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WORLDWIDE

CLINICAL STUDY AGREEMENT

With an Effective Date of date of Agreement
publication in the Register of Contracts
(Hereinafter known as the “Effective Date”)

CONFIRMATION OF DATE OF
PUBLICATION IN THE REGISTRY OF
CONTRACTS:

by and between

Worldwide Clinical Trials Limited, with its
Identification number: GB 261477691,
incorporating its Affiliates, with a principal
place of business located at Waterfront
House, Beeston Business Park, Beeston,
Nottingham, NG9 1LA, United Kingdom
(represented by Mr. Angelico Carta), United
Kingdom on behalf of and as an authorized
agent of ACADIA Pharmaceuticals Inc. (as
defined below)
(Hereinafter known as “WCT") on the first
part

and

Fakultni nemocnice Olomouc with a
principal place of business at |. P. Paviova
185/6, Olomouc 77900, Czech Republic,
Identification Number: 00098892
VAT ID CZ00098892

(Hereinafter known as the “Institution™) on
the second part

(each a “Party” and collectively “the
Parties”)

STUDY: A clinical research study entitled “A

(Hereinafter known as the
u
Introduction

WHEREAS, ACADIA Pharmaceuticals Inc.
is the sponsor of the Study (the “Sponsor”);

SMLOUVA O PROVEDENI KLINICKE
STUDIE

s datem U&innosti ke dni uvefejnéni smlouvy
v registru smiuv (dale jako ,datum
ucinnosti“)

POTVRZENI DATA PUBLIKACE V
REGISTRU SMLUV :

uzaviena mezi

spolecnosti Worldwide Clinical Trials
Limited, ICO: GB 261477691 vetné jejich
pfidruzenych spolecnosti, se sidlem na
adrese Waterfront House, Beeston Business
Park, Beeston, Nottingham, NG9 1LA,
Spojené kralovstvi (zastoupenou panem
Angelicem Cartou), jednajici jménem a jako
opravnény zastupce spoleénosti ACADIA
Pharmaceuticals Inc. (viz definice nize)

(dale jako ,WCT") na strané jedné

a

Fakultni nemocnice Olomouc se sidlem
na adrese |. P. Pavlova 185/6, Olomouc
77900, Ceska republika,

ICO: 00098892,

DIC: CZ00098892

(dale jako ,zdravotnické zafizeni“) na
strané druhé

(kaZzda samostatné jako ,strana“ a spole¢né
jako ,strany”)

STUDIE: Klinicka vyzkumna studie nazvana

ale jako ,studie®)

Uvod

VZHLEDEM K TOMU, ZE spoleénost
ACADIA Pharmaceuticals Inc. je
zadavatelem studie (dale jako ,zadavatel®);

—
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WHEREAS, Sponsor has authorized WCT
and its Affiliates, pursuant to a contract with
Worldwide Clinical Trials Limited, to
coordinate and/or perform certain activities
as the authorized agent of Sponsor,
including, but not limited to, negotiation and
execution of contracts, payments,
monitoring, and audits required for the
conduct of the Study.

Schedule of terms used within this
Agreement

Agreement: This Clinical Study Agreement
comprising the terms and
conditions and all
amendments, attachments or
exhibits hereto

Affiliates:  Any entity that controls, is
controlled by or is under
common control with-that Party.
“Control” means the
possession, directly or
indirectly, of at least 50% of the
share capital or voting rights or
of the power to direct or cause
the direction of the
management and policies of an
entity, whether through the
ownership of voting securities,
by contract or otherwise

The Fakultni nemocnice
Olomouc with a principal place
of business at |I. P. Pavlova
185/6, Olomouc 77900, Czech
Republic at which Investigator
will perform the Study

R —

The representative (i.e.,
Clinical Research Associate or
Clinical Monitor) employed by
Sponsor, WCT or other agency
appointed by WCT who is
responsible  for  assisting
Investigator with the initiation of
the Study at the Centre and for
monitoring the progress and
performance of the Study by
Investigator thereafter

Centre:

Monitor:

The document entitled

Protocol:

VZHLEDEM K TOMU, ZE zadavatel na
zakladé smlouvy s Worldwide Clinical
Trials Limited, povéfil spole€nost WCT a jeji
pfidruZzené spoleénosti koordinaci a/nebo
provadénim urcitych ¢€innosti v pozici
opravnéného zastupce zadavatele, zejména
vyjednanim a uzavienim smluv, provadénim
plateb, provadénim monitorovani a auditd
potfebnych k provedeni studie.

Prehled vyrazul pouzitych v této smlouvé

Smlouva: Smlouva o provedeni klinické
studie obsahujici podminky a
vSechny dodatky a pfilohy k ni.

Pfidruzené spole€nosti:
Kazdy subjekt, ktery ovlada
smluvni strana, je ovladan
smluvni stranou nebo je spole¢né
se smluvni stranou ovladan.
,LOvladanim“ se obecné rozumi
pfimé ¢&i nepfimé vlastnictvi
nejméné 50 % zakladniho
kapitalu nebo hlasovacich prav
nebo pravomoci fidit vedeni nebo
nastavovat politiky subjektu, at' uz
prostfednictvim vlastnictvi
cennych papird s hlasovacim
pravem nebo smlouvy &i jinym
zpusobem.

Fakultni nemocnice Olomouc
with a principal place of business
at I. P. Pavlova 185/6, Olomouc
77900, Ceska republika, v némz
bude zkousejici provadét studii

—

Zastupce (tj. pracovnik klinického
vyzkumu nebo klinicky monitor)

Centrum:

Zkousejici:

Monitor:

zaméstnany zadavatelem,
spoleCnosti WCT nebo jinou
agenturou jmenovanou
spole¢nosti  WCT, ktery je
odpovédny za poskytnuti
soucinnosti  zkouSejicimu  pfi

zahgjeni studie v centru a za
monitorovani pokroku a
provadéni studie zkouSejicim.

Protokol:

Dokument nazvany
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governing the conduct of the
Study including any
amendments thereto as may be
issued by Sponsor during the
course of the Study.

Regulatory Document Binder:
The file containing copies of the
Protocol, Study-related
correspondence and regulatory
documentation

Study Drug: The investigational study drug
mn formulated as
escribed in the Protocol

Study Staff: All personnel performing
services on the Study under the
direct supervision and
instruction  of  Investigator,
including, but not limited to sub-
investigators, study
coordinators, study nurses,
employees, agents and/or
subcontractors of Institution
and Investigator

Study Subiject:
Any subject/patient who has
signed the Study informed
consent form to participate in
the Study

1. Performance of the Study

1.1 Institution shall serve as the premises
and facility where the Study will be
undertaken by Investigator according to
the terms and conditions set forth in this
Agreement. Institution declares that
the appropriate facilities (including any
equipment, but excluding those to be
provided by Sponsor or WCT for the
Study) necessary and adequate for
conducting the Study are available at
Institution. Institution and Investigator
have read and understood the Protocol
and all the information in the
investigator's brochure provided by
Sponsor, including the potential risks
and side effects of the Study Drug.

upravujici provadeni studie
vceiné jeho dodatkd, které je

zadavatel opravnén vydat v
prubéhu studie.

Soubor studii dokumentu:
Slozka obsahujici kopie
protokolu, korespondence
souvisejici se studii a
dokumentaci ke vyzadovanou

kontrolnimi Ufady vyZadovanych
kontrolnimi urady

Hodnoceny pfipravek:

Zkoumany |écivy  pfipravek,

jehoz sloZeni je
popsano v protokolu

Personal studie:
Veskery personal provadgjici
sluzby v ramci studie, ktery je pod
pfimym dohledem zkousSejiciho a

postupuje dle jeho pokyna,
zejména spoluzkousejici,
koordinatofi studie, studijni
sestry, zaméstnanci, zastupci
a/nebo subdodavatelé
zdravotnického zarizeni a
zkousejiciho.
Subjekt studie:

Kazdy subjekt/pacient, ktery
podepsal formular
informovaného souhlasu s Ucasti
ve studii

1. Provadéni studie

1.1 Zdravotnické zafizeni poslouzi jako
prostory a zafizeni, kde bude zkouejici
studii v souladu s podminkami této
smlouvy provadét. Zdravotnické
zarizeni prohlasuje, ze ve
zdravotnickém  zafizeni budou Kk
dispozici vhodné prostfedky a zafizeni
(v€etné vybaveni, vyjma toho, které
poskytne zadavatel nebo spolecnost
WCT) potiebné k provadéni studie.
Zdravotnické zafizeni a zkouSejici si
precetli protokol a veskeré informace v
souboru informaci pro zkouSejiciho
predané zadavatelem, veetné
potencialnich rizik a vedlejSich G¢inki
hodnoceného pfipravku, a porozuméli

F
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1.2

Institution represents that Investigator
has appropriate experience in the
diagnosis and treatment of patients with
neurodegenerative disease, that it has
authorised Investigator and
Investigator’s Study Staff to conduct the
Study at Institution within the Fakultni
nemocnice Olomouc, |. P. Pavlova
185/6, Olomouc 77900, Czech
Republic, and acknowledges that WCT,
on behalf of and as an agent of
Sponsor, has entered into a separate
agreement with Investigator for the
conduct of the Study at Institution.

Institution represents that it has
obtained, and will maintain for the term
of the Agreement, all licenses,

authorizations, approvals and reviews
required by governmental authority for
performance of activities under this
Agreement.

Institution shall:

i) provide the facilities necessary for
Investigator and Investigator’s
Study Staff to adequately complete
the Study according to the terms
and conditions set forth in this
Agreement;

i) acknowledges that the
randomization of Study Subjects
will be made via the IWRS web
service for the purposes of
contacting the computer
randomization service to register
new Study Subjects, to report the
receipt of Study Drug and supplies
and to obtain the medication
numbers for each dispensing of the
Study Drug;

iii) provide a facsimile machine which

has the capacity to be used to send

serious adverse event reports;

ensure that all Study Staff that are
employees or agents of Institution
are medically qualified, have
sufficient expertise, training, and
experience, and are made aware
of the obligations contained in this
Agreement and are bound by such
obligations;

v) allow Study Staff that are
employees or agents of Institution
to be trained by and work under the

1.2

jim. Zdravotnické zafizeni prohlasuje,
Ze zkouSejici ma patficné zkuSenosti s
diagnostikou a lécbou pacientl s
neurodegenerativnimi - onemocnénimi,
Ze schvdlilo, aby zkouSejici a personal
studie zkouS$ejiciho provadéli studii ve
zdravotnickém  zafizeni v ramci
Fakultni nemocnice Olomouc, |. P.
Pavlova 185/6, Olomouc 77900, Ceska
republika, a bere na védomi, ZzZe
spole¢nost WCT jménem zadavatele a
jako jeho zastupce uzaviela
samostatnou smlouvu se zkouSejicim o
provadéni studie ve zdravotnickém
zafizeni. Zdravotnické zarizeni
prohlasuje, Ze ziskalo a po dobu trvani
smlouvy bude mit v drZzeni v8echna
osvédCeni, opravnéni, schvaleni a
pfezkumy vyZadované statnimi ufady
pro provadéni €innosti dle této smlouvy.

Zdravotnické zarizeni:

i)  poskytne prostory a zafizeni, které
jsou pro zkou$ejiciho a personal
studie nezbytné k dostate¢nému
provedeni studie, v souladu s
podminkami stanovenymi v této
smlouve,

i) bere na védomi, Zze randomizace
subjektll studie bude probihat
pomoci webové sluzby typu
IWRS,za Ucéelem kontaktovani
pocitaové randomizaéni sluzby k
registraci novych subjektu studie, k
hlaseni prijeti hodnoceného
pripravku a klinickych materiald a k
ziskani Cisel lécivych pfipravkud pro
kazdy vydej hodnoceného
pFipravku,

iii) poskytne faxovy pfistroj, z néhoz

bude mozné odesilat zpravy o

zavaznych nezadoucich
pfihodach,

iv) zajisti, aby vSichni ¢lenové
personalu  studie, ktefi jsou
zameéstnanci nebo zastupci
zdravotnického  zafizeni,  byli
kvalifikovanymi zdravotnickymi
pracovniky, meéli  dostateCnou

odbornost, vzdélani a zkuSenosti a
vzali na védomi zavazky obsazené
v této smlouvé a byli jimi vazani,

v) umozni ¢lenim personalu studie,
ktefi jsou zaméstnanci nebo
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vi)

vii)

viii)

direction and supervision of
Investigator to perform the tasks
required by the Study Protocol;

ensure that no Study Staff known
to be debarred by any regulatory
authority with jurisdiction over the
conduct of the Study or the FDA
under the provisions of any
Debarment Statute in any capacity
participate in the Study;

notify WCT immediately if any
Study Staff or any other person
connected with the Study at the
Institution is debarred or is the
subject of a debarment
investigation or proceeding at any
time during the course of the
Study;

comply with all applicable Legal
Requirements;

comply with all applicable anti-
corruption laws, rules, regulations
and decrees and fully cooperate
with all diligence efforts of WCT
inquiring into Institution’s business
and operations

to not solicit, request, or agree to
receive or accept, on behalf of
itself or others, either directly or
indirectly, anything of value,
including any financial or other
advantage that is intended to or
designed in any way to induce or
reward the improper performance
by Institution of any function or
activity in connection with the
Study. Furthermore, Institution and
its officers, directors, employees
and agents shall not pay, give,
offer or promise to pay or give, or
authorize the payment, directly or
indirectly, of any money or
anything of value to any
government official or employee
inducing that person to do or omit
doing any act in violation of his or
her lawful duty, securing an
improper advantage, or influencing
such official to use his influence
with the government to effect or
influence the decision of such
government, in order to assist

Vi)

vii)

viii)

zastupci zdravotnického zafizeni,
aby byli vy8koleni a pfi provadéni
ukold pozadovanych protokolem
studie pracovali pod dohledem a na
zakladé pokynt zkousejiciho,

zajisti, aby se zadny ¢len personalu
studie, o némz je znamo, ze mu
kontrolni urad opravnény
dohledem nad provadénim studie
nebo FDA dle ustanoveni pfedpisu
zakazujiciho  €innost  zakazal
¢innost, nepodilel na studii,

okamzité  oznami  spolecnosti
WCT, pokud kdykoliv v pribéhu
studie byla personalu studie nebo
jiné osobé podilejici se na studii ve
zdravotnickém zafizeni zakazana
¢innost nebo se tyto strany stanou
predmétem  vySetfovani nebo
fizeni o zakazu &innosti,

bude dodrzovat v8echny platné
pravni predpisy,

bude dodrzovat vSechny platné

protikorupéni  zakony, pravidla,
pfedpisy a vyhlasky a bude
poskytovat  plnou  soucinnost
spoleCnosti WCT pfi aktivitach
provéfovani podnikani a aktivit

zdravotnického zafizeni

nebude Zzadat, pozZadovat, i
souhlasit s pfijetim nebo pfijimat,
at’ uz pfimo nebo nepfimo, jménem
svym Ci  ostatnich, cokoliv
hodnotného, vc€etné financnich
nebo jinych vyhod, za uéelem nebo
s cilem vyminit si nebo odménit
nepatficné jednani zdravotnického
zarizeni bez ohledu na pozici Ci
aktivitu v souvislosti se studii.
Zdravotnické zafizeni a jeho
Clenové predstavenstva, feditelé,
zaméstnanci a zastupci se dale
zavazuji, ze nezaplati,
neposkytnou, nenabidnou nebo
nepfislibi zaplatit & poskytnout,
nebo neschvali vyplaceni, at uz

pfimo nebo nepfimo, Zadnych
financnich prostredk nebo
¢ehokoliv  hodnotného Zzadnému
statnimu Urednikovi nebo

zaméstnanci s umyslem pfimét tuto
osobu konat nebo naopak nekonat
urCitou aktivitu  porusujici  jeji
zakonné povinnosti k zajisténi
nepatficné vyhody nebo ovlivnéni
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Xi)

1.3

i)

WCT or Sponsor in obtaining or
retaining business; and

provide prompt advance notice to
WCT if Investigator will be leaving
the Institution or is otherwise no
longer able to perform the Study.
The appointment of a new
investigator must have the prior
approval of Sponsor and WCT.
Any replacement investigator will
be required to agree to the terms
and conditions of this Agreement.

