? WORLDWIDE

CLINICAL STUDY AGREEMENT

SMLOUVA O KLINICKE STUDII

by and between

mezi

Worldwide Clinical Trials having its registered
office at Ulica Grada Vukovara 284, Almeria
Tower, 10000 Zagreb, Croatia, on behalf of and
as an authorized agent of FibroGen, Inc. with its
principal place of business at 409 lllinois Street
San Francisco, California 94158, USA (as
defined below)

spoleénosti  Worldwide Clinical Trials
s hlavnim sidlem na adrese Ulica Grada
Vukovara 284, Almeria Tower, 10 000 Zahfeb,
Chorvatsko,  vystupujici  jménem a jako
opravnény zastupce spoleénosti FibroGen, Inc.
se sidlem na adrese 409 lllinois Street San
Francisco, Kalifornie 94158, USA (jak je
definovana nize)

(Hereinafter known as “WORLDWIDE”) on the
first part

(dale jen jako ,WORLDWIDE") na jedné strané

And

Fakultni nemocnice Brno having its registered
office at Jihlavska 340/20, 625 00 Brno, Czech
Republic Identification Number: 65269705

VAT ID: CZ65269705,

represented by prof. MUDr. Jaroslav Stérba,
Ph.D., Director

Fakultni nemocnice Brno se sidlem na adrese
Jihlavska 340/20, 625 00 Brno, Ceska republika
ICO: 65269705

DIC: CZ65269705

Zastoupena prof. MUDr. Jaroslavem Stérbou,
Ph.D., reditelem

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

(dale jen jako ,Zdravotnické zafizeni”) na strané
druhé

and

XXX

XXX

(hereinafter known as the “Investigator”) on the
third part

(dale jen jako ,ZkouSejici Iékai”) na strané treti

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

(kazda samostatné jako ,Strana“ a spole¢né jako
~Strany®)

XXX

XXX

XXX
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Introduction

Uvod

WHEREAS, FibroGen, Inc. is the sponsor of the
Study (the “Sponsor”); and

VZHLEDEM K TOMU, ZE spole¢nost FibroGen,
Inc. je zadavatelem studie (dale jen ,Zadavatel);
a

WHEREAS, Sponsor has authorized
WORLDWIDE pursuant to a contract with
Worldwide Clinical Trials, Inc. located at 3800
Paramount Parkway, Suite 400, Morrisville, NC,
27560, USA, 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.

VZHLEDEM K TOMU, Zze =zadavatel povéfil
spole€nost WORLDWIDE na zakladé smlouvy se
spole€nosti Worldwide Clinical Trials, Inc. se
sidlem na adrese 3800 Paramount Parkway,
Suite 400, Morrisville, NC, 27560, USA, ke
koordinaci a/nebo provadéni ur€itych c&innosti
jako opravnény zastupce zadavatele, mimo jiné
v€etné vyjednavani a uzavirani smiuv, plateb,
monitorovani a auditd potfebnych k provadéni
studie.

Schedule of terms wused within this | Pfehled pojmil pouzitych v této smlouvé

Agreement

Agreement This Clinical Study Agreement | Smlouva Tato smlouva o klinické studii
comprising the terms and obsahujici podminky a veskeré
conditions and all attachments pfilohy této smlouvy.
or exhibits hereto.

Affiliates: Any entity that controls, is | Pfidruzené spolenosti: Jakykoli subjekt,
controlled by or is under ktery kontroluje, je kontrolovan
common control with—that nebo je pod spolecnou
Party. “Control” means the kontrolou dané strany.
possession, directly or .Kontrolou“ se rozumi pfimé
indirectly, of at least 50% of the nebo nepfimé drzeni alespon
share capital or voting rights or 50 % zé&kladniho kapitalu nebo
of the power to direct or cause hlasovacich prav &i pravomoci
the direction of the fidit nebo urovat zaméfeni
management and policies of fizeni a zadsad subjektu, at jiz
an entity, whether through the prostifednictvim vlastnictvi
ownership of voting securities, cennych papirli, na zakladé
by contract or otherwise. smlouvy nebo jinym

zpusobem.

Centre Clinic of pulmonary diseases | Centrum Klinikka nemoci plicnich a
and tuberculosis, Jihlavska 20 tuberkulozy ,Jihlavska 20 Brno,
Brno, 625 00 Czech Republic 625 00 zdravotnického
of  Institution at  which zafizeni, ve kterém bude
Investigator will perform the zkousejici lékar provadét studii
Study
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consent form to participate in
the Study.

