany se dohodly, Ze zdravotnicke zafizeni
zvetejni tuto smlouvu, jeji prilohy a veskeré
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Appendices and any future amendments, and shall
limit its disclosure to the information required by law.

Prior to publication, the Institution shall remove all
information related to Information, personal
information, and business and trade secrets, as defined
by the Civil Code from the agreement to be published
(hereinafter, collectively “Excluded Information”),
including, without limitation, the Protocol, the
investigator brochure, and the budget appendix
detailing the costs per procedures, which represent the
trade secret of the Covance and/or Sponsor. Only the
expected total study budget (contract value) shall be
published.

The Sponsor shall draft the final form of the agreement
(hereinafter “Draft Publication Document”) for
publication (which shall not contain any Excluded
Information) and shall submit the Draft Publication
Document to the Institution for review at least thirty
(30) calendar days before the Agreement is expected to
be executed. The Institution shall incorporate any
comments for Sponsor into the Draft Publication
Document within fifteen (15) days and the Sponsor
shall make any amendments reasonably suggested by
Institution. The Agreement shall only be executed after
the parties have agreed the final form and format of the
Agreement for publication on the Contract Registry
(hereinafter “Final Document”).

The Institution agrees to publish the Final Document
and complete the metadata on the Register of Contracts
within ten (10) working days after final signature of the
Agreement. The Institution shall add Covance at email
CzechRepublicContracts@Covance.com as a
secondary recipient. The parties understand that the
Study shall not be initiated at the Site until the Final
Document has been published.

budouci dodatky a omezi jeji zvefejnéni na
informace pozadované zédkonem.

Pred zvefejnénim zdravotnicke zafizeni odstrani
ze smlouvy informace, kterda ma byt zvefejnéna,
vSechny informace souvisejici s informacemi,
osobnimi udaji a obchodnimi a obchodnimi
tajemstvimi, jak jsou definovany v obcCanském
zakoniku  (dale spolecné jen ,vyloucené
informace‘), mimo jiné vcetné protokolu, brozury
pro zkouSejiciho a rozpoltu vykazujici
podrobnosti nékladi na jednotlivé postupy, které
predstavuji  obchodni tajemstvi spolecnosti
Covance a/nebo zadavatele. Zveifejnén bude pouze
ocekavany celkovy rozpocet studie dle smlouvy
(hodnota smlouvy).

Zadavatel vypracuje kone¢nou podobu smlouvy
(déle jen ,,navrh publika¢niho dokumentu‘) ke
zvetejnéni  (ktera nebude obsahovat Zadné
vylou¢ené informace) a predlozi navrh
publika¢niho dokumentu zdravotnickému zatizeni
ke kontrole nejméné tficet (30) kalendainich dni
pfed  ocfekdvanym  uzavienim  smlouvy.
Zdravotnické  zafizeni  uplatni  zadavateli
pfipominky k navrhu publika¢niho dokumentu do
patnacti (15) dnti a zadavatel provede jakékoli
zmény, které zdravotnické zafizeni pfiméfenc
navrhne. Smlouva bude uzaviena az poté, co se
smluvni strany dohodnou na konecné podobé a
formatu dohody pro zvefejnéni v registru smluv
(dale jen ,,zavéreény dokument®).

Zdravotnicke zafizeni souhlasi se zvefejnénim
zavérecného dokumentu a vyplnénim metadat v
registru smluv do deseti (10) pracovnich dnd po
kone¢ném podpisu smlouvy. Zdravotnicke
zafizeni pfida spolecnost Covance na e-mail
CzechRepublicContracts@Covance.com jako
sekundarniho pfijemce. Smluvni strany si
uvédomuji, Zze studie nebude ve zdravotnickém
zatizeni zahajena, dokud nebude zvefejnén
zavereCny dokument.

13. INDEPENDENT CONTRACTOR

13. NEZAVISLY DODAVATEL

The relationship of both Covance and the Sponsor with
the Investigator and the Institution under this
Agreement shall be that of independent contractors.
Neither Institution nor Investigator, nor any employee
or staff member, may legally bind Covance or the
Sponsor, or act as an agent, partner, or employee of
Covance or the Sponsor.

Vztah spolecnosti Covance 1 zadavatele se
zkousejicim a zdravotnickym zatizenim podle této
smlouvy bude vztahem nezavislych dodavateld.
Zdravotnické  zafizeni ani  zkouSejici  ¢i
zamestnanec nebo ¢len personalu nemohou pravné
zavazat spoleCnost Covance nebo zadavatele ani
jednat jako zastupce, partner nebo zaméstnanec
spolecnosti Covance nebo zadavatele.
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14. CHANGES TO SCOPE OF AGREEMENT

14. ZMENY ROZSAHU SMLOUVY

The terms and conditions of this Agreement will be
renegotiated by Covance if the Sponsor and/or the
appropriate regulatory agency make major changes to
the design or scope of the Study which would
significantly affect the terms hereof. No other
amendment to this Agreement shall be effective unless
it is made in writing and signed by the parties hereto.