Investigator shall:

to submit to the Monitor prior to the
commencement of the Study (and,
if changes are implemented in the
course of the Study, for example,
Protocol amendments are issued,
Study Staff or ethics committee
(“EC”) / institutional review board
(“IRB”) staff are added or removed,
etc., to resubmit the applicable
documents):

a) the executed signature page
of the Protocol;

b) the United States Food and
Drug Administration (“FDA”)
Form 1572, or such other
financial disclosure form as
may be required by the
applicable jurisdiction where
the Study is conducted,
signed by Investigator;

c) evidence of approval from the
applicable EC or IRB
responsible for reviewing and
approving the Protocol, Study
subject informed consent
document and such other
documents designated in the

international guidelines
adopted by the International
Conference on
Harmonisation - E6 Good

Clinical Practice (ICH-GCP”),

Xi)

1.3 Zkousejici

i)

rozhodnuti statni spravy ve snaze
pomoci spole€nosti WCT nebo
zadavateli ziskat nebo si udrZet
podnikatelské aktivity a

v dostate€ném predstihu informuje
spole¢nost WCT, pokud se
zkouSejici  chysta odejit ze
zdravotnického zafizeni, nebo neni
z jiného ddvodu dale schopen
provadét studii. Jmenovani
nového zkou$ejiciho je mozné
pouze na zakladé pFedchoziho
souhlasu zadavatele a spole¢nosti
WCT. Kazdy nahradni zkouS$ejici
bude povinen odsouhlasit
podminky této smlouvy.

predkladani monitorovi studie pred
zahajenim studie (a v pripadé
provedeni zmén v pribéhu studie,
napf. vydani dodatku k protokolu,
jmenovani nebo odvolani ¢lenl

personalu studie nebo etické
komise (,EK®) / institucionalni
hodnotici komise (,IRB*)
opakované predkladani

pFislusnych dokument):

a) podpis na podpisové strané
protokolu,

b) formulaF Ufadu pro kontrolu
potravin a IéCiv USA (United
States Food and Drug
Administration, FDA) 1572
nebo jiny takovy formular ke
zvefejnéni finan¢nich adajd,
ktery mize byt v daném

pravnim  Fadu  provadéni
studie poZzadovan, podepsany
zkousejicim,

c) dokument dokladajici

schvaleni od pfislusné EK
nebo IRB odpovédnych za

pfezkum a schvaleni
protokolu, dokumentu
informovaného souhlasu
subjektu studie a jinych
takovych dokumentu
vymezenych v mezinarodnich
pokynech pfijatych
Mezinarodni  konferenci o
harmonizaci - E6 Spravna

klinicka praxe (,ICH-GCP*)

F
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ii)

d) a membership list for the
applicable EC / IRB;

e) a current signed and dated
curriculum vitae of Investigator
and any sub-investigators,
including evidence of
appropriate licenses for all
Study Staff

f) any national  regulatory
approvals, as required.

to act, and cause any Study Staff
of Institution to act, and conduct
the Study in strict accordance and
compliance with all conditions
specified in this Agreement, the
Protocol, all written instructions of
Sponsor or WCT, all other
applicable published guidelines for
good clinical practice, including but
not limited to ICH-GCP
(collectively Good Clinical Practice
Guidelines) and generally
accepted medical standards, asin
force at the time of performance of
the Study or as they may be
amended or replaced at any time,
all applicable data privacy
regulations, including but not
limited to the European Union’s
General Data Protection
Regulation where applicable and
as in effect, and all applicable laws
and regulations as are in effect
from time to time namely Act No.
378/2007 Coll., On
Pharmaceuticals, as amended (the
Good Clinical Practice Guidelines
and all other applicable laws and
regulations  being  collectively
referred to herein as “Legal
Requirements”);

to adhere to the requirements of
the Declaration of Helsinki;

not to participate in the Study if
Investigator is debarred by the
FDA under the provisions of the
United States Generic Drug
Enforcement Act of 1992, or other
similar  regulations  of the
jurisdiction where the Study is
conducted (the “Debarment
Statute”) in any capacity in
connection with the performance

ii)

d) seznam ¢lenG  pfislusné
EK/IRB,
e) aktualni podepsany a
datem opatfeny Zivotopis
zkousejiciho a vSech
spoluzkouseijicich, véetné
dokladu prislusnych
osvédceni pro veskery

personal studie

f) v pfipadé potfeby i veSkeré

souhlasy narodnich
kontrolnich aradu.
jednani a provadéni studie a
zajisténi, aby personal studie

jednal a provadél studii v pfisném

souladu se v3emi podminkami
uvedenymi v této smlouvé,
protokolu, vS§ech pisemnych
pokynech zadavatele nebo

spole¢nosti WCT, se vSemi dalSimi
platnymi vydanymi pokyny spravné
klinické praxe, zejména ICH-GCP
(spole¢né jako pokyny spravné
klinické praxe) a obecné
pfijimanymi zdravotnimi standardy
platnymi v okamZiku provadéni
studie nebo kdykoliv zmé&nénymi
nebo nahrazenymi, vSemi pfedpisy
na ochranu osobnich udajd,
zejména obecného narizeni
Evropské Unie o ochrané osobnich
Udajli v pripadech, na které se
vztahuje a je ucinné, a vsemi
pfislusSnymi zakony a pFedpisy
platnymi v daném okamziku,
zejmeéna zakonem €. 378/2007 Sb.,
o léCivech, v platném znéni
(pokyny spravné klinické praxe a
vSechny dalSi pfislusné zakony a
pfedpisy spoleéné dale jako
,zakonné pozadavky"),

dodrzovani pozadavku Helsinské
deklarace,

zajisténi, ze se zkouSejici nepodili
na studii, pokud byla zkousSejicimu
dle ustanoveni zakona USA o
generickych IéCivych pFipravcich z
roku 1992 ze strany FDA nebo dle
jinych  podobnych predpist v
pravnim fadu, v ramci néhoz se
studie provadi (,pFedpis
zakazujici ¢innost‘), zakazana
Cinnost v souvislosti s provadéni

F
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Vi)

vii)

viii)

X)

of the duties
Investigator herein;

required of

to ensure that no Study Staff
known to be debarred by any
regulatory authority with
jurisdiction over the conduct of the
Study or the FDA under the
provisions of any Debarment
Statute in any capacity participate
in the Study;

to notify WCT immediately if Study
Staff or other any person
connected with the Study at the
Centre is debarred or is the subject
of a debarment investigation or
proceeding at any time during the
course of the Study;

to obtain in compliance with all
Legal Requirements an informed
consent form properly signed by or
on behalf of each Study Subject
prior to the Study Subject’s
participation in the Study using a
form of informed consent pre-
approved in writing by Sponsor
and approved by the applicable EC
or IRB;

during the active enrollment phase
of the Study, to randomize Study
Subjects that meet the criteria
contained in the Protocol in the
Study, as are available and eligible
in accordance with the Protocol;

to not enroll any Study Subject
concurrently participating in any
other clinical trial, study, sub-
study, derivative, or ancillary study
whether related to the Study or not
(other than those set forth in the
Protocol, if any) without the prior
written approval of Sponsor;

to promptly report serious adverse
events, but in no case more than
twenty-four (24) hours thereafter,
to WCT in compliance with
applicable Legal Requirements
and the procedures outlined in the
Protocol;  For serious adverse
drug experiences, Institution shall
assist in the investigation of the
medical circumstances and shall

Vi)

vii)

viii)

iX)

povinnosti od zkousejiciho
pozadovanych,
zajisténi, aby se zadny Clen

personalu studie, o némz je znamo,
Zze mu kontrolni ufad opravnény
dohledem nad provadénim studie
nebo FDA dle ustanoveni predpisu
zakazujiciho  €innost  zakazal
¢innost, nepodilel na studii,

okamZitém oznameni spolecnosti
WCT, pokud kdykoliv v prabéhu
studie byla persondlu studie nebo
jiné osobé podilejici se na studii v
centru zakazana cinnost nebo se
tyto strany stanou prfedmétem
vySetfovani nebo Fizeni o zakazu
¢innosti,

ziskani v souladu se vSemi
zadkonnymi pozadavky formulérie
informovaného souhlasu fadné

podepsaného subjektem studie
nebo jeho jménem, a to pfed ucasti
subjektu studie ve studii s vyuZitim
formulafe informovaného souhlasu
pfedem pisemné schvaleného
zadavatelem a schvaleného
pfislusnou EK nebo IRB,

randomizaci subjektll béhem faze
aktivniho zafazovani do studie,
které splfiuji kritéria obsazena v
protokolu, a které se pfihlasi a
budou zpUsobilé dle protokolu,

zajisténi, Z2e do studie bez
pfedchoziho pisemného souhlasu
zadavatele nezafadi Zadny subjekt
studie soubéZné se ucastnici
jiného  klinického  hodnoceni,
studie, vedlejsi studie, odvozené
nebo pomocné studie, at uz s touto
studii souvisi ¢i nikoliv (jinych nez
pfipadné uvedenych v protokolu),

okamzitém hladSeni zavaznych
nezadoucich pfihod, a to
nejpozdéji do dvaceti Ctyf (24)
hodin po jejich vzniku, spole€nosti
WCT a zadavateli v souladu s
platnymi zdkonnymi poZadavky a
postupy uvedenymi v protokolu. Pfi
zavaznych nezadoucich lékovych
reakcich je zdravotnické zafizeni
povinno spolupracovat pfi Setfeni

F
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Xi)

xii)

xiii)

provide Sponsor with all requested
information so that Sponsor can
submit any required IND Safety
Report to all applicable regulatory
agencies within fifteen (15) days of
its initial receipt of the information.
For fatal or life-threatening
experiences, Institution  shall
provide Sponsor with all requested
information so that Sponsor can
submit any required Telephone
and Facsimile Transmittal Safety
Report to all applicable regulatory
agencies within seven (7) days of
its initial receipt of the information.
Institution shall ensure follow-up is
conducted with any Study Subject
who experienced an adverse drug
experience and continue to
provide Sponsor with updates.

to promptly report any deviation of
the Protocol, and the facts
supporting such deviation, if during
the course of performing the
services, generally accepted
standards of clinical research and
medical practice relating to the
benefit, well-being and urgent
safety of the Study Subjects
require a deviation of the Protocol.
Said notification shall be followed
by written confirmation of same
without unnecessary delay and
within a reasonable time” and shall
be fully documented in such Study
Subject’s case report form;

on completion or termination of the
Study, to provide certification that
the conditions set forth in Section
1.3 (iv) and (v) above were met;

to review or appoint a medically
qualified authorized delegate to
review each completed case report
form and to sign to confirm that the
Study data is an accurate record of
the treatment, care and events
occurring during the  Study
Subject’s involvement in the Study;

Xi)

zdravotnich  okolnosti
zadavateli veSkeré pozadované
informace, aby zadavatel mohl
v8em pfislusnym kontrolnim
Uraddm ve Ihté patnacti (15) dni
od prvniho pfijeti informace
predlozit pozadovanou Zpravu o
bezpecnosti nového hodnoceného
pfipravku. V pfipadé smrtelnych
nebo zivot ohrozujicich pfihod
zdravotnické zafizeni preda
zadavateli veSkeré pozadované
informace tak, aby zadavatel mohl
pfedlozit pozadovanou Zpravu o
bezpe&nosti prostfednictvim
telefonu nebo faxu  vSem
pfislusnym kontrolnim ufaddm ve
Ihité sedmi (7) dn od prvniho
pfijeti informace.  Zdravotnické
zarizeni je povinno dale subjekt
studie, u néhoz se vyskytla
nezadouci Iékova reakce, sledovat
a predavat zadavateli aktualni
informace.

a predat

okamzitém hlaseni vSech odchylek od
protokolu a skuteCnosti podporujici
takovou odchylku v pfipadé, Ze v
pribéhu provadéni sluzeb si obecné
pfijimané standardy klinického vyzkumu
a lékarské praxe vztahujici se na pfinos,
pohodu a bezprostfedni bezpeclnost
subjektl studie odchylku od protokolu
vyzaduji. Po zminéném oznameni musi
nasledovat pisemné potvrzeni
skute€nosti bez zbyte¢ného odkladu a v
pfiméfené dobg, a toto bude zapsano do
zaznamu subjektu studie daného
subjektu studie,

xii) poskytnuti potvrzeni pfi dokon&eni
nebo ukoné&eni studie, Ze podminky
uvedené v ¢lanku 1.3 (iv) a (v) vySe

byly spinény,
xiii) pfezkoumani nebo jmenovani
kvalifikovaného opravnéného

zdravotnického  pracovnika Kk
pfezkumu kazdého vyplnéného
zaznamu subjektu studie a pfipoji
podpis jako potvrzeni, Zze udaje ze
studie jsou pfesnym zaznamem
IéCby, péce a pFihod z obdobi
Ucasti subjektu studie ve studii,

F
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anti-corruption laws, rules,
regulations and decrees and fully
cooperate with all diligence efforts
of WCT and Sponsor inquiring into
Investigator’s operations; and

xv) to not solicit, pay, give, request, or XV)
agree to receive or accept, either
directly or indirectly, on behalf of
itself or others, anything of value,
including any financial or other
advantage, that is intended to or
designed in any way to induce or
reward the improper performance
by Investigator or any Study Staff
of any function or activity in
connection with the Study and to
not accept or pay, give, offer or
promise to pay or give, directly or
indirectly, any money or anything
of value to any government official
or employee inducing that person
to do or omit doing any act in
violation of his or her lawful duty,
securing an improper advantage,
or influencing such official to use
his influence with the government
to effect or influence the decision
of such government, in order to
assist WCT or Sponsor in
obtaining or retaining business.

procedures and Good Clinical
Practice Guidelines as necessary;
and

iv) manage all Study data arising from iv)
the Study in a manner which
ensures the anonymity of the
Study Subjects in accordance with
applicable Legal Requirements.