Monitor The representative (i.e., | Monitor Zastupce (1j. klinicky védecky
Clinical Research Associate or pracovnik nebo monitor
Clinical Monitor) employed by klinickych  studii), kterého
Sponsor, WORLDWIDE or zaméstnava zadavatel,
other agency appointed by spole¢nost WORLDWIDE
WORLDWIDE who is nebo jiny zastupce jmenovany
responsible  for  assisting spole¢nosti WORLDWIDE a
Investigator with the initiation ktery je zodpovédny za pomoc
of the Study at the Centre and zkousejicimu Iékafi pfi
for monitoring the progress zahajeni studie v centru a za
and performance of the Study sledovani pokroku a provadéni
by Investigator thereafter. studie zkousSejicim Iékafem.

XXX XXX

Regulatory The file containing copies of | Soubor regulatornich dokumentd Soubor

Document the Protocol, Study-related obsahujici kopie protokolu,

Binder correspondence and korespondence a regulatorni
regulatory documentation. dokumentace souvisejici se studii.

XXX XXX

Study staff All  personnel  performing | Vyzkumny tym VeSkery personal
services on the Study under provadéjici sluzby v ramci
the direct supervision and studie pod pfimym dohledem
instruction of Investigator, adle pokynd zkouSejiciho
including, but not limited to Iékafe, mimo jiné vc&etné
sub-investigators, study spoluzkousejicich,
coordinators, study nurses, koordinatoru studie,
employees, agents and/or zdravotnich sester,
subcontractors of Institution zameéstnancu, zastupcl
and Investigator. a/nebo subdodavatell

zdravotnického zafizeni a
zkousejiciho Iékare.

Study subject Any subject/patient who has | Subjekt hodnoceni  Jakykoli subjekt/pacient,

signed the Study informed ktery podepsal formular

informovaného souhlasu pro
studii, aby se mohl zucastnit
studie.

1. Performance of the Study

1. Provadéni studie

1.1 Institution shall serve as the premises and
facilities located at where the Study will be
undertaken by Investigator according to the
terms and conditions set forth in this Agreement.
Institution guarantees that it has appropriate
facilities (including any equipment, but excluding
those to be provided by Sponsor or
WORLDWIDE for the Study) necessary and
adequate for conducting the Study. Investigator
acknowledges that he/she has read and
understands the Protocol and all the information
in the investigator's brochure provided by

1.1 Zdravotnické zafizeni bude pulsobit jako
prostor a zafizeni v misté provadéni studie
zkoudejicim |ékafem, ato za podminek
stanovenych v této smlouvé. Zdravotnické
zafizeni zaruCuje, Ze ma k dispozici veSkeré
zafizeni nezbytné a vhodné k provadéni studie
(v€etné vesSkerého vybaveni, avSak s vyjimkou
vybaveni, které ma poskytnout zadavatel nebo
spole€nost WORLDWIDE).  Zkousejici |ékaf
potvrzuje, Ze si preCetl protokol a veskeré
informace v souboru informaci pro zkou$ejiciho
Iékare, které poskytl zadavatel, v€éetné moznych
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Sponsor, including the potential risks and side
effects of the Study drugs and justifies that
he/she has appropriate experience in the
diagnosis and treatment of patients with
Idiopathic Pulmonary Fibrosis. Institution has
authorised Investigator and Investigator's Study
staff to conduct the Study at Institution within the
Clinic of pulmonary diseases and tuberculosis.
Institution and Investigator each represent and
warrant that they have obtained, and will maintain
for the term of the Agreement, all licenses,
authorizations, approvals and reviews required
by any federal, state, or local governmental
authority for performance of activities under this
Agreement.

rizik a vedlejSich ucinkd hodnocenych pfipravkd,
a rozumi jim a odUvodnuje, Ze ma odpovidajici
zkuSenosti s diagnostikou aléébou pacientl
s idiopatickou plicni fibrézou. Zdravotnické
zafizeni opravnilo zkouSejiciho Iékafe a studijni
tym k provadéni klinického hodnoceni ve
zdravotnickém zafizeni v ramci Kliniky nemoci
plicnich a tuberkulozy. Zdravotnické zafizeni i
zkouSejici lékaf prohlasuji a zaruduji, Ze ziskali a
budou po dobu platnosti smlouvy udrzovat
vSechny licence, opravnéni, schvaleni a
hodnoceni vyZadované jakymkoli federalnim,
statnim nebo mistnim statnim Gfadem za ucelem
provadéni Cinnosti na zakladé této smlouvy.