Podminky této smlouvy budou znovu projednany
se spole¢nosti Covance, pokud zadavatel a/nebo
ptislusny kontrolni organ provede zésadni zmény
v usporadani nebo rozsahu studie, které¢ by
vyznamn¢ ovlivnily podminky této smlouvy.
Zadny dalsi dodatek této smlouvy nebude uéinny,
pokud nebude ucinén pisemné a podepsan
smluvnimi stranami.

in particular Act no. 89/2012 of Coll., the Civil Code,
as amended. All obligations contained herein as to
which performance is required after termination shall
survive termination.

15. GOVERNING LAW/SURVIVAL 15.  ROZHODNE _PRAVO/PLATNOST PO
UKONCENI SMLOUVY

This Agreement shall be governed by and construed in | Tato smlouva se fidi a je vykladana v souladu se

accordance with the law of the state of Czech republic, | zakony statu  Ceské republiky, zejména

prislusnymi ustanovenimi zakona ¢. 89/2012 Sb.,
obcansky zékonik, ve znéni pozd¢jsich predpist.
Veskeré zavazky vyplyvajici z této smlouvy, u
nichz se vyzaduje plnéni i po ukonceni platnosti
smlouvy, zistanou v platnosti i po ukonceni
platnosti.

The Parties have agreed that any dispute arising from
this Agreement shall be adjudicated by te courts of the
Czech Republic with territorial and subject matter
jurisdiction.

Smluvni strany se dohodly, ze veSkeré spory
vzniklé ztéto smlouvy budou feSeny vécné a
mistn¢ prislusnymi soudy Ceské republiky.

16. ASSIGNMENT

16. POSTOUPENI

Neither this Agreement nor any rights or obligations
arising herecunder shall be assigned by the Institution
without the prior written consent of Covance. The
Sponsor may, and/or Covance may, upon the
Sponsor’s request and with notice to Institution, assign
this Agreement to a third party, (and Covance may,
upon the Sponsor’s request, assign this its rights and
obligations under this Agreement to the Sponsor). In
such a case, the Sponsor and/or Covance, as the case
may be, shall not be responsible for any obligations or
liabilities under this Agreement that arise after the date
of the assignment. Institution and Investigator must
notify Covance in writing, in advance, prior to moving
to another location.

Tuto smlouvu ani jakakoli z ni vyplyvajici prava
nebo povinnosti nemize zdravotnické zafizeni
postoupit bez predchoziho pisemného souhlasu
spolecnosti Covance. Zadavatel a/nebo spolecnost
Covance muze na zakladé zadosti zadavatele a po
ozndmeni zdravotnickému zafizeni postoupit tuto
smlouvu tfeti stran¢ (a spolecnost Covance mize
na zadost zadavatele prevést tato prava a
povinnosti podle této smlouvy na zadavatele). V
takovém piipad¢ zadavatel a/mebo spolecnost
Covance nenese odpoveédnost v souvislosti s
jakymikoli povinnostmi nebo zavazky
vyplyvajicimi z této smlouvy, které vzniknou po
datu postoupeni smlouvy. Zdravotnické zafizeni a
zkouSejici maji povinnost zadavatele predem
pisemné informovat o svém piipadném stéhovani
na jinou adresu.

17. DEBARMENT

17. ZAKAZ CINNOSTI

The Investigator and Institution each represent and
warrant that neither they, nor any of their employees or
agents performing activities related to the Study, has
been debarred, disqualified, or banned from
conducting clinical trials or is under investigation by
any  regulatory  authority @ for  debarment,
disqualification or any similar regulatory action in any

Zkousejici a zdravotnické zafizeni prohlasuji a
zaruCuji, Zze ani jeden z nich ¢i Zadny z jejich
zamestnanci nebo zastupch, ktefi provadéji
¢innosti souvisejici se studii, nebyli vylouceni,
shledani nezptsobilymi, ani jim nebylo zakdzano
provadét klinicka hodnoceni nebo nejsou
vySetfovani jakymkoli regulatnim organem ve
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country. The Institution and Investigator will notify
Covance and Sponsor immediately in writing if any
such investigation, disqualification, debarment or ban
occurs. Any breach of this section shall give Covance
the right to terminate this Agreement immediately for
cause.

spojitosti s vylouCenim, nezpiisobilosti ¢i neceli
podobnym regulacnim opatfenim v jakékoli zemi.
Zdravotnické zafizeni a zkouSejici neprodlené
pisemné¢ upozorni spoleCnost Covance a
zadavatele, pokud dojde k vySetfovani, shledani
nezpusobilosti, vylou¢eni nebo zakazu Cinnosti.
Jakékoli poruSeni této Casti opraviiuje spole¢nost
Covance k divodnému ukonceni smlouvy.