Retention

xiv) to comply with all applicable xiv) dodrzovani vSech platnych

1.4 Sponsor and/or WCT on behalf of | 1.4 Zadavatel a/nebo spoleCnost WCT

Sponsor shall: jménem zadavatele:

i) provide all necessary Study i) poskytnou veSkerou potiebou
documentation; dokumentaci ke studii,

i) provide appropriately labelled i) poskytnou fadné oznaceny
Study Drug; hodnoceny pfipravek,

iii) provide instruction on Study i) predaji pokyny k postupim ve

2. Record Keeping and Record 2. Vedeni a uchovavani zaznamu

protikorupénich zakonu, pravidel,
predpisl a vyhlasek a poskytovani
plné soucinnosti spole¢nosti WCT
a zadavateli pfi  aktivitach
provéfovani podnikani a aktivit
zkouSejiciho, a

zajisténi, Ze nebude Zadat,
pozadovat, platit nebo davat, di
souhlasit s pfijetim nebo pfijimat,
at’ uz pfimo nebo nepfimo, cokoliv
hodnotného, véetné finanénich
nebo jinych vyhod, za u¢elem nebo
s cilem vyminit si nebo odménit
nepatficné jednani zkousejiciho
nebo jinych ¢lend personalu studie
bez ohledu na pozici i aktivitu v
souvislosti se studii a Ze nepfijme
Gi nezaplati, neposkytne,
nenabidne nebo nepfislibi zaplatit
Ci poskytnout, at uz pfimo nebo
nepfimo, zadné finanéni
prostfedky nebo cokoliv
hodnotného Zzadnému statnimu
Ufednikovi nebo zaméstnanci s
umyslem pfimét tuto osobu konat
nebo naopak nekonat urcitou
aktivitu poruSujici jeji zakonné
povinnosti k zajisténi nepatficné
vyhody nebo ovlivnéni rozhodnuti
statni spravy ve snaze pomoci
spole¢nosti WCT nebo zadavateli
ziskat nebo si udrzet podnikatelské
aktivity.

studii a pfipadné i spravné klinické
praxi a

budou spravovat vSechny udaje ze
studie  ziskané ze studie
zplUsobem, ktery zajisti anonymitu
subjektll studie v souladu s
platnymi zakonnymi poZadavky.

F
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2.1 Institution shall provide resources and
support for Investigator:

i) to ensure the completion and
maintenance of up-to-date records
throughout the Study in
compliance with applicable Legal
Requirements and in a manner
that their quality and integrity can
be verified. Such records include,
but are not limited to, the case
report forms, Study Drug supply
and reconciliation documents and
the Regulatory Document Binder
which will include all Study-related
correspondence and regulatory
documentation;

i) to ensure the secure and safe
storage, with a physical and
electronic access restrictions, of
the Regulatory Document Binder
at the Institution/Centre copies of
all case report forms and all other
Study related documents and
correspondence in compliance
with applicable Legal
Requirements until (a) permission
to destroy such documents is
given in writing by WCT on behalf
of Sponsor, or (b) in accordance
with Good Clinical Practice
Guidelines, at least two (2) years
have elapsed since the Ilast
approval of a marketing applicable
for the Study Drug in an ICH region
and there are no pending or
contemplated marketing
applications for the Study Drug in
an ICH region or (c) longer if
required under applicable Legal
Requirements or on written
agreement between Institution and
WCT;

i) to promptly inform Sponsor in
writing in the event of any
accidental loss or destruction of
Study records;

iv) upon request of WCT or Sponsor
to return promptly all records in
his/her custody upon termination
of the Study; and

2.1 Zdravotnické zafizeni poskytne
zkousejicimu zdroje a podporu pfi:

i) zajiSténi pofizovani a vedeni
aktualnich zaznamu po celou dobu
studie, které budou v souladu s
platnymi zakonnymi pozadavky, a
to zpUsobem umozrujicim ovéfit
jejich kvalitu a integritu. Tyto
zadznamy zahrnuiji zejména
zaznamy subjektu  hodnoceni,
dokumentaci k dodavkam a
ovéfovani mnozstvi hodnoceného
pfipravku a soubor dokumentt
vyZzadovanych kontrolnimi ufady,
obsahuijici veskerou
korespondenci souvisejici se studii
a dokumentaci pro kontrolni ufady,

i) zajisténi bezpecného mista
uchovavani souboru s dokumenty
vyzadovanymi kontrolnimi arady ve
zdravotnickém zafizenilv centru a
kopii vSech zaznam( subjektu
hodnoceni a v8ech dalSich se
studii souvisejicich dokumentd a
korespondence vybavené fyzickym
a elektronickym omezenim vstupu,
které odpovida platnym zdkonnym
pozadavkum az do (a) pisemného
souhlasu spole¢nosti WCT
jménem zadavatele se zni€enim
téchto dokumentt, nebo (b) doby
uvedené v pokynech spravné
klinické praxe, tj. nejméné dva (2)
roky po uplynuti  posledni
registrace hodnoceného pfipravku
v regionu ICH, pokud jiZ nebudou
existovat nevyfizené nebo
zamyS8lené Zadosti o registraci
hodnoceného pfipravku v regionu
ICH, nebo (c) déle, pokud tak
vyZaduji platné zakonné
pozadavky nebo pisemné ujednani
mezi zdravotnickym zafizenim a
spole¢nosti WCT,

iii) bezprostfednim podani informace
zadavateli v pisemné formé v
pfipadé nahodné ztraty nebo
zni¢eni zaznamu ze studie,

iv) vraceni vSech zaznamu ve svém
drzeni na zadost spole¢nosti WCT
nebo zadavatele obratem po
ukonceni studie a
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3.2

v) to ensure that Study
documentation is retained in a
secure manner at the end of the
Study as required in Section 2.1(ii)
above and that written permission
will be sought from WCT on behalf

of the Sponsor prior to the
destruction of any  Study
documentation as required
hereunder.

Access and Inspection

Institution agrees that personnel from
Sponsor or their agents or
representatives (including WCT) may
visit Institution at mutually convenient
times for the following purposes:

i) to provide information and
instruction on the execution of the
Study;

i) to confirm that the Study is being
conducted to the standards agreed
upon herein; and

i) toinspect the procedures, facilities

and Study records as described

above (including portions of other
pertinent records for all Study

Subjects in the Study) and those

procedures, facilities or Study
records of any employee,
contractor or agent that

Investigator or Institution uses in
conducting the Study. Information
obtained from such inspections
shall be shared with Sponsor, the

Monitor or other  Sponsor-
designated representatives
including WCT.

In the event that Sponsor, the Monitor

or other Sponsor-designated
representatives (including WCT)
discover that there is a lack of

compliance with this Agreement, the
Protocol, written instructions of Sponsor

or WCT, Good Clinical Practice
Guidelines, applicable Legal
Requirements or other regulatory

requirements, Sponsor is entitled to end
Investigator's and/or Institution's
participation in the Study, effective on
written notice to Investigator and/or
Institution.

3.2

v) zajisténi, aby dokumentace ze
studie byla na konci studie ulozena
bezpeénym zplsobem tak, jak
vyzaduje ¢lanek 2.1(ii) vySe, a aby
si pfed zni€enim jakékoliv C&asti

dokumentace ze studie, jak
vyZaduje tato smlouva, vyZzadal od
spole¢nosti WCT jménem

zadavatele pisemny souhlas.

Pristup a inspekce

Zdravotnické zafizeni souhlasi s tim,
aby persondl zadavatele nebo jejich
zastupci Ci povéfené osoby (v€etné
spole¢nosti WCT) navstévovali
zdravotnické zafizeni ve vzajemné
vhodném ¢ase z dlvodl uvedenych
nize:

i) poskytnout informace a predat
pokyny o provadéni studie,

i) potvrdit, Ze je studie provadéna dle
dohodnutych standard(, a

iii) zkontrolovat postupy, zafizeni a
zaznamy ze studie popsané vyse
(v€etné C¢asti jinych pfislusnych
zaznamU vSech subjektl studie) a
ty postupy, zafizeni nebo zaznamy
ze studie vSech zaméstnancd,
poddodavateld nebo zastupcd,
které zkousSejici nebo zdravotnické
zafizeni vyuziva Kk provadéni
studie. Informace ziskané z téchto
inspekci budou sdéleny zadavateli,
monitorovi nebo jinym zastupcim
uréenym zadavatelem, vcetné
spole¢nosti WCT.

V pfipadé, Zze zadavatel, monitor nebo
jini zadavatelem povéfeni zastupci
(v€etné  spoleCnosti  WCT)  zjisti
nedodrZovani této smlouvy, protokolu,
pisemnych pokynu zadavatele nebo
spole¢nosti  WCT, pokynl spravné
klinické praxe, platnych zakonnych
pozadavku nebo jinych regulatornich
poZadavku, je zadavatel opravnén
ukongit uCast zkouSejiciho a/nebo
zdravotnického zafizeni ve studii s
ucinnosti od zaslani pisemné vypovédi
zkouSejicimu a/nebo zdravotnickému
zafizeni.

F

Page 12 of 38



3.3

3.4

Institution agrees that personnel from
regulatory authorities including but not
limited to State Institute for Drug Control
(“SUKL”) and the FDA may visit
Institution to inspect Study records
(including portions of other pertinent
records for all Study Subjects in the
Study) and those procedures, facilities
or Study records of any employee,
contractor or agent that Investigator or
Institution uses in conducting the Study.
In the event Institution receives notice
that Institution and/or Investigator shall
be the subject of an investigation or
audit by any governmental or regulatory
authority relating to this Agreement or
the Study, Institution shall immediately
notify WCT and Sponsor at Sponsor’'s
expense and promptly provide WCT
and Sponsor with copies of, any
inquiries, correspondence or
communications to or from any
governmental or regulatory authority
relating to the Study, including, but not
limited to, requests for inspection of
Institution/Centre’s  facilities, and
Institution shall permit representatives
of Sponsor or its designee to attend any
such inspections, unless the inspecting
governmental or regulatory authority
expressly prohibits such participation by
Sponsor or its designee in writing.
Institution will make reasonable efforts
to separate, and not disclose, all
Confidential Information (as defined in
Section 6 below) that is not required to
be disclosed during such inspections.
Institution shall use reasonable efforts
to provide Sponsor with an opportunity
to prospectively review and comment
on any of Institution’s written responses
to regulatory agency inspections in
regard to the Study. In the event that
Institution does not receive prior notice
of said investigation or audit, Institution
shall notify WCT and Sponsor as soon
as practicable after receiving
knowledge of said investigation or audit.

Institution  shall  promptly  share
information  obtained from such
regulatory inspections with Sponsor or
other Sponsor -designated
representatives including WCT. In the
event that regulatory authorities
discover that there is a lack of
compliance with the Protocol, Good

3.3

3.4

Zdravotnické zafizeni souhlasi s tim,
aby pracovnici kontrolnich organu,
zejména Statniho ufadu pro kontrolu
&Civ  (,SUKL") a FDA, navstivili
zdravotnické zafizeni za ucCelem
kontroly zaznam( ze studie (v€etné
¢asti jinych pfislusnych zaznam( vSech
subjektll studie ve studii) a vSech
postupll, zafizeni nebo zaznaml ze
studie zaméstnancl, subdodavatell
nebo zastupcu, které zkousSejici nebo
zdravotnické zafizeni wvyuZiva pfi
provadéni studie. V pripadé, ze
zdravotnické zafizeni obdrzi oznameni,
Ze zdravotnické zafizeni a/nebo
zkousejici bude pfedmétem vySetfovani
nebo auditu statnim nebo kontrolnim
ufadem v souvislosti s touto smlouvou
nebo studii, pak zdravotnické zafizeni
okamzité uvédomi spole¢nost WCT a
zadavatele a bez odkladu poskytne
spolecnosti WCT a zadavateli na jeho

naklady kopie vSech dotazd,
korespondence nebo komunikace se
statnim nebo kontrolnim  Ufadem

souvisejicich se studii, zejména Zadosti
o] kontrolu zdravotnického
zafizenilcentra, pficemz zdravotnické
zafizeni umozni zastupcim zadavatele
nebo jim povéfenym osobam zucastnit
se takové inspekce, pokud kontrolujici
statni nebo kontrolni ufad vyslovné
zadavateli nebo jim povéfené osobé
UcCast pisemné nezakaze. Pracovisté
vynalozi pfiméfrené usili, aby vytfidilo a
nezveiejnilo vSechny davérné
informace (jak jsou definovany v &lanku
6 nize), které nemusi byt bé&hem
takovych kontrol zvefejnény. Pracovisté
vynalozi pfiméfené Uusili a poskytne
zadavateli  pfilezitost si  pfedem
zkontrolovat a pfipominkovat pisemné
odpovédi zdravotnického zafizeni v
reakci na kontrolu kontrolniho organu v
souvislosti se studii. V pfipade, ze
zdravotnické zarizeni neobdrzi
oznameni o Setfeni nebo auditu
pfedem, pak zdravotnické zafizeni
informuje spole€nost WCT a zadavatele
jak nejrychleji to bude mozné poté, co
se dozvi o takovém Setfeni nebo auditu.
Zdravotnické zafizeni obratem sdéli
zadavateli nebo jinym  osobam
povéfenym zadavatelem, véetné
spole¢nosti WCT, informace ziskané
béhem takové kontroly kontrolniho
organu. V pfipadé, ze kontrolni organy
zjisti nedodrzovani protokolu, pokynu
spravné  klinické praxe, platnych

F
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41

4.2

43

4.4

Clinical Practice Guidelines, applicable
Legal Requirements or other regulatory
requirements, Sponsor is entitled to end
Investigator’s and/or Institution’s
participation in the Study, effective on
written notice to Investigator and/or
Institution.

Study Drug and Accountability

Institution agrees that all of the Study
Drug and any other clinical supplies
(“Clinical  Supplies”) provided by
Sponsor or WCT are provided solely for
administration under the Protocol to
Study Subject entered into the Study
and that no Clinical Supplies shall be
administered  without  Investigator
having first determined the proper
randomization as specified in the
Protocol.

Institution agrees to promptly provide
resources and support for Investigator
to complete all documentation relating
to Study Drug use and wastage.

Institution agrees that copies of all
documentation pertaining to Study Drug
use and all unused supplies must be
returned to Sponsor or its designee on
request.

Institution acknowledges that Sponsor
has the right to discontinue the supply
of Study Drug if necessary, in particular,
but not limited to, the following cases:

i.) termination of Study in general
worldwide, in a specific country, or
specifically  with respect to
Institution or Investigator (either by
decision of respective authority or
upon sole discretion of Sponsor);

discontinuation / interruption of
delivery of the Study Drug in case
of detection of a defect of the Study
Drug;

iii.) delay in case of problems in
production of Study Drug; or

41

4.2

4.3

4.4

zdkonnych pozadavkd nebo jinych
regulatornich pozadavku, je zadavatel
opravnén ukoncit u€ast zkouSejiciho
a/nebo zdravotnického zafizeni ve studii
s uginnosti od zaslani pisemné
vypovédi zkousejicimu a/nebo
zdravotnickému zafizeni.

Hodnoceny pfipravek a evidence
jeho mnozstvi

Zdravotnické zarizeni souhlasi s tim, ze
vesSkery hodnoceny pfipravek a jiné
klinické materialy (,klinické materialy*)
poskytované zadavatelem nebo
spole¢nosti WCT jsou uréeny vyhradné
pro podavani subjektim zafazenych do
studie dle protokolu, pfiemz se
zavazuje, ze zadné klinické materialy
nesmi byt podany dfive, nez zkousSejici
stanovi fadnou randomizaci v souladu s
pozadavky protokolu.

Zdravotnické zafizeni se zavazuje bez
odkladu poskytnout zkouSejicimu zdroje
a podporu, aby mohl vyhotovit veSkerou
dokumentaci tykajici se pouzivani
hodnoceného pfipravku a jeho ztrat.