1.2 At Sponsor’s request, Institution or
Investigator, as appropriate, shall: assist
Sponsor in the preparation and submission of
new investigational Drug applications, new drug
or biological license applications, and any other
premarket applications relating to the Study as
may be required by the FDA or other regulatory
agencies; and attend meetings with the FDA and
other regulatory agencies regarding such

1.2 Na Z&dost zadavatele bude zdravotnické
zafizeni nebo zkouSejici lékaF dle potfeby:
napomahat zadavateli s pfipravou a podanim
novych zadosti o povoleni klinického hodnoceni
pfipravku, zadosti o licenci pro novy pfipravek
nebo biologika a veskerych dalSich zadosti pred
uvedenim na trh souvisejicich se studii, které
mUze vyzadovat FDA nebo jiné regulaéni organy,
a Ucastnit se schlzek s FDA a jinymi regulaénimi

acknowledge that Sponsor is the sponsor of the
Study, and as such is an intended third-party
beneficiary of this Agreement, whereas Sponsor
transfers any or all of the Sponsor's trial-related
functions to Worldwide in compliance with ICH-
GCP. In addition to the foregoing, Investigator
and Institution agree that WORLDWIDE may
disclose any and all Information and/or
documents relating to this Agreement, and/or
relating to Investigator's and Institution’s
participation in the Study (including without
limitation any Reports or other documents or
materials provided by Investigator or Institution to
WORLDWIDE hereunder), to Sponsor. All
references to Sponsor herein (whether in the
context of delivery of Information, submission of
applications, financial terms, or anything else)
derive from Sponsor’s status as such, as set out
by all applicable laws and GCP regulations, and
Investigator and Institution agree to all such
instances. Institution will fully cooperate with
WORLDWIDE'’s requests relating to Sponsor.

applications and the associated approvals, if | organy v souvislosti s takovymi  zadostmi
requested by  Sponsor. Sponsor or | a souvisejicimi schvalenimi dle pozadavki
WORLDWIDE shall reimburse to Institution | zadavatele. = Zadavatel nebo  spolecnost
and/or Investigator, as appropriate, their | WORLDWIDE uhradi zdravotnickému zafizeni
reasonable expenses associated with the | a/nebo zkouSejicimu lékafi podle potfeby jejich
foregoing. pfiméfené vydaje souvisejici s vySe uvedenym.

1.3 Institution and Investigator each | 1.3 Zdravotnické zafizeni i zkouSejici IékaF berou

na védomi, Ze zadavatel financuje studii a jako
takovy je zamySlenou tfeti stranou opravnénou
z této smlouvy, pficemz zadavatel v souladu se
spravnou klinickou praxi Mezinarodni rady pro
harmonizaci (ICH-GCP) pfevadi na spolecnost
Worldwide vedkeré funkce souvisejici s klinickym
hodnocenim zadavatele. Kromé vy$e uvedeného
se zkouSejici |ékaf a zdravotnické zafizeni
dohodly, ze spole¢nost WORLDWIDE muze
zpfistupnit veSkeré informace a/nebo dokumenty
tykajici se této smlouvy a/nebo souvisejici s
ucasti zkousejiciho lékafe a zdravotnického
zafizeni na studii (mimo jiné v€etné& zprav nebo
jinych dokumentld ¢&i materidld poskytnutych
zkouSejicim  lékafem nebo  zdravotnickym
zafizenim spolec¢nosti WORLDWIDE podle této
smlouvy) zadavateli. VeSkeré odkazy na
zadavatele v této smlouvé (at' uZ v souvislosti
s poskytovanim informaci, podavanim Zadosti,
finanénimi podminkami nebo d&imkoli jinym)
vyplyvaji z postaveni zadavatele jako takového,
jak je stanoveno vSemi platnymi zakony
a predpisy SKP, a zkouSejici Iékar a zdravotnické
zafizeni se v8emi takovymi pfipady souhlasi.
Zdravotnické zafizeni bude pIné spolupracovat s
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http://www.fnbrno.cz/klinika-nemoci-plicnich-a-tuberkulozy/k1462

WORLDWIDE will enter into a separate
agreement with the Investigator (and any Study
staff, as applicable) to cover the performance of
Study activities that are beyond the scope of the
Institution’s responsibilities under this
Agreement. Any such agreement with the
Investigator or Study staff will, inter alia, cover the
renumeration of the Investigator or Study staff, as
appropriate, for the performance of these
activities. WORLDWIDE acknowledges that the
amount of remuneration must be in accordance
with the internal regulations of the Institution for
the duration of the Study, which is the
Investigator’'s  responsibility. ~ WORLDWIDE
declares that, with the exception of the
agreements referenced above, it will not enter
into any other agreement with any employee of
the Institution unless Institution consents to such.

pozadavky spolecnosti WORLDWIDE tykajicimi
se zadavatele.