18. MISCELLANEQUS

18. RUZNA USTANOVENI

This Agreement constitutes the sole and complete
agreement between the parties and replaces all other
written and oral agreements relating to the Study. No
amendments or modifications to this Agreement shall
be valid unless in writing and signed by all the parties.
Failure to enforce any term of this Agreement shall not
constitute a waiver of such term. If any part of this
Agreement is found to be unenforceable, the rest of this
Agreement will remain in effect. The terms of this
Agreement that contain obligations or rights that
extend beyond the completion of the Study shall
survive termination or completion of this Agreement.
This Agreement shall be executed in three
counterparts, each of which shall be an original. This
Agreement and all of its Appendices represent the
entire agreement of the Parties with respect to the
subject-matter of this Agreement.

Tato smlouva piedstavuje jedinou a uplnou
dohodu mezi smluvnimi stranami a nahrazuje
vsechny ostatni pisemné a stni dohody tykajici se
studie. Zadné dodatky nebo upravy této smlouvy
nejsou platné, pokud nejsou uéinény pisemné a
podepsany  vSemi smluvnimi stranami.
Nevymahani uplathovani jakékoli podminky této
smlouvy nemtize byt vykladano jako zruSeni této
podminky. Pokud bude nektera ¢ast této smlouvy
shledana nevymahatelnou, ziistdva zbyvajici ¢ast
smlouvy v platnosti. Podminky obsazené v této
smlouvé, které obsahuji zavazky nebo prava, ktera
se vztahuji na obdobi po dokonceni studie,
zustanou v platnosti i po ukonéeni platnosti nebo
ukonceni této smlouvy. Tato smlouva je uzaviena
ve tech stejnopisech, z nichz kazdy z nich bude
originalem. Tato smlouva a vSechny jeji ptilohy
predstavuji aplnou dohodu smluvnich stran o
predmétu této smlouvy.

This Agreement has been drawn up in the Czech and
English languages, and the Parties consider both
language versions to be equal; however, in case of any
interpretation discrepancy between the individual
versions, the Czech version shall prevail as agreed by
the Parties.

Tato smlouva je sepsana v Ceském a anglickém
jazyce a smluvni strany povazuji obé jazykové
verze za rovnocenné, avSak pro piipad
vykladovych nesrovnalosti mezi jednotlivymi
verzemi se smluvni strany dohodly, Ze pfednost
ma Ceska verze smlouvy.

The following Appendices constitute an integral part
of this Agreement:

Appendix A — Budget

Appendix B — Payment and Payment Schedule
Appendix C - SUKL Approval

Appendix D - MEC Approval

Appendix E - LEC Approval

Appendix F - Copy of Sponsor Certificate of Liability
Insurance Policy of Sponsor

Nedilnou soucasti smlouvy jsou nasledujici
prilohy:

Priloha A - Rozpocet

Priloha B - Platba a rozpis plateb

Ptiloha C - Povoleni Statniho ustavu pro kontrolu
1éciv

Ptiloha D - Souhlas Multicentrické etické komise
Ptiloha E - Souhlas Etické komise zdravotnického
zatizeni

Priloha F — kopie pojistného certifikatu zadavatele

By the signatures below, the parties acknowledge and
agree to the terms contained in this Agreement.

Svymi niZze uvedenymi podpisy smluvni strany
berou na védomi a souhlasi spodminkami
obsazenymi v této smlouvé.
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Appendix A: BUDGET PRILOHA A: ROZPOC

SPONSOR: ZADAVATEL:
F. Hoffmann Roche Ltd. F. Hoffmann-La Roche
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Appendix C - SUKL Approval
Ptiloha C - Povoleni Statniho tstavu pro kontrolu 1é¢iv

ROZHODNUTI O POVOLENI KLINICKEHO HODNOCENI
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Appendix D — MEC Approval
Priloha D - Souhlas Multicentrické etické komise
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Appendix E -LEC Approval
Piiloha E - Souhlas Etické komise zdravotnického zafizeni
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Appendix F — Copy of Sponsor Certificate of Liability Insurance Policy
Ptiloha F — kopie pojistného certifikatu zadavatele
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