Zdravotnické zafizeni souhlasi s tim,
aby kopie veSkeré dokumentace
hodnoceného pfipravku a vSechny
nespotfebované klinické materidly byly
na zadost vraceny zadavateli nebo
0sobé jim povéfené.

Zdravotnické zafizeni bere na védomi,
Ze je zadavatel v pfipadé potieby
opravnén prerusit dodavky
hodnoceného pfipravku, a to zejména v
nasledujicich pfipadech:

i.) obecné ukonceni studie na celém
svété, v konkrétni zemi nebo v
pfislusném zdravotnickém zafizeni
nebo u pfislusného zkouSejiciho
(at uz z rozhodnuti pfislusného
Ufadu nebo vlastniho rozhodnuti
zadavatele),

ii.) preruSeni/ukonéeni dodavani
hodnoceného pfipravku v pfipadé
zjisténi vady hodnoceného
pfipravku,

iii.) zpozdéni v pfipadé problém( s
vyrobou hodnoceného pfipravku,

nebo

F
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4.5

iv.) as otherwise set forth in this

Agreement.

Except for applicable costs described in
Section 9 below, Institution shall not
charge any Study Subject enrolled in
the Study or third party payer for Study
Drug, any supplies or procedures
associated with administering Study
Drug, or any other Study services
covered by the Budget. Additionally,
Institution shall not include the cost of
Study Drug, the cost of supplies or
procedures associated with
administering Study Drug, or the cost of
such Study services in any cost report
to third party payers.Study Drug will be
delivered in accordance with the
Protocol and there will be no charge to
Institution associated with delivery of
the Study Drug.

Financial Reimbursement

WCT, acting on behalf of Sponsor,
through its  corporate  Affiliate
International Grant Administration, Inc.
(“IGA”),  performing  administrative
accounting services for WCT, will
provide fair market value financial
reimbursement to Institution for the
Study according to the schedule given
in Attachments 1 & 2 to this
Agreement to cover necessary costs
actually incurred by Institution and profit
for Institution (this contract price is
exclusive of VAT) . The Parties
acknowledge that WCT is the payment
agent for Sponsor under this
Agreement and payments depend on
WCT receiving necessary funds from
Sponsor to make the payments
contemplated herein. Sponsor shall be
liable in the event adequate funds are
not made available by Sponsor to WCT.
Institution is liable for discharge of taxes
on all payments received under this
Agreement in accordance with the laws
of the country it is a tax resident of and
confirms that he observes the rules of
the local tax law. Any payee identified
in Attachment 1 under this Agreement
shall be responsible for payment
transaction fees issued by payee’s bank
as a result of payments made under this
Agreement. Under the EU ‘Place of
Supply’ VAT regulations for the services

4.5

iv.) v dalSich pfipadech uvedenych v
této smlouve.

Vyjma pfislusnych nakladd popsanych v
Casti 9 nize, zdravotnické zafizeni neni
opravnéno ucltovat subjektu studie
zafazenému do studie nebo platci
tretich stran Zadnou Céastku za
hodnoceny pfipravek, klinické materialy
nebo postupy souvisejici s podavanim
hodnoceného pfipravku nebo za jiné
sluzby poskytované ve studii hrazené z
rozpoCtu studie. Zdravotnické zafizeni
si rovnéz naklady na hodnoceny
pFipravek, naklady na klinické materialy
nebo postupy souvisejici s podavanim
hodnoceného pfipravku neni opravnéno
zahrnout do vykazu nakladl pro platce
tfetich stran. Hodnoceny pfipravek
bude dodan v souladu s protokolem a
zdravotnické zafizeni neponese zadné
naklady spojené s dodanim
hodnoceného Iéciva.

Finanéni odména

Spoleénost WCT, jednajici jménem
zadavatele prostfednictvim své
pfidruzené spolecnosti, International
Grant Administration, Inc. (,IGA”), a
vykonavajici sluzby vedeni ucetnictvi
pro spole¢nost WCT, poskytne
zdravotnickému zafizeni za studii
finanéni odménu ve spravedlivé trzni
vy8i v souladu s rozpisem uvedenym v
prilohach 1 a 2 této smlouvy, pficemz
tato odména pokryje nezbytné naklady
vzniklé zdravotnickému zafizeni a profit
zdravotnického zafizeni. (tato smluvni
cena se rozumi bez  DPH).
Strany berou na védomi, Ze spolenost
WCT je dle této smlouvy zastupcem pro
platby jménem zadavatele a platby se
odviji od skuteCnosti, zda spolecnost
WCT obdrzi potfebné zdroje od
zadavatele, aby mohla uhradit platby
zde zamyslené. V pfipadé, ze
zadavatel neposkytne spole¢nosti WCT

dostateCné zdroje, spociva
odpovédnost na zadavateli.
Zdravotnické zafizeni nese

odpovédnost za uhrazeni dani ze vSech
plateb vyplacenych dle této smlouvy v
souladu se zdkony zemé, jejimz je
danovym rezidentem, a potvrzuje, Ze
dodrzi pravidla mistnich dafiovych
zakond. Kazdy pfijemce plateb
uvedeny v pfiloze 1 dle této smlouvy
ponese odpovédnost za Uhradu
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5.2

5.3

5.5

5.6

are taxable in the territory where the
customer is located. In the case of this
Agreement, Sponsor is the customer.

If these regulations change, the
Institution will apply VAT under
applicable legislation and Institution will
notify WCT of same..

The Study Drug will be provided by
Sponsor free of charge.

Other than the payments described in
Section 5.1 above and Attachments 1
& 2, neither WCT, nor the Sponsor shall
have any further obligation or liability to
pay Institution or the Centre any amount
for their performance of the Study.

To be eligible for payment, the
procedures must be performed in full
compliance with the Protocol and this
Agreement (including Attachments 1 &
2), and the Study data submitted must
be timely, complete and correct. For
Study data to be complete and correct,
each Study Subject must have signed
an EC/IRB-approved patient informed
consent document, and have met all the
inclusion/exclusion criteria, and all
procedures designated in the Protocol
must be carried out on a "best efforts"
basis; omissions must be satisfactorily
explained. It is expected that for all
procedures and items required under
the Protocol for which Sponsor has
agreed to provide remuneration, WCT
will be the sole source of remuneration
on behalf of Sponsor.

When the Study data is reviewed by an
on-site scheduled visit of a Monitor or
other Sponsor-designated
representative such as WCT, Institution
will have all reasonably available Study
data obtained up to the preceding day

5.2

5.3

5.5

5.6

studie pfi naplanované navstévé monitora
nebo
zadavatelem, jako je spolec¢nost WCT, na
pracovisti, je zdravotnické zafizeni povinno
pfipravit vdechny pfimérené dostupné udaje

transakénich poplatki bance pfijemce
plateb  ucétovanych pfi  platbach
vyplacenych dle této smlouvy. V
souladu s predpisy EU o misté
rozhodném pro ucely vzniku dariové
povinnosti z DPH jsou sluzby zdanitelné
na Uzemi sidla zakaznika. V pfipadé
této smlouvy se zadavatel povaZzuje za
zdkaznika. Pokud dojde ke zméné
téchto predpist, bude zdravotnické
zafizeni uplathovat DPH dle platné
legislativy a oznami o této skute€nosti
WCT.

Hodnoceny pFipravek
zadavatel zdarma.

poskytne

Vyjma plateb popsanych v ¢&lanku 5.1
vySe a prilohach 1 a 2 nema spole¢nost
WCT ani zadavatel zadny dal$i zavazek
nebo povinnost uhradit zdravotnickému
zafizeninebo centru zadné c&astky za
provadéni studie.

K nabyti zpUsobilosti obdrzet platbu
musi byt postupy provedeny zcela v
souladu s protokolem a touto smlouvou
(v€etné pfriloh 1 a 2) a udaje ze studie
musi byt pfedlozeny v€as a byt uplné a
spravné. Udaje ze studie jsou uplné a
spravné, pokud kazdy subjekt studie
podepsal dokument informovaného
souhlasu pacienta schvaleny EK/IRB a
spinil vSechna kritéria pro
zafazenilvylou€eni, pficemz vSechny
postupy stanovené v protokolu musi byt
provedeny s vynaloZenim ,maximalniho
usili“ a opomenuti musi byt uspokojivé
vysvétlena. Ocekava se, Ze vyhradnim
zdrojem odmény vyplacené jménem
zadavatele za vSechny postupy a
polozky vyzadované protokolem, u
nichz se zadavatel zavazal odménu
vyplatit, bude spole¢nost WCT.

V okamziku pFfezkoumani udaji ze
jiného

zastupce povéfeného
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5.7

5.8

complete and ready for evaluation.
WCT reserves the right to refuse
payment for Study data not received by
WCT within thirty (30) days after the
Monitor's or other Sponsor-designated
representative’s review.

In addition, if Investigator's or other
Study Staff's attendance is requested at
a Study start-up meeting or other
meeting  necessary to  provide
Investigator with information regarding
the Study or Study Drug, Institution
shall permit Investigator to travel to
such meeting. WCT on behalf and as a
payment agent of Sponsor through IGA,
shall reimburse Investigator for
reasonable and necessary travel and
lodging expenses that Investigator
incurs to attend such meeting(s) and
that have been specifically approved by
WCT on behalf of Sponsor in advance
of travel.

Sponsor may provide Institution with
Study equipment necessary for
performing the Study (“Equipment”)
for purposes of allowing Investigator
and Study Staff to collect Study Data
from Study Subjects. Unless otherwise
mutually agreed, Sponsor shall provide
Service and Maintenance on the
Equipment at no charge to Institution
during the term of this Agreement. For
purposes of this Agreement, the terms
“Service” and “Maintenance” shall
include reasonable labor time, travel
time, repairs and replacement parts,
and insurance for the value of the
Equipment. Institution agrees that it
shall use the Equipment solely for the
purpose of conducting the Study and
that it shall ensure that only Investigator
and Study Staff use such Equipment.
Institution  will comply with any
operating and maintenance instructions
for the Equipment provided by Sponsor,
the vendor, or the manufacturer and will
store Equipment under conditions that
are appropriate to the nature of the
Equipment and that minimize the risk of
loss or damage. In the event that repair
or replacement of the Equipment is
required due to the negligence, misuse,
theft, or loss by the Investigator or
Study Staff, reimbursement for
necessary repair or for full replacement

ze studie tak, aby byly Uplné a pfipravené k
pfezkumu. Spoleénost WCT si vyhrazuje
pravo odmitnout provést platbu za udaje ze
studie, které neobdrzi ve lhaté tficeti
dnd po pfezkumu ze strany monitora nebo
jiného zastupce povéfeného zadavatelem

5.7

5.8

(30)

V pfipadé, Ze se vyzaduje pfitomnost
zkouSejictho  nebo  jinych  ¢&lend
personalu studie na setkani k zahajeni
studie nebo jiném setkani, na némz
budou zkouSejicimu sdéleny informace
o studii nebo hodnoceném pfipravku,
zdravotnické zarizeni umozni
zkouSejicimu se na takové setkani
dostavit. Spole€nost WCT jménem
zadavatele a jako jeho zastupce pro
platby prostfednictvim spolecnosti IGA
uhradi  zkouSejicimu pfiméfené a
nezbytné cestovni naklady a naklady na
ubytovani, které zkousejicimu vzniknou
v souvislosti s uUCasti na takovém
(takovych) setkani (setkanich) a které
byly pFfed vlastni cestou konkrétné
schvaleny spole¢nosti WCT jménem
zadavatele.

Zadavatel muze zdravotnickému
zafizeni poskytnout zafizeni pro studii
potfebné k provadéni studie
(,,zafizeni®), jehoz ucelem je umoznit
zkousejicimu a personalu
shromazdovat Udaje ze studie od
subjektld studie. Nebude-li vzajemné
dohodnuto odliSné, zadavatel poskytne
zdravotnickému  zafizeni servis a
udrzbu zafizeni v prabéhu trvani této
smlouvy bezplatné. Pro ucely této
smlouvy vyrazy ,servis‘ a ,udrzba“
zahrnuji  pfiméfenou odpracovanou
dobu, €as na cesté, opravy a nahradni
dily a rovnéz pojisténi kryjici hodnotu
zafizeni.  Zdravotnické zafizeni se
zavazuje, Ze pouZije zafizeni vylu¢né
pro ucely provadéni studie a Ze budou
dané vybaveni pouzZivat pouze
zkousejici a personal studie.
Zdravotnické zafizeni bude dodrZovat
provozni pokyny a pokyny k udrzbé
vybaveni pfedané zadavatelem,
dodavatelem nebo vyrobcem a bude
uchovavat zafizeni za podminek, které
odpovidaji povaze vybaveni a které
minimalizuji  riziko  ztraty = nebo

posSkozeni. V pfipadé opravy nebo
vymeény zafizeni, které jsou nezbytné v
disledku  nedbalosti, nespravného
pouzivani, kradeZe nebo ztraty

vybaveni zkousSejicim nebo personalem
studie, bude platba za nezbytnou
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6.1

value for new Equipment will be
exacted from the Institution... Further,
Institution agrees to return the

Equipment, at Sponsor’s cost, upon
Sponsor's advance request or upon
conclusion of the Study, or termination
of this Agreement, whichever occurs
first. Sponsor disclaims all warranties
associated with the Equipment.
Institution shall provide certification
upon return of any Equipment and
property that Institution, Investigator
and Study Staff have not used any of
such Equipment and property for any
research, study or purpose other than
as permitted herein. In the case of loan
property, a separate agreement of loan
for use will be concluded.
Confidentiality and Non-Use

All information, whether in writing,
electronic, oral or visual, provided by or
on behalf of Sponsor or its agents
(including but not limited to WCT) that is
not in the public domain together with
any information, data, results and
reports generated by Institution in
connection with the Study (“Confidential
Information”) will be kept in confidence
by Institution and not used for any
purpose not contemplated by this
Agreement during the term of this
Agreement and for at least ten (10)
years after the termination or
conclusion of the Study, except to the
extent that Sponsor agrees in writing to
release of information or it is legally
required by applicable Legal
Requirements to be disclosed to the
relevant EC/IRB, the Study Subject,
regulatory agencies or legal authority
(provided that Sponsor will be notified
promptly in writing of such requested
required disclosure prior to such
disclosure being made), or to treat an
injury or illness that is due, or is
suspected to be due, to the Study Drug
or a Study procedure, provided that
such disclosure is on a “need-to-know”
basis to those medical professionals
directly involved in providing such
emergency care, but only to the extent
necessary and required to treat such
injury or illness. Institution will inform
those medical professionals that the
information being provided is
confidential to  Sponsor. Any
Confidential Information thus disclosed
must remain confidential with respect to

6.1

opravu nebo cenu vymény nového
zafizeni vymahana na zdravotnickém
zafizeni. Zdravotnické zafizeni se dale
zavazuje, ze na ndaklady zadavatele
vrati zafizeni na pFedchozi Zzadost
zadavatele nebo po ukonceni studie
nebo pfi ukon&eni této smlouvy podle
toho, co nastane dfive. Zadavatel se
zfikd vSech zaruk souvisejicich se
zafizenim. Pfi vraceni zafizeni a
majetku vystavi zdravotnické zafizeni
osvédceni, ze zdravotnické zafizeni,
zkousSejici a personal studie nepouzili
toto zafizeni a majetek k jinému
vyzkumu, jiné studii nebo jinému ucelu,
nez pfipousti tato smlouva. V pfipadé
zapUljceni majetku bude uzavfena
samostatna smlouva o vypujcce.
Zachovani duavérnosti a nepouziti
udaji

Veskeré informace, at uz v pisemné,
elektronické, ustni nebo  vizualni
podobé, pfedané zadavatelem nebo
jeho zastupci (zejména spolecnosti
WCT), které nejsou vefejné znamé,
spole¢né s informacemi, Udaji, vysledky
a zpravami vytvorenymi zdravotnickym

zafizenim v souvislosti se studii
(,davérné informace“), zdravotnické
zafizeni uchova jako d0vérné a

nepouzije je k Zadnému ucelu
nezamyslenému touto smlouvou po
dobu trvani této smlouvy a nejméné
deset (10) let po ukonéeni nebo
uzavfeni studie, s vyjimkou v rozsahu, v
jakém zadavatel pisemné souhlasi se
zverejnénim informaci nebo v jakém tak
vyZzaduji platné zakonné poZadavky,
aby byly tyto informace zvefejnény
prislusné EK/IRB, subjektu studie,
kontrolnim dfaddm nebo soudu (za
predpokladu, ze zadavatel bude pfedem
bezodkladné pisemné informovan o
takovém zverejnéni), nebo za ucelem
oSetfeni Ujmy na zdravi nebo
onemocnéni vzniklych v dusledku
hodnoceného pfipravku nebo postupu
ve studii nebo s podezienim, Zze vznikly
v dusledku hodnoceného pfipravku
nebo postupu ve studii, pficemz takové
zvefejnéni prob&hne pouze v rozsahu, v
jakém je nutné informaci sdélit
zdravotnickym pracovnikiim, ktefi se
pfimo podili na poskytovani akutni
péce, a jen v rozsahu potfebném a
pozadovaném k oSetfeni takové ujmy
na zdravi nebo onemocnéni.
Zdravotnické zarizeni informuje
zdravotnické pracovniky, kterym bude
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6.2

6.3

6.4

any other third parties. Sponsor shall
be notified promptly in writing of any
disclosures under this paragraph.