WORLDWIDE uzavfe se ZkouSejicim Iékafem (a
pfipadné se ¢leny studijniho tymu) smlouvu na
¢innosti ve véci Studie nad ramec ¢innosti, za
které odpovida Zdravotnické zafizeni podle této
smlouvy. Smlouva mj. stanovi odménu
Zkousejiciho lékare (popf. ¢lenl studijniho tymu)
za provedeni téchto ¢innosti. WORLDWIDE bere
na védomi, Zze vySe odmény musi byt po celou
dobu trvani Studie v souladu s vnitinimi pfedpisy
Zdravotnického zafizeni, za coz odpovida
ZkouSejici Iékaf. WORLDWIDE prohlasuje, ze s
vyjimkou smlouvy dle pfedchoziho textu
neuzavie bez souhlasu Zdravotnického zafizeni
zadnou dalSi smlouvu s Zzadnym zaméstnancem
Zdravotnického zafizeni.

1.4 Institution shall:

1.4 Zdravotnické zafizeni:

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) poskytne zafizeni nezbytné pro
zkouSejiciho |ékafe a jeho vyzkumny
tym, aby odpovidajicim zplsobem
dokoncili  studii za podminek
stanovenych v této smlouve;

ii) provide, close to the location or
locations where Study subjects will be
enrolled and subsequently seen at
follow-up visits, telephone equipment
which has the capacity to be used to
call an external free of charge
telephone number for the purposes of
contacting the computer
randomization service to register new
Study subjects, to report the receipt of
Study drug supplies and to obtain the
medication numbers for each
dispensing of Study drugs;

ii) poskytne v blizkosti mista nebo mist,
kde budou subjekty hodnoceni
zaregistrovany a nasledné sledovany
pfi kontrolnich navstévach, telefonni
vybaveni pouzitelné k volani na externi
bezplatné telefonni C&islo za ucelem
kontaktovani pocitacové randomizacni
sluzby za ucelem registrace novych
subjektd hodnoceni, ohlaSeni pfijeti
dodavek hodnoceného pfipravku a
ziskani ¢isla 1€kt pro kazdou davku
hodnocenych pfipravku;

iii) provide a facsimile machine which has
the capacity to be used to send serious
adverse event reports;

iii) poskytne faxové zafizeni schopné
zasilat zpravy, 0 zavaznych
nezadoucich pfihodach;

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

iv) zajisti, aby vSichni pracovnici
vyzkumného  tymu, ktefi  jsou
zameéstnanci nebo zastupci
zdravotnického zafizeni, méli

Iékarskou kvalifikaci a opravnéni, méli
dostateéné odborné znalosti, Skoleni
azkuSenosti a byli si védomi
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povinnosti obsazenych v této smlouvé
a byli témito povinnostmi vazani;

v) allow Study staff that are employees or
agents of Institution to be trained by
and work under the direction and
supervision of Investigator to perform
the tasks required by the Study
Protocol;

v) umozni  pracovnikim  vyzkumného
tymu, ktefi jsou zaméstnanci nebo
zastupci  zdravotnického  zafizeni,
proSkoleni apraci pod vedenim
a dohledem zkouSejiciho |ékafe na
plnéni Ukoll pozadovanych
protokolem studie;

vi) 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;

vi) zajisti, aby se studie neucastnil zadny
pracovnik vyzkumného tymu, o némz je
znamo, zZe byl zbaven zpuUsobilosti k
provadéni studie regulaénim organem
kompetentnim pro provadéni studie
nebo americkym Ufadem pro kontrolu
potravin a léCiv podle ustanoveni
jakéhokoli zakazu cCinnosti v jakékoli
funkci;

vii) notify WORLDWIDE immediately if any
Study staff or 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;

vii) neprodlené informuje spole¢nost
WORLDWIDE, pokud néktery pracovnik
vyzkumného tymu nebo jina osoba
spojena se studii ve zdravotnickém
zarizeni obdrzi zakaz €innosti nebo je
za timto ucCelem vySetfovan nebo je
s nim v prabéhu studie vedeno fizeni;

viii) ensure that an adequately qualified new
investigator is nominated to take over
the responsibilities in case the
Investigator withdraws from the Study;

viii) zajisti, aby v pfipadé&, Ze zkoudejici IékaF
odstoupi ze studie, byl jmenovan
dostatecné kvalifikovany novy
zkousejici lékar;

ix) to ensure that the appropriate insurance
is in place for Study staff who are
employees or agents of Institution, in
according to local Legal Requirements
in the jurisdiction where the Study is
conducted (ref. Section 12);

ix) zajisti, aby pracovnici vyzkumného
tymu, ktefi jsou zaméstnanci nebo
zastupci zdravotnického zafizeni, méli
vhodné pojisténi s mistnimi pravnimi
pozadavky, kde se studie provadi (viz
oddil 12);