In the event that disclosure is requested
by any person or entity other than those
described in Section 6.1 above,
Institution shall notify WCT and
Sponsor promptly in writing and will not
disclose any information without the
prior written consent of Sponsor or until
Sponsor has exhausted any legal
actions it may take to prevent or limit the
requested disclosure.

Institution shall be responsible to
ensure that Study Staff and any other
personnel, contractors or agents of
Institution are obligated to these same
terms of confidentiality and non-use set
forth in this Agreement.

The terms of this Agreement shall also
be considered Confidential Information
and may be disclosed only to the extent
required by applicable Legal
Requirements or as necessary for the
approval of the Study at the Centre and
Institution.

Data, Publications and Publicity
Institution:

i) agrees that all data generated in
connection with the Study is
hereby the sole property of the
Sponsor and shall be subject to the
obligations of confidentiality and
non-use set forth in Section 6
above as well as the publication
provisions in the remainder of this
Section 7;

i) will, however, be permitted to
publish and present the results of
the Study only as provided herein.
Institution agrees that Sponsor
shall have the right to first
publication of the results of this
Study, which is intended to be a

6.2

6.3

6.4

informace sdélena, Ze se jedna o
ddvérnou informaci zadavatele.
VSechny timto zplUsobem zvefejnéné
divérné informace musi ve vztahu k
dal$im tretim stranam zlstat ddvérné.
Zadavatel musi byt o jakémkoliv
zvefejnéni  informaci dle tohoto
odstavce obratem pisemné informovan.

V pfipadé, Ze o zvefejnéni informaci
pozada osoba nebo subjekt jiny nez
uvedeny v ¢lanku 6.1 vyse, zdravotnické
zafizeni je povinno tuto skuteCnost
okamzité pisemné oznamit spole¢nosti
WCT a zadavateli a nezverfejnit zadné
informace bez predchoziho pisemného
souhlasu zadavatele nebo az do
okamZiku, kdy =zadavatel vycCerpal
v8echny zdkonné kroky k prevenci nebo
omezeni takového zvefejnéni.

Zdravotnické zafizeni bude povinno

zajistit, aby personal studie a jini
pracovnici, dodavatelé a zastupci
zdravotnického zafizeni byli povinni

dodrzovat stejné podminky zachovani
davérnosti a nepouzivani  udajl
stanovené v této smlouvé.

Podminky této smlouvy jsou rovnéz
povazovany za davérné informace a
mohou byt zvefejnény pouze v rozsahu,
v jakém to vyzaduji zakonné pozadavky
nebo v jakém je to nutné k ziskani
souhlasu s provadénim studie v centru
a zdravotnickém zafizeni.

Udaje, publikace a publicita
Zdravotnické zafizeni:

i) souhlasi s tim, ze vSechny udaje
vytvofené v souvislosti se studii
jsou vyluénym majetkem
zadavatele a podléhaji zavazkim
zachovani divérnosti a
nepouzivani udaji uvedenych v
¢lanku 6 vyse a v ustanoveni o
publikacich v dalSi &asti tohoto
¢lanku 7,

ii) vS8ak bude opravnéno zverfejnit a
pfednést vysledky studie pouze
zpusobem stanovenym v této
smlouvé.  Zdravotnické zafizeni
souhlasi s tim, aby mél zadavatel
pravo jako prvni zvefejnit vysledky
studie ve spole€né multicentrické
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joint multicentre publication
reflecting the results observed
across all participating Study sites.
Accordingly, decisions on the
timing and content of publications
and presentations from the Study
will be coordinated by Sponsor in
communication with Study sites
contributing data to the Study. Itis
understood and agreed that no
Study data shall be independently
published by Institution,
Investigator, the Centre or any
Study Staff prior to (a) the first
multicenter publication of the
results of the Study, (b) written
notice from Sponsor that no such
multicenter  publication shall
ensue, or (c) eighteen (18) months
after the conclusion or earlier
termination of the Study at all
participating Study sites and
Sponsor’'s receipt of the Study
data, whichever shall occur first.
Subsequent to one of these
conditions being satisfied,
Institution shall have the right to
publish or present the results of the
Study performed at Institution
under this Agreement, on condition
that Sponsor has been furnished
with a copy of the proposed
publication, abstract, poster,
paper, presentation or other
scientific disclosure for review and
comment not less than sixty (60)
days prior to intended date of
presentation or submission for
publication. At the expiration of
such sixty (60) day period, the
presentation or submission for
publication may proceed provided
that:

a) in the event Sponsor has
notified Investigator and/or
Institution in writing that it
reasonably believes that prior
to such publication or
presentation the Sponsor
must take action to protect the
Sponsor’s intellectual
property interests such as the
filing of a patent application
claiming an invention or a
trademark registration
application or taking action to
protect its data package
exclusivity interests
Investigator and Institution

publikaci  zachycujici  vysledky
zjisténé ve vSech ucastnicich se
pracovistich studie. Podobné i
rozhodnuti o nacasovani a obsahu
publikaci a prezentaci ze studie
budou koordinovana zadavatelem
v ramci komunikace s pracovisti
studie pfispivajicimi udaji do
studie. Strany berou na védomi a
souhlasi s tim, Ze zdravotnické
zafizeni, zkouSejici, centrum ani
zadny ¢len personalu studie
samostatné nepublikuje zadné
Udaje ze studie pfed (a) prvni
multicentrickou publikaci vysledku
studie, (b) pisemnym sdélenim
zadavatele, ze takova
multicentricka publikace nebude
publikovana nebo (c) uplynutim
osmnacti (18) mésicl po ukonceni
nebo pfed€asném ukonceni studie
na vSech zapojenych pracovistich
studie a pfijeti udajd ze studie
zadavatelem podle toho, co
nastane dfive. Po spinéni jedné z
téchto  podminek bude mit
zdravotnické zarizeni pravo
publikovat nebo  prezentovat
vysledky studie provedené ve
zdravotnickém zafizeni dle této
smlouvy za  podminky, Ze
zadavateli bude poskytnuta kopie
navrhované publikace, abstraktu,
posteru, €lanku, prezentace nebo
jiné védecké publikace ke kontrole
a pfipominkovani nejpozde;ji
Sedesat (60) dnl pred zamyslenym
datem prezentace nebo
predlozenim k publikaci. Po
uplynuti téchto Sedesati (60) dn(
lze pfistoupit k prezentaci nebo
pfedlozeni k publikaci za
predpokladu, ze:

a) zadavatel pisemné informoval
zkousejiciho a/nebo
zdravotnické zarizeni o
skute€nosti, ze se pfimérené
domniva, ze pFed takovou
publikaci nebo prezentaci
musi zadavatel provést
opatfeni k ochrané prav k
duSevnimu vlastnictvi
zadavatele, jako je podani
patentové  pfihlasky  pro
vynalez nebo zadosti o
registraci obchodni znamky ¢i
pfijeti opatfeni k ochrané
vyluénych zajma k uddajam,
pak jsou zkouSejici a

F

Page 20 of 38



7.2

shall either 1) delay such
publication or presentation for
an additional ninety (90) days
or until the foregoing action(s)
have been taken, whichever
shall occur first, or 2) remove
from the publication or
presentation the information
which Sponsor has specified
it reasonably believes would
jeopardize Sponsor’s
intellectual property interests;

b) a reprint of such publication(s)
or presentation(s) resulting
from the Study will be
provided to Sponsor; and

c) Institution and/or Investigator
remove any information
Sponsor designates as
Confidential Information (other
than Site’s Study results) from
the publication or presentation.

iii) agree not to release press
statements regarding the Study or
the Study Drug without the prior
written approval of WCT and
Sponsor; and

agree not to answer enquiries
regarding the Study or the Study
Drug from financial analysts.

WCT and Sponsor shall not use the
name of Investigator, Institution, and/or
Study Staff in any advertising or sales
promotional material or in any
publication without the prior written
consent of Investigator, Institution
and/or Study Staff as appropriate,
except that Sponsor and WCT may use
the Institution’s name in Study
publications and communications,
including clinical trial websites and
Study newsletters, or as required by
applicable laws or regulations.
Institution will not use Sponsor's or
WCT's name or the names of any
Sponsor or WCT employees in any
advertising or sales promotional
material or in any publication without
the prior written permission of Sponsor
or WCT, as applicable.

7.2

zdravotnické zafizeni povinni
bud 1) odlozit takovou
publikaci nebo prezentaci o
dalSich devadesat (90) dn
nebo az do prijeti vySe
uvedenych opatfeni podle
toho, co nastane prvni, nebo

2) z  publikace nebo
prezentace vyjmout
informace, u nichz se

zadavatel pfiméfené domniva,
Ze by ohrozily jeho zajmy k
duSevnimu vlastnictvi,

b) dotisk takové  publikace
(publikaci) nebo prezentace

(prezentaci) vzesSlych  ze
studie bude poskytnut
zadavateli a

d) zdravotnické zafizeni a/nebo
zkouSejici z publikace nebo
prezentace vyjmou v8echny
informace, které zadavatel
oznaci za d0vérné (jiné nez
vysledky studie na pracovisti).

i) souhlasi, ze nebude vydavat
tiskova prohlaseni o studii nebo
hodnoceném pripravku bez

predchoziho pisemného souhlasu
spolecnosti WCT a zadavatele a

iv) souhlasi, Ze nebude odpovidat na
dotazy o studii nebo hodnoceném
pfipravku  kladené finanénimi
analytiky.

Spoleénost WCT a zadavatel bez

pfedchoziho pisemného  souhlasu

zkousejiciho, zdravotnického zafizeni
a/nebo pfipadné personalu studie
nepouZiji jméno zkousejiciho, nazev
zdravotnického zafizeni a/nebo jména
¢lenud personalu v marketingovych nebo
obchodnich propagacénich materialech
nebo jiné publikaci; vyjimkou je pfipad,
kdy zadavatel a spoleénost WCT mohou
pouzit nazev zdravotnického zafizeni v
publikacich a komunikaci ke studii,
vCetné internetovych stranek studie a
zpravodaje ke studii, nebo dle
pozadavku kladenych platnymi zakony
a predpisy. Bez predchoziho
pisemného souhlasu zadavatele nebo
spole¢nosti WCT nepouzije
zdravotnické zafizeni nazev zadavatele
nebo spoleCnosti WCT nebo jména

zaméstnancu zadavatele nebo
spole€nosti WCT v zadnych
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7.3 Data

Protection: Institution
acknowledges that personal data
collected from Study  Subjects,

Investigator and Study Staff may be
shared with Sponsor, WCT and their
Affiliates outside of the local jurisdiction
where the Study is being conducted.
The Institution shall comply with all
applicable laws and regulations
governing the "Processing" of Personal
Data as of such laws’ effective dates.
The Institution will also require its
personnel and any other third parties
involved in the Processing of Personal
Data in accordance with this Agreement
(the "Third Parties") to comply with
applicable law. "Personal Data" shall
mean any information processed by the
Institution in  connection with the
Institution’s services which relates to an
identified or identifiable natural person,
including without limitation, information
that can identify an individual directly or
indirectly by reference to an
identification number or by reference to
one or more factors specific to his/her
physical, physiological, mental,
economic, cultural or social identity, as
well as any information relating to
clinical trial subjects (including key-
coded patient data), physicians,
clinicians, healthcare professionals,
consultants or other persons involved in
the Study, whether such information is
captured in electronic or printed (i.e.
hard copy) format. The term
"Processing" shall mean any operation
or set of operations which is performed
upon the Personal Data, whether or not
by automatic means, including (without
limitation) collection, recording,
organization, storage, retrieval, use,
disclosure and the word "Processing”
and its derivatives shall be construed
accordingly.

The Parties acknowledge and agree
that with regard to the Processing of
Study Subject Personal Data, Sponsor
acts as the data controller, and WCT
and Institution act as the data
processors. In the event that this
Agreement or any practices which could
be or are employed in exercising rights
under the Agreement are inconsistent
with or do not satisfy the requirements
of applicable law relating to the

7.3

nebo  obchodnich
materialech & jiné

marketingovych
propagacnich
publikaci.

Ochrana udaji: Zdravotnické zafizeni
bere na védomi, Zze osobni udaje
ziskané od subjektl studie,
zkousejiciho a personalu studie, mohou
byt zadavatelem, spoleCnosti WCT a
jejimi pfidruzenymi  spolecnostmi
predany mimo mistni pravni fad, v ramci
néhoz se studie provadi.

Zdravotnické zafizeni bude dodrzovat
v8echny platné zdkony a predpisy
upravujici ,zpracovavani‘ osobnich
udaju k datim ucinnosti téchto zakonu.
Zdravotnické zafizeni bude rovnéz
vyZadovat, aby jeho pracovnici a jiné
tfeti  strany  podilejici  se na
zpracovavani osobnich udaji v souladu
s touto smlouvou (,tfeti strany)
dodrzovali platné zakony. ,Osobnimi
udaji se rozumi veSkeré informace
zpracovavané zdravotnickym zafizenim
v souvislosti se sluzbami
zdravotnického zafizeni, které se
vztahuji  k  identifikované  nebo
identifikovatelné fyzické 0S0bé,
zejména informace, které by mohly
osobu pfimo &i nepfimo identifikovat
odkazem na rodné Cislo nebo odkazem
na jeden nebo vice faktord specifickych
pro jeji télesnou, fyziologickou,
psychickou, ekonomickou, kulturni a
socialni identitu, a rovnéz veskeré
informace tykajici se subjektt studie
(v€etné zakodovanych udaji pacientd),
lékaru, klinickych pracovniki,
zdravotnickych odbornikd, konzultantd
nebo jinych osob podilejicich se na
studii, at uz jsou tyto informace
uchovavany v elektronické nebo tisténé
(. papirové) podobé&. Vyrazem
LZpracovavani se rozumi kazda
transakce nebo soubor transakci
provedenych s osobnimi udaji, at uz
automatickymi prostfedky ¢i nikoliv,
zejména shromazdovani,
zZaznamenavani, organizace,
uchovavani, ziskavani, pouzivani,
zvefejhiovani, pficemz slovo
,Zpracovavani“ a slova od néj odvozena
se budou vykladat v souladu s vySe
uvedenym.

Strany berou na védomi a souhlasi s
tim, Ze pfi zpracovavani osobnich udaju
subjektll studie zadavatel jedna jako
spravce Udaju a spoleénost WCT a
zdravotnické zafizeni jako zpracovatelé
Udaju. V pfipadé, Ze je tato smlouva
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8.2

protection of Personal Data, the Parties
shall promptly take commercially
reasonable action necessary to bring
performance under this Agreement into
compliance with such applicable law,
including amending or modifying this
Agreement.

Intellectual Property & Inventions

Institution, including its employees or
agents, shall not acquire any rights of
any kind whatsoever with respect to the
Study Drug as a result of performance
under this Agreement or otherwise. All
inventions, discoveries, and technology
relating to the Study Drug or Study,
whether patentable or not, conceived by
Institution, including its employees and
agents and/or Investigator, solely or
jointly with others as a result of work
done under this Agreement, shall be,
and remain, at all times the sole and
exclusive property of Sponsor. Any and
all acts necessary to assist Sponsor in
perfecting its right to any and all
inventions, discoveries, and technology
shall be performed by Investigator or
Institution’s employees or agents, as
appropriate. Institution warrants by the
execution of this Agreement, that it has
not entered, and will not enter, into any
contractual agreement or relationship
which would in any way conflict with or
compromise Sponsor's  proprietary
interest in, or rights to, any inventions,
discoveries, or technology existing at
the time of the execution of this
Agreement or arising out of or related to
its performance hereunder.

Institution agrees that if an employee or
agent of Institution, including the
Investigator (if applicable) or any Study
Staff, conceives or actually reduces to
practice what Institution, the employee,
agent, or Study Staff believes to be a
new invention or use involving the
Study Drug, Institution and Investigator
shall promptly notify WCT and Sponsor
and the new invention shall be the sole
property of Sponsor. Institution and any
employee or agent, including the

8.2

nebo jakékoliv postupy, které Ize pouzit
nebo jsou pouzivany pfi uplatiiovani
prav dle smlouvy, v rozporu s
pozadavky platnych zakonu
upravujicich ochranu osobnich udajl
nebo nejsou podle téchto zakonl
dostateCné, strany obratem pfijmou
opatfeni pfijatelné z obchodniho
hlediska, které bude nutné k zajisténi,
Ze plnéni dle této smlouvy bude v
souladu s takovymi platnymi zakony,

vCetné dodatku nebo Uupravy této
smiouvy.

Dusevni vlastnictvi a vynalezy
Zdravotnické zafizeni, vcCetné jeho

zaméstnancul nebo zastupcl, nenabude
v dlsledku plnéni této smlouvy ¢&i jinak
Zadnych  prav  k  hodnocenému
pfipravku. V8echny vynalezy, objevy a
technologie souvisejici s hodnocenym
pfipravkem nebo se studii, at' uz jsou
patentovatelné ¢&i nikoliv, vytvofené
zdravotnickym zafizenim, véetné jeho
zameéstnancl a zastupcl, samostatné
nebo spole¢né s jinymi jako vysledek
¢innosti provedenych dle této smlouvy,
budou a trvale zlstanou ve vyluéném a
exkluzivnim  vlastnictvi zadavatele.
ZkouSejici a pfipadné zdravotnické
zafizeni, vcetné jejich zaméstnancl a
zastupcl, provedou vSechny ukony
potfebné pro zadavatele k zajisténi jeho
prava ke vSem vynalezim, objevim a
technologiim. Zdravotnické zafizeni
uzavienim této smlouvy zaruluje, Ze
neuzavielo a neuzavie zadnou smlouvu
nebo smluvni vztah, ktery by mohl byt v
rozporu s vlastnickymi zajmy nebo
pravy zadavatele k vynalezim, objevim
nebo technologiim existujicim v
okamziku uzavfeni této smlouvy nebo
vzniklé pfi jejim pInéni nebo v
souvislosti s jejim plnénim, ¢i by mohl
tyto zajmy a prava omezovat.

Zdravotnické zafizeni se zavazuje, ze
pokud zaméstnanec ¢i zastupce
zdravotnického zarizeni, vcetné
zkousejiciho (v relevantnich pfipadech)
nebo personalu studie, vytvofi nebo do
praxe uvede predmét, ktery
zdravotnické zafizeni, zaméstnanec,
zastupce nebo personal studie povazuji
za novy vynalez nebo nové pouZiti
hodnoceného pfipravku, zdravotnické
zafizeni a zkouSejici obratem informuji
spole¢nost WCT a zadavatele a novy
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Investigator (if applicable) and all Study
Staff, hereby assign to Sponsor any and
all right, title and interest that they may
have in and to each such inventions.
Upon Sponsor's request, and at
Sponsor's sole expense, Institution
shall take all reasonable actions
necessary or appropriate to obtain,
maintain and enforce patent or other
proprietary protection in Sponsor's
name with respect to any of the
foregoing, in particular, Institution
agrees to, and shall cause and require
all of its employees and agents,
including the Investigator (if applicable)
and all Study Staff, to sign all necessary
documents and take such other actions
as Sponsor may reasonably request in
order to perfect and enforce any and all
of Sponsor’s rights in such inventions.
Institution shall cause and require all
employees and agents, including the
Investigator (if applicable) and all Study
Staff, to assign to Sponsor all of its and
their rights, title and interest in and to
each such invention.

9. Study Subject Injury.

Sponsor will reimburse Institution for
reasonable, out-of-pocket standard medical
expenses for treatment of Study-related
injuries to the extent that such injury orillness
arose from the Protocol and provided,
however, that the following conditions are
met: (1) the illness or injury must be a direct
result of the Study Drug or a properly
performed Study procedure; (2) the illness
or injury must not be a medical condition, or
the natural progress of a medical condition,
that the Study Subject had before starting the
Study; and (3) the illness or injury are not the
result of the Institution’s, Investigator’s, or
Study Staff's negligence, willful misconduct
or failure to comply with the Protocol or any
Legal Requirements The  foregoing
obligation to reimburse Institution for any
costs they may incur is also subject to:

10. Indemnification

vynalez se stane vyhradnim majetkem
zadavatele. Zdravotnické zafizeni a
kazdy zaméstnanec nebo zastupce,
vCetné zkousSejiciho (v relevantnich
pfipadech) a vSech ¢&lenl personalu
studie timto na zadavatele postupuji
vSechna prava, naroky a podily, které
mohou mit ke kazdému z takovych

vynalezi. Na Zadost zadavatele a
vyluéné na naklady zadavatele
zdravotnické  zafizeni  pfijme v

souvislosti s vySe uvedenym vSechna
pfiméfena opatfeni potfebna nebo
vhodna k ziskani, udrzeni a uplatnéni
patentu nebo jiné vlastnické ochrany
jménem zadavatele, pficemz zejména
bude zdravotnické zafizeni souhlasit a
pfiméje v8echny své zaméstnance a
zastupce, vcetné zkouSejiciho (v
relevantnich pfipadech) a vSech ¢lenl
persondlu studie, aby souhlasili s

podepsanim vSech potfebnych
dokumentu a s pfijetim takovych dalSich
opatfeni, které bude zadavatele

pfiméfené pozadovat k zajisténi a
uplatnéni vSech prav zadavatele k t€mto
vynalezim. Zdravotnické zafizeni na
zadavatele postoupi a pfiméje vSechny
zaméstnance a zastupce, vcetné
zkouSejiciho (v relevantnich pfipadech)
a vSechny ¢leny personalu studie, aby
na zadavatele postoupili vSechna sva
prava, naroky a podily ke kazdému
takovému vynalezu.

9. Ujma subjektu studie

Zadavatel zdravotnickému zafizeni uhradi
pfiméfené, pfimo hrazené standardni vydaje
spojené se zdravotni péci za léCbu se studii
souvisejicich pfipadd Ujmy v rozsahu, v
jakém takova ujma & onemocnéni vznikly v
souvislosti s protokolem a za predpokladu
splnéni  nasledujicich  podminek: (1)
onemocnéni nebo Ujma musi byt pfimym
disledkem uzivani hodnoceného pfipravku
nebo fadné provedeného postupu studie v
souladu s protokolem, (2) (3) onemocnéni
nebo Ujma nejsou disledkem nedbalosti,

umysiného protipravniho jednéani nebo
nedodrZovani  protokolu nebo jinych
zakonnych pozadavku ze strany

zdravotnického zafizeni, zkouSejiciho nebo
persondlu studie. Vy3e uvedeny zavazek
vyplatit nahradu zdravotnickému zafizeni za
naklady, které mu vznikly, rovnéz vyZaduje:.

10. OdsSkodnéni
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10.1 Any Indemnification provided by
Sponsor shall be subject to a separate
agreement with Sponsor. Institution
acknowledges that WCT does not
provide indemnification of any kind for
the services provided hereunder and
is not a party to the foregoing

indemnification obligation.

10.2 Institution Indemnification: Neither
WCT nor Sponsor will be responsible
for, and Institution shall defend,

indemnify and hold WCT and Sponsor
harmless from, any third party loss,
claim, or demand arising from the
negligence or wilful misconduct on the
part of Institution or Institution’s
employees or agents, including the
Investigator (if applicable) and all
Study Staff; (a) activities not in
accordance with the Protocol, this
Agreement, other written instructions
from Sponsor or its designee
(including WCT) or applicable Legal
Requirements; (b)  unauthorized
warranties made by Institution or
Institution’s employees or agents,
including  the Investigator  (if
applicable) and all Study Staff,
concerning the Study Drug being
tested; or (c) in any case in which

written informed consent was not
obtained for the Study Subject
involved in accordance with the

Protocol.

11. Survivorship Clause

The obligations under Sections 1, 2, 3, 6, 7,
8,9, 10, 11, 12, 13 and 14 shall survive the
expiration, termination or cancellation of this
Agreement.

12. Insurance

12.1 The Institution shall secure and
maintain in full force and effect
through the performance of the Study
(and following termination of the Study
) mandatory professional liability
insurance coverage in accordance
with provisions of Act No. 372/2011
Coll., on Medical Services. The
Institution shall provide to WCT a copy

10.1 Odskodnéni udélené zadavatelem
bude upraveno samostatnou
smlouvou se zadavatelem.
Zdravotnické zafizeni bere na védomi,
Ze spoleénost WCT nepfiznava
odSkodnéni zadného druhu za sluzby
poskytnuté dle této smlouvy a neni
stranou vySe uvedeného zavazku
odSkodnéni.

10.2 Odskodnéni ze strany zdravotnického

zarizeni: Ani spole¢nost WCT ani

zadavatel neponesou odpovédnost za
ztraty tfetich  stran, naroky ¢i
poZadavky vzniklé z nedbalosti nebo
umysliného protipravniho jednani ze
strany zdravotnického zafizeni nebo
jeho zaméstnancu &i zastupcu, véetné
zkousejiciho (v relevantnich
pfipadech) a vSech ¢lenl personalu

studie z (a) Cinnosti, které nejsou v

souladu s protokolem, touto smlouvou,

jinymi pisemnymi pokyny zadavatele
nebo jim povéfené osoby (vCetné

spoleCnosti  WCT) nebo platnych
zakonnych pozadavkd, (b)
neopravnénych  zaruk  vydanych

zdravotnickym zafizenim nebo jeho
zaméstnanci €& zastupci, vcetné
zkousejiciho (v relevantnich
pfipadech) a vSech ¢lenl personalu
studie, ohledné testovaného
hodnoceného pfipravku, nebo (c)
pfipadu, kdy nebyl od subjektu studie
ziskan pisemny informovany souhlas
dle protokolu, pfi€emz zdravotnické
zafizeni a zkouSejici spoleCnost WCT
a zadavatele proti vySe uvedenym
ochrani, odSkodni a budou je kryt pfed
vzniklymi ztratami.

11. Ustanoveni o pretrvani platnosti

Zavazky plynouci z ¢lankd 1, 2, 3, 6, 7, 8, 9,

10, 11, 12, 13 a 14 pfetrvaji uplynuti

platnosti, ukonfeni nebo zruSeni této

smlouvy.

12. Pojisténi

12.1 Zdravotnické zafizeni uzavie a po
celou dobu provadéni studie (a
nasledné i po ukonéeni studie)
zachova v pIné platnosti a ucinnosti
povinné pojisténi profesni
odpovédnosti v souladu S

ustanovenimi zakona ¢. 372/2011 Sb.,
0 zdravotnich sluzbach. Pokud o to
spole¢nost WCT pozada, zdravotnické
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of their certificate of Insurance if
requested.

12.2 WCT on behalf of Sponsor warrants
that the Sponsor shall secure and
maintain during the performance of
this Agreement in accordance with
par. 52, sec 3 (f) of Act No. 378/2007
Coll., On Pharmaceuticals as
amended, a policy or policies of
comprehensive  general liability
insurance at levels sufficient to
support the Sponsor’s indemnification
obligations in this Agreement. WCT
shall provide upon request copies of
the insurance certificates, together
with evidence that the policies do
exist.

13. Term and Termination

13.1 The term of this Agreement shall
begin on the Effective Date and shall
continue until the earlier of 1) the
completion of the Study by Institution;
2) closure of enrollment period where
the Institution has failed to enrol any
subjects; or 3) termination of the
Agreement by Sponsor pursuant to
Section 13.2.

13.2 Sponsor and WCT reserve the right to
terminate this Agreement and/or
Investigator's, Institution's, or any
Study Subject’s participation in the
Study or the Study itself at any time for
any reason, or no reason, effective on
written notice from WCT or Sponsor.
Immediately upon receipt of a notice
of termination, Institution shall cease
entering Study Subjects into the
Study, cease conducting procedures
to the extent medically permissible on
Study Subjects already entered into
the Protocol, and refrain from
incurring  additional costs and
expenses to the extent possible.

13.3 Upon termination or completion of the
Study Institution shall (i) return, retain
or dispose of all Study Drugs and
Clinical Supplies in accordance with
the Protocol and instructions to be
provided by WCT and applicable
Legal Requirements, (ii) arrange for
all  of Sponsors Confidential

zafizeni predlozi spole¢nosti WCT
kopii své pojistky.