x) comply with all
Requirements;

applicable Legal

X) bude dodrzovat
pravni pozadavky;

veskeré prislusné

xi) comply with all applicable anti-
corruption laws, rules, regulations and
decrees and fully cooperate with all
diligence efforts of WORLDWIDE
inquiring into Institution’s business and
operations in order to satisfy
WORLDWIDE’s obligations under the
United States Foreign Corrupt Practices
Act, as amended, the UK Bribery Act

xi) bude dodrzovat veSkeré platné
protikorup&ni zakony, pravidla, predpisy
a narizeni a pIné spolupracovat se
spole¢nosti  WORLDWIDE na jejim
veSkerém usili, které se tyka podnikani
a provoz( zdravotnického zafizeni, aby
tak uspokojily zavazky spolecnosti
WORLDWIDE podle amerického
zakona o zahraniCnich  korupc¢nich
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and any implementing legislation under
the OECD Convention Against Bribery
of Foreign Government Officials in
International Business Transactions,
and any other similar laws applicable in
the jurisdiction where the Study is
conducted. Institution  represents,
warrants and covenants that it
maintains adequate internal controls
and accurate books and records;

praktikach, ve znéni
predpisq, zakona o uplatkarstvi
Spojeného  kralovstvi  a veSkerych
provadécich pravnich predpist podle
Umluvy OECD proti  podplaceni
zahrani¢nich vefejnych ¢initell
v mezinarodnich obchodnich
transakcich a  jakychkoli  jinych
podobnych zakonu platnych v jurisdikci,
kde se studie provadi. Zdravotnické
prohladuje, zaruCuje a zavazuje se, ze

pozdéjSich

bude wudrzovat odpovidajici interni
kontroly a pfesné ucetni knihy a
zaznamy;

xii) to not solicit, request, or agree to Xii) nebude jménem svym ani druhych
receive or accept, on behalf of itself or zadat, domahat se ani nebude souhlasit
others, either directly or indirectly, s obdrzenim ¢i pfijetim, at jiz pfimo
anything of value, including any nebo nepfimo, C&ehokoli hodnotného,

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
WORLDWIDE or Sponsor in obtaining
or retaining business;

v€etné jakékoli finanéni nebo jiné
vyhody, ktera je urena nebo navrzena
tak, aby podnécovala nebo odménovala
nepatficné chovani nebo aktivitu ze
strany zdravotnického zafizeni ve
spojeni se studii. Dale zdravotnické
zafizeni a jeho vedouci pracovnici,
feditelé, zaméstnanci a zastupci
nesmgji platit, davat, nabizet ani slibit,
Ze pfimo nebo nepfimo zaplati &i schvali
platbu jakékoli astky ve formé penéz &i
cennych véci jakémukoli vladnimu
urednikovi nebo pracovnikovi, ktery tuto
osobu pfimé&je, aby jednala nebo
opomenula jakykoli ukon v rozporu se
svou zdkonnou povinnosti, zajistila
nepatfichou  vyhodu, nebo ktera
takového vefejného Cinitele ovlivni
k tomu, aby vyuzil svého vlivu ve statni
spravé  kvykonu nebo ovlivnéni
rozhodnuti statni spravy, a tak by
pomohl spole¢nosti WORLDWIDE nebo

zadavateli k ziskani nebo udrzeni
obchodu;
xiii) Agree that Worldwide may disclose any xiii) souhlasi, Ze spole¢nost Worldwide

and all Information and/or documents
relating to this Agreement, and/or
relating to Investigator’s and
Institution’s participation in the Study
(including without limitation any Reports
or other documents or materials
provided by Investigator or Institution to
Worldwide hereunder), to Sponsor; and

mlze zadavateli zpfistupnit veskeré
informace a/nebo dokumenty souvisejici
s touto smlouvou a/nebo souvisejici
s uCasti  zkouSejictho lékafe a
zdravotnického zafizeni na studii (mimo

jiné  véetné zprav nebo jinych
dokumentlt ¢&i materiald poskytnutych
zkousejicim lékafem nebo

zdravotnickym zafizenim spole€nosti
Worldwide podle této smlouvy); a

Xiv)

Agree that Worldwide may disclose any
and all Information and/or documents
relating to this Agreement, and/or

Xiv)

souhlasi, zZe spole¢nost Worldwide
mulze zadavateli zpfistupnit veskeré
informace a/nebo dokumenty souvisejici
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relating to Investigator’s and
Institution’s participation in the Study
(including without limitation any Reports
or other documents or materials
provided by Investigator or Institution to
Worldwide hereunder), to Sponsor.

stouto smlouvou a/nebo souvisejici
s ucasti zkouSejiciho Iékafe
a zdravotnického zafizeni na studii
(mimo jiné v€etné zprav nebo jinych
dokumentl nebo materiald
poskytnutych zkousejicim Iékafem nebo
zdravotnickym zafizenim spole€nosti
Worldwide podle této smlouvy).