12.2 Spoleénost WCT jménem zadavatele
zaruCuje, Ze zadavatel uzavie a po
celou dobu plnéni této smlouvy
zachova pojistku nebo pojistky
v8eobecné odpovédnosti ve vysSi
dostatené ke splnéni zavazki
zadavatele plynoucich ze zavazku
odskodnéni dle této smlouvy, a to v
souladu s § 52 odst. 3 pism. f) zdkona
378/2007 Sb., o Iécivech, v platném
znéni. Na zadost spole¢nost WCT
predlozi kopie pojistek spole¢né s
dikazem, Ze pojistky existuji.

13. Doba trvani a ukonéeni

13.1 Doba ftrvani této smlouvy zapocne
datem ucinnosti a bude pokracovat az
do okamziku, kdy nastane prvni z
nasledujicich: 1) dokonCeni studie ve
zdravotnickém zafizeni, 2) ukonéeni
obdobi naboru v pfipadé, ze se
zdravotnickému zafizeni nepodafilo
zafadit zadné pacienty, nebo 3)
ukonéeni smlouvy zadavatelem dle
¢lanku 13.2.

13.2 Zadavatel a spolec¢nost WCT si
vyhrazuji pravo ukoncit tuto smlouvu
a/nebo Ucast zkousejiciho,
zdravotnického zarizeni nebo
jakéhokoliv subjektu studie ve studii
nebo studii jako takovou, a to kdykoliv
a z jakéhokoliv diivodu nebo i bez
ddvodu s ucinnosti od odeslani
pisemné vypovédi spole¢nosti WCT
nebo zadavatelem. Okamzit& po
obdrzeni vypovédi ukong¢i
zdravotnické zafizeni  zafazovani
subjektd studie do studie, u subjektd
studie do protokolu jiz zafazenych
ukon¢i provadéni postupu v lékafsky
pfipustném rozsahu a v mozZném
rozsahu se zdrZi aktivit vedoucich ke
vzniku dalSich nakladd a vydaju.

13.3 Po ukonleni nebo dokonceni
studie zdravotnické zafizeni (i) vrati,
ponecha si nebo zlikviduje veskery
hodnoceny pfipravek a klinické
materidly v souladu s protokolem a
pokyny  poskytnutymi  spolecnosti
WCT a platnymi zakonnymi
pozadavky, (ii) zajisti, aby byly
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Information and property, including
Study materials and Equipment,
under this Agreement to be provided
to Sponsor, (iii) furnish WCT with an
acceptable Investigator’'s final study
report, and iv) follow any other
reasonable instructions from
Sponsor/WCT as part of the orderly
wind-down of the Site’s participation in
the Study.

13.4 Upon termination or completion of the | 13.4
Study, and satisfaction of Institution’s
obligations under Section 13.2, WCT,
on behalf of Sponsor, shall make
prorated payment for all work actually
performed up to the date of
termination in accordance with
Attachments 1 & 2. If payments
made to Institution exceed the amount
owed for work performed under the
Protocol, Institution agrees to return
promptly, and no later than thirty (30)
days, from the issued relevant
corrective tax document, the excess
balance to WCT on behalf of Sponsor.

14.1 Institution understands and agrees | 14.1
that the Study Drug is experimental in
nature and that no warranty, either
express or implied, is made by
Sponsor, the Sponsor or any other
party regarding the Study Drug.

14.2 If there is a discrepancy or conflict | 14.2
between the terms of the Protocol and
those of this Agreement, the terms of
the Protocol shall govern and control
with respect to clinical, scientific and
regulatory matters, and the terms of
the Agreement shall govern and
control with respect to all other
matters, i.e., legal and financial
matters.

14.3 Institution shall not engage any | 14.3
subcontractor to fulfil any of its
obligations hereunder without
obtaining prior written consent from
Sponsor. Notwithstanding any of the
foregoing, Institution shall remain
solely responsible for activities
performed by any subcontractor(s),
and the use of a subcontractor shall

14. Miscellaneous 14. Rlzné

veskeré dlvérné informace a majetek
zadavatele, v€etné material( studie a
zafizeni, dle této smlouvy vraceny
zadavateli, (iii) pfedlozi spole€nosti
WCT pfijatelnou zavére¢nou zpravu o
studii sestavenou zkouSejicim, (iv)
bude se fidit dalSimi opodstatnénymi
pokyny zadavatele/spole¢nosti WCT v
ramci  fadného ukonceni  ucCasti
pracovisté na studii.

Po ukonceni nebo dokon&eni studie a
po splnéni zavazku zdravotnického
zarizeni z d&lanku 13.2 provede
spole¢nost WCT jménem zadavatele
pomérnou platbu za  skute¢né
odvedenou praci k datu ukonceni v
souladu s pfilohami 1 a 2. Pokud
platby uhrazené zdravotnickému
zarizeni prekroCi Castku dluznou za
odvedenou praci dle protokolu,
zavazuje se zdravotnické zafizeni
obratem, nejpozdéji vSak do tficeti (30)
dnG, od vystavené pfislusného
opravného danového dokladu. vratit
spole€nosti WCT jednajici jménem
zadavatele preplatek.

Zdravotnickeé zafizeni bere na védomi,
Ze hodnoceny pfipravek je ze své
povahy experimentalni a Ze zadavatel
nebo jina strana nevydala v souvislosti
s hodnocenym pfipravkem Zadnou
zaruku, at uz vyslovhou nebo
implicitni.

V pfipadé nesouladu nebo rozporu
mezi  podminkami  protokolu a
podminkami  této  smlouvy se
podminky  protokolu  pouZiji v
klinickych, védeckych a regulatornich
zalezitostech a podminky smlouvy se
pouZiji na v8echny dalSi zaleZitosti, tj.
pravni a finanéni.

Zdravotnické zafizeni neni opravnéno
k pInéni svych pfisluSnych zavazku
plynoucich z této smlouvy bez
pfedchoziho pisemného souhlasu
zadavatele vyuzit sluzeb
subdodavatele. AniZz by bylo dotéeno
vySe uvedené, zdravotnické zafizeni
zUstane vyluéné odpovédné za
Cinnosti  provedené poddavatelem
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14.4

14.5

14.6

14.7

14.8

not relieve Investigator of any
obligations hereunder. Institution
shall be solely responsible for any
financial responsibilities with regard to
such  subcontractor(s), including
withholdings, liabilities and
contributions in respect of any such
subcontractor(s).

In conducting the Study, Institution will
act as an independent contractor,
without the capacity to bind Sponsor
or WCT legally, and not as an agent
or employee of Sponsor or WCT.

Any notices under this Agreement
shall be in writing, signed by the
relevant Party, and delivered
personally, by courier or by recorded
delivery posts. Notices shall be
addressed as follows:

For WCT:

Worldwide Clinical Trials Limited
Waterfront House,

Beeston Business Park

Beeston, Nottingham

NG9 1LA United Kingdom

For Institution:

Fakultni nemocnice Olomouc
|. P. Pavlova 6

Olomouc 77900

Czech Republic

This Agreement may not be assigned,
nor any right of obligation delegated
by Institution without the prior written
consent of WCT. WCT may assign
this Agreement upon written notice to
Institution.

No amendments or modifications to
this Agreement shall be valid unlessin
writing and signed by all Parties
except as expressly set forth herein.

This Agreement represents the entire
understanding between the parties,
and supersedes all other agreements,

14.4

14.5

14.6

14.7

14.8

(subdodavateli) a vyuZiti poddavatele
nezbavuje zkousSejiciho zavazku z této
smlouvy plynoucich.  Zdravotnické
zafizeni nese vyluénou odpovédnost
za financni zavazky vlci takovému
subdodavateli (takovym
subdodavatelum), véetné srazek,
zavazku nebo pfispévkl v souvislosti
s takovym subdodavatelem (takovymi
subdodavateli).

Pri provadéni studie bude
zdravotnické zafizeni jednat jako
nezavisly dodavatel, aniz by pravné
zavazovalo zadavatele nebo WCT, a
nebude jednat jako zastupce nebo
zaméstnanec zadavatele nebo
spole¢nosti WCT.

VSechna oznameni plynouci z této
smlouvy musi byt v pisemné formé,
podepsana prislusnou stranou a
doruéena osobné, kuryrni sluzbou
nebo doporu¢enym dopisem.
Oznameni  budou zasilana na
nasledujici adresy:

Pro spoleénost WCT:

Worldwide Clinical Trials Limited
Waterfront House,

Beeston Business Park

Beeston, Nottingham

NG9 1LA United Kingdom

Pro zdravotnické zarizeni:
Fakultni nemocnice Olomouc
|. P. Pavlova 185/6,

Olomouc 77900

Ceska republika

Bez pfedchoziho pisemného souhlasu
spole¢nosti WCT nesmi zdravotnické
zafizeni tuto smlouvu postoupit ani
delegovat 24&dné pravo zavazku.
Spole¢nost WCT je opravnéna tuto
smlouvu  postoupit na zakladé
pisemného oznameni zdravotnickému
zarizeni.

Nebude-li ve smlouvé vyslovné
uvedeno odliSné, budou vSechny
dodatky nebo uUpravy této smlouvy
neplatné, nebudou-li u€inény
pisemnou formou a podepsany viemi
stranami.

Tato smlouva piedstavuje celé
ujednani mezi stranami a nahrazuje
vS§echna jina ujednani, vyslovna nebo
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14.9

14.10

14.11

14.12

express or implied, between the
Parties concerning the subject matter
hereof.

The Parties bear
responsibility for improper
performance of the present
Agreement unless it is proved that
proper performance was impossible
due to insuperable force beyond the
control of the affected party, i.e.
extraordinary and unavoidable forces
such as fires, floods, war, or acts of
God (“force majeure”). The Party
affected by an event of force majeure
shall use its reasonable efforts to
remedy, remove, or mitigate against
such event and the effects thereof. If
a Party anticipates an event of force
majeure or delay in performance,
such Party shall notify the other Party
of the nature, details and expected
duration thereof. In the event of a
delay lasting for four (4) weeks or
more the non-affected Party shall
have the right to terminate this
Agreement immediately by notice in
writing to the other Party.

Force-Majeure.

Limitation of Liability. In no event will
either Party be liable to the other for
incidental, indirect, special or
consequential damages, including but
not limited to lost profits or savings,
whether or not the possibility of such
damages has been disclosed in
advance or could have been
reasonably foreseen.

Institution represents that it, as well as
all Study Staff who are employees or
agents of Institution, are not presently
under any agreement or obligation or
participating in any other study which
conflicts with the duties and
obligations owed to WCT or Sponsor
under this Agreement, and further
warrants not to undertake any such
obligation or agreement during the
course of the Study.

If any clause or provision of this
Agreement is declared invalid or
unenforceable by a court of
competent jurisdiction or an arbitrator,
such provision shall be severed and
the remaining provisions of the

14.9

14.10 Omezeni odpovédnosti

14.11

1412V

implicitni, mezi stranami upravujicimi
predmét této smlouvy.

Vy&S8i moc Strany jsou odpovédné za
nedostate¢né plnéni prfedkladané
smlouvy, pokud neprokazi, Ze fadné
plnéni nebylo mozné z duvodu
nepfekonatelné moci mimo kontrolu
postizené strany, tj. mimofadna a
nevyhnutelnda moc, jako je pozar,
povoden, valka nebo vySsi moc (,vySSi
moc"). Strana postizena udalosti vyssi
moci vynalozi pfiméfené usili k
napravé, odstranéni nebo zmirnéni
takové udalosti a jejich dopadu.
Pokud strana pfedpoklada udalost
vy88i moci nebo zpoZdéni plnéni,
takova strana je povinna informovat
druhou stranu o] povaze,
podrobnostech a oCekavaném trvani
udalosti. V pfipadé, Ze bude zpozdéni
trvat déle nez Ctyfi (4) a vice tydn(, ma
nepostizena strana pravo tuto
smlouvu okamzité ukoncit pisemnou
vypovédi zaslanou druhé strané.

V zadném
pfipadé nebude zadna ze stran
odpovédna druhé strané za nahodné,
nepfimé, specialni nebo nasledné
Skody, zejména za usly zisk €i uspory,
bez ohledu na to, zda byla moznost
takové Skody pfedem uvedena nebo ji
bylo mozné pfiméfené predpokladat.

Zdravotnické zafizeni prohlaSuje, Ze
zdravotnické zafizeni i vSichni ¢lenové

personalu studie, ktefi jsou
zaméstnanci nebo zastupci
zdravotnického zafizeni, nejsou v

souc€asnosti vazani zadnou dohodou
nebo zavazkem nebo ucasti v jiné
studii, které by byly v rozporu s
povinnostmi a zavazky vaci
spole¢nosti WCT nebo zadavateli dle
této smlouvy, a dale zaruluji, ze v
pribéhu studie takovy zavazek
nepfevezmou a takovou dohodu
neuzaviou.

pfipadé, Z2Ze bude jakékoliv
ustanoveni nebo odstavec této
smlouvy pfisluSnym soudem nebo
rozhodcem prohlaseno za neplatné
nebo nevymahatelné, takové
ustanoveni bude oddéleno a zbyvajici
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14.13

14.14

Agreement shall continue in full force
and effect. The Parties shall use their
best efforts to agree upon a valid and
enforceable provision as a substitute
for the severed provision, taking into
account the intent of this Agreement.

The Parties agree that Sponsor shall
have the right to enforce any of the
provisions of this Agreement as a third
party beneficiary. Further, this
Agreement will bind and inure to the
benefit of the successors and
permitted assigns of the Sponsor.
Each Party to this Agreement
acknowledges that except for the
Sponsor, there are no other third party
beneficiaries with any rights to enforce
any of the provisions of this
Agreement.

The Parties agree that the legal
relations arising from this Agreement
are governed by the generally binding
legal regulations of the Czech
Republic.The courts of the Czech
Republic are competent to review
possible disputes, that cannot be
resolved by an amicable settlement.
In case of discrepancies between the
Czech version and the English version
of the text of this Agreement, the
Czech version shall prevail.

[SIGNATURES TO FOLLOW]

ustanoveni smlouvy zUstanou i nadale
plathd a 4cinna v plném rozsahu.
Strany vyvinou maximalni usili, aby se
dohodly na platném a vymahatelném
ustanoveni, které nahradi oddélené
ustanoveni, pfiéemz zohledni umysl
této smlouvy.

14.13 Strany souhlasi s tim, aby mél
zadavatel pravo vymahat kterékoliv
ustanoveni této  smlouvy jako
obmyslena tfeti strana. Tato smlouva
dale zavazuje nastupce a pfipustné
postupniky zadavatele a pfiznava jim
vyhody plynouci z této smlouvy.
Kazda ze stran této smlouvy bere na
védomi, Ze vyjma zadavatele
neexistuji Zadné dalsi obmyslené treti
strany s pravem vymahat ustanoveni
této smlouvy.

14.14. Smluvni strany se dohodly, Ze pravni
vztahy a poméry vzniklé ztéto
smlouvy se fidi obecné zavaznymi
pravnimi predpisy Ceské republiky.

K pfezkoumani pfipadnych spord,
které nemuzou byt vyfeSeny smirnou
cestou, jsou pfislusné soudy Ceské
republiky.

V pfipadé rozporu mezi Ceskou a
anglickou verzi textu smlouvy ma
pfednost Ceska verze.

[NASLEDUJi PODPISY]
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IN WITNESS WHEREOF, the undersigned
by their duly authorized representatives have
executed this Agreement as of the date and
year of the last signature below. The Parties
consent to the terms of this Agreement by
signing below.

NA DUKAZ CEHOZ uzaviely nize
podepsané strany, prostfednictvim svych
fadné opravnénych zastupct, tuto smlouvu
ke dni, mésici a roku pfipojeni posledniho
podpisu. Podepsanim strany souhlasi s
podminkami této smlouvy.

WORLDWIDE CLINICAL TRIALS LIMITED

Signed:

Name:

Title:

Date:

Fakultni nemocnice Olomouc

Signed:

Name:

Title:

Date:

WORLDWIDE CLINICAL TRIALS LIMITED

Podpis:

Jméno:

Funkce:

Datum:

Fakultni nemocnice Olomouc

Podpis:

Jméno:

Funkce:

Datum:

LIST OF EXHIBITS
Attachment 1: Payment Schedule

Attachment 2: Budget

SEZNAM PRILOH
Priloha 1: Harmonogram plateb

Priloha 2: Rozpocet
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ATTACHMENT 1 PRILOHA 1
PAYMENT SCHEDULE HARMONOGRAM PLATEB
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Electronic invoice submissions shall include:

Elektronicky zasilané faktury musi

Protocol number, country, site number, and
last name of Investigator in the subject line
of the e-mail. Failure to adhere to these
terms may delay the processing and
payment of the electronically submitted
invoice.

Invoices from Payee shall include:

« Payee name (as shown in this
Attachment 1)

e  Protocol number

. Invoice date

o Date & itemized description of
services provided

« Applicable supporting
documents/third party invoices

o  Total amount payable

2. Definitions

2.1 A “Qualified Subject” is a
Study Subject who, on entrance into the
treatment phase of the Study, met all of the
entrance criteria and none of the exclusion
criteria in the Protocol, gave his or her written
informed consent to participate, and was
randomized in accordance with the Protocol.

2.2 A “Completed Subject” is a
Qualified Subject that has completed all of
the required Study visits in accordance with
the Protocol to permit evaluation and whose
CRF has been completed by the Principal
Investigator and accepted as satisfactory by
Sponsor.

2.3 A "Withdrawn Subject" is a
Qualified Subject who does not complete all
of the required Study visits but otherwise was
appropriately randomized in accordance with
the Protocol. Payment for Withdrawn
Subjects will be prorated based on work
actually performed.

3. Amount

3.1 WCT, on behalf of Sponsor,
agrees to support the Study according to the
Budget attached hereto as Attachment 2 for
all visits, procedures and tests scheduled in
the Protocol. The total cost for the
successful completion of the Study per

obsahovat: ¢islo protokolu, zemi, éislo
pracovi$té a prijmeni zkousejiciho v Fadku
pfedmétu e-mailu. PFi nesplnéni téchto
podminek muze dojit ke zpozdéni
zpracovani a platby elektronicky zaslané
faktury.

Faktury vystavené pfijemcem musi
obsahovat:
e nazev prijemce (jak je uveden
v této pfiloze 1)
. Cislo protokolu
o  datum vystaveni faktury
« datum a popis jednotlivych
poskytnutych sluzeb
. pfislusné doprovodné
dokumenty/faktury tfetich stran
o  celkova €astka k uhradé

2. Definice

2.1 »Zpusobilym subjektem® se
rozumi subjekt studie, ktery pfi vstupu do
|éCebné faze studie splhoval vSechna
vstupni kritéria a nesplfioval zadné kritérium
pro vylouceni uvedené v protokolu, poskytl
pisemny informovany souhlas s ucasti a byl
randomizovan v souladu s protokolem.

22 »~oubjektem, ktery dokonil
studii se rozumi zpUsobily subjekt, ktery
absolvoval vSechny poZadované navstévy
ve studii v souladu s protokolem umozriujici
hodnoceni a jehoz CRF vyplnil hlavni
zkouSejici a jako uspokojivy jej schvalil
zadavatel.

2.3 ~Subjektem, ktery odstoupil
ze studie” se rozumi zpusobily subjekt, ktery
neabsolvoval vSechny pozadované navstévy
ve studii, ale ktery byl fadné randomizovan v
souladu s protokolem. Platba za subijekt,
ktery odstoupil ze studie, bude pfimo umérné
snizena s ohledem na skutecné provedené
¢innosti.

3. Castka

3.1 Spole€nost WCT se
jménem zadavatele zavazuje, Ze podpofi
studii dle pfiloZeného rozpo¢tu v pfiloze 2 za
vSechny jeji navstévy, postupy a testy
naplanované v protokolu. Celkové naklady
Uspésného dokonleni studie na uspésSny
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successful Completed Subject (as defined
above) is set forth in the Budget and
payments will be made in accordance with
this Payment Schedule.

Reimbursements for Study Subjects will be
paid by Institution in accordance with
Attachment 2 after receipt of funds from the
Sponsor /WCT on the basis of invoicing
under the same mode as for invoicing items.
The holdback will not apply to the
reimbursement of Study Subjects.

The payment for the Study Staff is solved by
a separate agreement between WCTrand
Investigator. Institution is not responsible for
taxing the income of Study Staff.

3.2 Reimbursements for any
procedures, visits, or other charges
performed apart from those scheduled by the
Protocol are subject to prior written approval
by WCT and/or Sponsor. No payment will be
made for Study Subjects with deviations from
the Protocol within the control of Institution
except for deviations as described in Section
1.2 of the Agreement. All work to be
undertaken pursuant to this Agreement shall
not commence until this Agreement is
executed by the Institution and the executed
Agreement is received by WCT.

3.3 Any changes to the Budget
will require authorization in the form of an
amendment. If any terms of this Payment
Schedule are in conflict with any terms of
Attachment 2, the terms of this Attachment 1
shall govern.

3.4 Additional Study related
Study Subject costs not listed in the Budget
will be paid by Sponsor only following prior
written approval from WCT or Sponsor.
Sponsor will process payment for these
items upon receipt and approval of invoice.
The invoice must clearly document the
rationale and include supporting
documentation for review and approval
before payment is distributed.

3.5 Payee will not receive any
payments for pass through expenses
whereby Payee has failed to produce actual
copies of invoices or other documentation
clearly substantiating that the expenditures
were actual, reasonable, and verifiable in the
amount submitted for compensation.

subjekt, ktery dokondil studii (viz definice
vySe) jsou uvedeny v rozpotu a platby
budou hrazeny v souladu s timto
harmonogramem plateb.

Nahrady subjektim budou v souladu s
PFilohou 2 vyplaceny prostfednictvim FNOL
zpétné po obdrzeni finan¢nich prostfedkl od
zadavatele/CRO na zakladé fakturace ve
stejném rezimu, jako u fakturace sluzeb.
Zadrzné nebude u nahrad subjektl
uplatfiovano.

Platba pro tym je FeSena separatni smlouvou
spole€nosti WCT s hlavnim zkouS$ejicim.
Zdravotnické zafizenil neodpovida za
zdanéni pfijmu ¢lenl tymu.

3.2 Uhrady postupli, navstév
nebo jinych plateb nad ramec téch
planovanych protokolem podléhaji
predchozimu pisemnému schvaleni

spole¢nosti WCT a/nebo zadavatelem. Za
subjekty studie s odchylkami od protokolu,
které mohlo ovlivnit zdravotnické zafrizeni,
vyjma odchylek popsanych v ¢lanku 1.2
smlouvy, nebudou provedeny Zadné platby.
Do okamziku uzavieni této smlouvy ze
strany zdravotnického zafizeni a pfijeti
uzaviené smlouvy spoleénosti WCT
nezapoc¢nou Zadné aktivity plynouci z této
smlouvy.

3.3 Veskeré zmeény rozpoctu
vyzaduji schvaleni ve formé dodatku. V
pfipadé rozporu kterychkoliv ustanoveni
tohoto harmonogramu plateb s podminkami
pfilohy 2 se uplatni podminky této pfilohy 1.

3.4 Dalsi naklady souvisejici se
subjekty studie neuvedené v rozpoc¢tu mize
zadavatel proplatit pouze na zakladé
pisemného souhlasu spole¢nosti WCT nebo
zadavatele. Zadavatel platbu za tyto polozky
zpracuje na zakladé pfijeti a schvaleni
faktury. Faktura musi jasné uvadét
zdlGvodnéni vydaju a musi k ni byt pfipojena
doprovodna dokumentace, ktera bude
pfezkoumana a schvéalena pfed odeslanim
platby.

3.5 Pfijemce neobdrzi Zadné
platby za prefakturovatelné vydaje, pokud
pfilemce nepredlozi skute¢né kopie faktur
nebo jiné dokumentace jasné dokladajici, ze
vydaje byly skute€né, pfiméfené a ovéfitelné
a v Castce predlozené k Uhradé.
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3.6 Unscheduled Visits: An
“Unscheduled Visit” means a Study
participant visit which is not expressly set
forth in the Protocol, but is otherwise required
for the Study. Institution shall be reimbursed
for  actual unscheduled procedures
performed in accordance with the Budget.
Unscheduled Visits will be reimbursed and
prorated at the rate set forth in Budget. In the
event a medically necessary procedure is not
included in the Budget, Institution must
receive prior written approval for the
compensation amount  before  such
procedure is performed, except in cases of
emergency or cases that are medically time
sensitive. Payment will be made following
the receipt, verification and processing of an
itemized undisputed invoice by WCT.

3.7 Study Start-up Fee:A one-
time non-refundable payment of “
EUR for Study start-up activities will be
payable to the Institution upon execution of
this Agreement, receipt of IRB approval,
completion of all regulatory documents and
Site Initiation Visit (“SIV”), and upon the

receipt, verification and processing of an
undisputed invoice by WCT.

4. Payment Schedule

4.1 Payments will be made
according to the Budget as follows. Sponsor
will pay for actual work completed in
accordance with the Budget and/or approved
invoice. Subject visit payments will be paid
quarterly at 90% of the visit amount with the
remaining 10% being included in the final
payment, and invoiceable costs will be paid
upon the receipt of an itemized undisputed
invoice approved by WCT. Payment for
subject visits will be determined after
complete visit data have been entered into
Electronic Data. Payments will be held if any
data clarification query is outstanding or site
non-compliance issues are outstanding.

The invoice maturity is 30 days from the date
of issue. In case of a late payment, Institution
will charge statutory overdue interest.
Statutory overdue interest is determined by
Czech National Bank. For the date of 23" of
October 2018 the statutory overdue interest
equals 0.0246% for each day of delay.

The date on which the taxable transaction is
effected is the date of issue of invoice.

The basis for an invoices will be sent by the

3.6 Neplanované navstévy:
.,Neplanovanou navstévou“ se rozumi
navstéva ucastnika studie, ktera neni
vyslovné uvedena v protokolu, ale je

vyzadovana pro studii z jiného duvodu.
Zdravotnickému zafizeni budou uhrazeny
skute¢né vykonané neplanované postupy v
souladu s rozpo¢tem. Neplanované navstévy
budou hrazeny pomérnym zpusobem v
sazbé uvedené v rozpoctu. V pfipadé, ze
nezbytny lékafsky postup neni uveden v
rozpoctu, musi zdravotnické zafizeni ziskat
pisemny souhlas s &astkou kompenzace
pfed provedenim takového postupu s
vyjimkou akutnich pfipadl nebo pfipadd,
které jsou neodkladné. Platba bude
uhrazena po pfijeti, ovéfeni a zpracovani
detailni nerozporované faktury spole€nosti
WCT.

3.7 Poplatek za zahajeni studie:
Jednorazovad nevratna platba q
EUR za cinnosti vedouci k zahjeni studie
bude splatna zdravotnickému zafizeni po
uzavfeni této smlouvy, ziskani schvaleni ze
strany IRB, vyplnéni vSech dokumentl
vyZadovanych kontrolnimi ufady a navstévé
k zahajeni studie na pracovisti a po pfijeti,
ovéfeni a zpracovani nerozporované faktury
spole¢nosti WCT.

4. Harmonogram plateb

4.1 Platby budou hrazeny v souladu s
rozpottem nasledovné: Zadavatel uhradi
skute€né odvedenou praci v souladu s
rozpoétem a/nebo schvalenou fakturou.
Platby za navstévy subjektl budou hrazeny
Ctvrtletné ve vySi 90 % z Castky za navstévu,
pficemz 10 % bude zahrnuto do zavérecné
platby, a fakturovatelné cCastkynaklady
budou hrazeny po pfijeti  detailni
nerozporované faktury spoleénosti WCT.
Platba za navstévy subjektl bude stanovena
po zadani Uplnych udaju za navstévy do
systému elektronickych dat. Platby budou
zadrZeny, pokud bude existovat nevyfizeny
dotaz k objasnéni udaju nebo dokud
nebudou vyfeSeny problémy pracovisté
plynouci z jeho nedodrzovani postupu.
Splatnost faktur je 30 dnd od vystaveni. v
pfipadé pozdni uhrady bude zdravotnické
zarizeni uctovat urok z prodleni v zakonné
vy$i. Zakonné droky z prodleni uréuje Ceska
narodni banka. Dne 23. fijna 2018 jsou
zakonné uroky ve vysi 0,0246% za kazdy
den prodleni.
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Sponsor, its accuracy will be confirmed by
the principal investigator

4.2 The final payment for all
scheduled and unscheduled visits or
procedures, including the 10% holdback,
(corrected for actual work done) will be made
following:

e satisfactory Study completion
by Study Subjects according to
the Protocol,

e satisfactory completion in
accordance with the Protocol of
all Study Subjects’ CRFs,

e resolution of data questions,

e reconciliation of Drug supplies,

e submission to Sponsor of
Principal Investigator's site
closure report, and the return of
all  Equipment and Study
materials.

4.3 Institution will have forty five
(45) days from the receipt of final payment to
dispute any payment discrepancies during
the course of the Study. Any invoices
submitted by the Payee more than forty five
(45) days after the database lock will not be
reimbursed.

Datum uskute€néni zdanitelného plnéni je
den vystaveni faktury.Podklad k fakturaci
bude zasilat zadavatel, jeho spravnost
potvrdi hlavni zkouSejici

4.2 ZavéreCna platba za
vSechny planované a neplanované navstévy
a postupy (upravena na skutecné
odvedenou préci), v€etné zbyvajici Castky ve
vysi 10 %, bude u€inéna poté, co:

e bude studie uspokojivé
dokonéena vSemi subjekty
studie v souladu s protokolem,

e budou uspokojivé vyplnény

vSechny CRF subjektl studie v
souladu s protokolem,

e  budou vyfeSeny otadzky ohledné
udaja,

e budou odsouhlaseny zasoby
hodnoceného pfipravku,

e  bude zadavateli pfedana zprava
hlavniho zkousejiciho o}
uzavieni pracovist€¢ a budou
vracena vSechna zafizeni a
studijni materialy.

4.3 Zdravotnické zafizeni bude
mit Ctyficet pétficet (45) dnl od pfijeti
zaveére€né platby k rozporovani
nesrovnalosti s platbami v ramci studie.
Faktury pFedlozené prFilemcem plateb
pozdéji nez Ctyficet pét (45) dnl po
uzamceni databaze nebudou uhrazeny.

Page 36 of 38




ATTACHMENT 2
BUDGET

PRILOHA 2
ROZPOCET
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