1.5 Investigator shall;

1.5 ZkouSejici Iékar je povinen:

i) 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):

i) predlozit monitorovi pfed zahajenim

studie (a v pfipadé zmén provedenych
v prabéhu studie, napfiklad kdyz jsou
vydany zmeény protokolu nebo pfi
pfidani &  odvolani  pracovnikl
vyzkumného tymu nebo etické komise
(dale jen jako ,EK®) / institucionalni
revizni komise (déle jen jako ,IRB®)
atd. pfislusné dokumenty predlozit
Znovu):

a) the executed signature page of
the Protocol;

a) podpisovou stranu protokolu;

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;

b) formuldaf 1572 Ufadu pro
kontrolu potravin a IéCiv USA
(dale jen ,FDA") nebo jiny

formular prohlaseni
o finan&nich zajmech, ktery
muze byt vyzadovan

prisluSnou jurisdikci, ve které
se studie provadi, podepsany
zkousejicim lékafem;

c) evidence of approval from the
applicable EC or IRB
responsible for reviewing and
approving the Protocol, Study
subject informed consent
document, such other
documents designated in the
international guidelines
adopted by the International
Conference on Harmonisation
- E6 Good Clinical Practice
(“ICH-GCP?), and any
advertising that may be used in
connection with the Study;

c) doklad o schvéleni pfisluSnou
EK nebo IRB odpovédnou za
kontrolu a schvaleni protokolu,
dokumentu informovaného
souhlasu subjektll hodnoceni,
dalSich dokument( uréenych
v mezinarodnich pokynech
prijatych Mezinarodni
konferenci pro harmonizaci —
E6 Spravné klinické postupy
(déle jen jako ,ICH-GCP®) a
veskeré reklamy, ktera mulze
byt pouzita v souvislosti se
studii;

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

d) seznam ¢lenl pro pfislusnou
EK/IRB;
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e) a current signed and dated e) aktualni, podepsany a
curriculum vitae of Investigator datovany Zivotopis
and any sub-investigators, zkousejiciho lékare a
including evidence of veSkerych  spoluzkousejicich
appropriate licenses for all lékaruy, véetné dikazi
Study staff listed on the FDA o pfislusnych opravnénich pro
Form 1572 or such other vSechny ¢leny vyzkumného
substantially equivalent tymu uvedené na formulafi
document as may be required FDA 1572 nebo vjiném
by the applicable jurisdiction v zasadé rovnocenném
where the Study is conducted; dokumentu, ktery muze
vyzadovat pfislusna jurisdikce,

ve které se studie provadi;
f) an executed Financial f) podepsany formulaf souhlasu

Disclosure Consent Form for
all Study staff listed on the FDA
Form 1572 or such other
substantially equivalent
document as may be required
by the applicable jurisdiction
where the Study is conducted:
accordingly, Investigator and
the Study staff agree to provide
complete disclosure of financial
interest information, if any, as
required by 21 CFR (US Code
of Federal Regulations) Part 54
or other similar regulations of
the jurisdiction where the Study
is conducted. Such financial
interest  information  shall
include any equity interests in
a) any potential product for
regulatory approval that is a
subject of the Study, and/or b)
the Sponsor, its Affiliates or
subsidiaries, and any other
significant financial interest as
defined in the above regulation.
Additionally, all such Study
staff shall agree to update
financial interest information as
necessary during the
Agreement term if  their
financial interest changes to
require a first or further
disclosure of financial interest
information under 21 CFR Part
54 or other similar regulations
of the jurisdiction where the
Study is conducted;

s poskytnutim finanénich
informaci pro vdechny
pracovniky vyzkumného tymu
uvedené v dokumentu FDA
1572 nebo vjiném v zasadé
rovnocenném dokumentu,
ktery mlze byt vyzadovan
pfislusnou jurisdikci, v niz se
studie provadi: zkouSejici |ékaF
a vyzkumny tym souhlasi, ze
zpfistupni uplné informace o
finanénich zajmech, jak je
pozadovano podle zakoniku
21 CFR (US Code of Federal
Regulations) ¢éasti 54 nebo
jinych  podobnych pfedpist
jurisdikce, kde se studie
provadi. Tyto informace o
finan€nich zajmech zahrnuji
veSkerou majetkovou ucast na
a) jakémkoli  potencialnim
produktu uréenému k
regulacnimu schvaleni, ktery je
predmétem studie, a/nebo b)
zadavateli, jeho pfidruzenych
spole¢nostech nebo dcefinych
spole€nostech a veskeré dalSi
vyznamné finanéni zajmy, jak
jsou definovany vyse
uvedenym predpisem. VSichni
tito ¢lenové vyzkumného tymu
dale musi souhlasit, Ze budou
po dobu platnosti smlouvy dle
potfeby aktualizovat informace
o finan¢nich zajmech, pokud se
jejich finanéni zajmy zméni tak,
aby vyzadovaly prvni nebo
nasledné zpfistupnéni
informaci o finanénich zajmech
podle 21 CFR ¢asti 54 nebo
jinych  podobnych pfedpis(
jurisdikce, kde se studie
provadi;

XXX

Page 9 of 48




g) laboratory certifications and
normal ranges; and

g) laboratorni certifikaty a
normalni rozsahy; a

h) any national regulatory
approvals, as required.

h) podle potfeby pfipadna
vnitrostatni regulacni
schvaleni;

ii) 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 WORLDWIDE, all other
applicable published guidelines for
Good Clinical Practice, including but
not limited to ICH-GCP and generally
accepted medical standards, as in
force at the time of performance of the
Study or as they may be amended or
replaced at any time, 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
guidelines for Good Clinical Practice
and all other applicable laws and
regulations being collectively referred
to herein as “Legal Requirements”);

ii) jednat a zajistit, aby kazdy Cclen

vyzkumného tymu jednal a provadél
studii v naprostém souladu se vSemi
podminkami uvedenymi v této
smlouveé, protokolu, ve vSech
pisemnych pokynech zadavatele
nebo spolec¢nosti WORLDWIDE, ve
vSech ostatnich platnych
zvefejnénych pokynech pro spravnou
klinickou praxi, mimo jiné véetné ICH-
GCP a obecné uznavanych
lékarskych standardu platnych v dobé
provadéni studie nebo béhem ni
zménénych Ci nahrazenych
a veskerych platnych zakonu
a predpisu, které jsou pfilezitostné
ucinné, konkrétné zékona €. 378/2007
Sb., olécivech, vplatném znéni
(pokyny pro spravnou klinickou praxi
aveSkeré dalsi platné zakony
a prfedpisy, které jsou souhrnné
uvadény jako ,Pravni pozadavky®);

iii) adhere to the requirements of the

Declaration of Helsinki;

iii) dodrzovat

pozadavky Helsinské

deklarace;

iv)not participate in the Study Iif

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 of the duties required of
Investigator herein;

iv)zarucit, Ze se nezucastni studie, pokud

je zkoudejicimu Iékafi zakazana
¢innost  organem FDA  podle
ustanoveni  amerického  zakona
o statni kontrole generickych |éciv
zroku 1992 nebo jinych podobnych
predpisU jurisdikce, ve které se studie
provadi (dale jen ,Zakaz é&innosti”)
v jakékoli funkci souvisejici s plnénim
povinnosti pozadovanych na
zkousejicim lékafri podle této smlouvy;

v) 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;

v) zajistit, aby  zadny

z pracovnikt
vyzkumného tymu, o némz je znamo,
Ze je vyloucen jakymkoli regulacnim
organem kompetentnim k provadéni
studie nebo ufadem FDA podle
ustanoveni jakéhokoli zakazu Cinnosti
na jakékoli pozici ve studii, se ji
neucastnil;

vi) notify WORLDWIDE immediately if

Study staff or other any person
connected with the Study at the

vi)

neprodlené informovat spole€nost
WORLDWIDE, pokud je nékterému
z ¢lenti vyzkumného tymu nebo jiné
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Centre is debarred or is the subject of
a debarment investigation or
proceeding at any time during the
course of the Study;

0osobé spojené s provadénim studie
v centru v pribéhu studie zakazana
Cinnost, nebo je pfedmétem
vySetfovani nebo fizeni;

vii) obtain in compliance with all Legal vii) ziskat v souladu se vSemi pravnimi
Requirements an informed consent pozadavky formulaf informovaného
form properly signed by or on behalf souhlasu fadné podepsany kazdym
of each Study subject prior to the subjektem hodnoceni nebo jeho
Study subject’s participation in the jménem pred Ucasti takového
Study using a form of informed subjektu v klinickém hodnoceni, ato
consent pre-approved in writing by na formuléfi informovaného souhlasu
Sponsor and approved by the pfedem schvaleném zadavatelem
applicable EC or IRB; a schvaleném pfislusnou EK nebo

IRB;

viii) during the active enroliment phase of viii) b&hem aktivni faze zafazovani do
the Study, randomize Study subjects studie randomizovat do studie
that meet the criteria contained in the subjekty hodnoceni, které splfuji
Protocol in the Study, as are available kritéria uvedena v protokolu, pokud
and eligible in accordance with the jsou k dispozici a zpusobilé v souladu
Protocol; s protokolem;

ixynot enroll any Study subject ix) zajistit, Zze do studie nebude bez
concurrently participating in any other pfedchoziho pisemného souhlasu
clinical trial, study, sub-study, zadavatele zafazeny zadny subjekt
derivative, or ancillary study whether hodnoceni, ktery se soubézné ucastni
related to the Study or not (other than jakéhokoli jiného klinického
those set forth in the Protocol, if any) hodnoceni, studie, diléi studie,
without the prior written approval of odvozené nebo pomocné studie, bez
Sponsor; ohledu na to, zda souvisi s timto

klinickym hodnocenim ¢&i nikoli (kromé
téch, které jsou uvedeny v protokolu,
pokud existuji);

x) to promptly report serious adverse X) neprodlené, v kazdém pfipadé vSak
events, but in no case more than nejpozdéji do dvaceti Ctyf (24) hodin,
twenty-four (24) hours thereafter, to ohlasit spole¢nosti WORLDWIDE
WORLDWIDE in compliance with zavazné nezadouci pfihody v souladu
applicable Legal Requirements and s platnymi pravnimi pozadavky
the procedures outlined in the a postupy uvedenymi v protokolu;
Protocol;

xi) promptly report any deviation of the xi) neprodlené ohlasit jakoukoli odchylku

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 safety of
the Study subjects require a deviation
of the Protocol. Said notification shall
be followed by written confirmation of
same within twenty-four (24) hours and
shall be fully documented in such Study
subject’s case report form.

od protokolu a skute¢nosti podporujici
takovou odchylku, pokud v pribéhu
provadéni sluzeb budou obecné
uznavané standardy klinického
vyzkumu a Iékafské praxe souvisejici
s prospéchem, zdravim a bezpecnosti
subjektll  hodnoceni odchylku od
protokolu vyZadovat. Po uvedeném
oznameni musi nasledovat pisemné
potvrzeni téhoz do dvaceti &ty (24)
hodin, které musi byt pIné
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zdokumentovano na formulari
zadznamu subjektu hodnoceni;

i)

on completion or termination of the
Study, provide certification that the
conditions set forth in Section 1.5 (iv)
and (v) above were met;

i)

po dokoncéeni nebo ukondeni studie
zajistit osvédCeni, ze podminky
stanovené v oddile 1.5 (iv) a (v) vySe
byly spinény;

xiil)

use reasonable efforts to XXX.
Enrollment for this Study is
competitive. Additional Study subjects
may be enrolled without prior written
approval of Sponsor or
WORLDWIDE;

xiii)

vynalozit pfiméfené usili k naboru
XXX. Zafazeni do této studie je
konkurenéni. Dalsi subjekty
hodnoceni mohou byt zafazeny bez

pfedchoziho pisemného souhlasu
zadavatele nebo spole¢nosti
WORLDWIDE;

Xiv)

not use any advertising materials
without the prior written approval of
the EC or IRB and Sponsor, and to
submit, in writing, the text of any
communication soliciting Study
subjects for the Study to Sponsor and
the applicable EC or IRB for written
approval before placement, including,
but not limited to, newspaper and
radio advertisements, direct malil
pieces, and email or other postings on
the Internet;

Xiv)

zarudit, ze bez predchoziho
pisemného souhlasu EK nebo IRB
a zadavatele nepouzije zadné
reklamni materidly aze pisemné
predlozi text jakéhokoli sdéleni, jimz
se maji ziskavat subjekty hodnoceni
pro studii, zadavateli a pfislusné EK
nebo IRB k pisemnému odsouhlaseni
pfed zvefejnénim, mimo jiné v€etné
tiskovych  reklam  arozhlasovych
reklam, pfimo zasilanych sdéleni a e-
maill nebo jinych pfispévkd na
internetu;

XV)

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

XV)

pfezkoumat nebo jmenovat lékarsky
kvalifikovaného povéfeného
zastupce, aby prezkoumal kazdy
vyplnény zdznam subjektu hodnoceni
a podpisem stvrdil, Ze udaje ze studie
jsou pfesné zaznamy o |éCbé, pédi
a udalostech, které se vyskytly b&€hem
Ucasti subjektu hodnoceni ve studii;

Xvi)

comply with all applicable anti-
corruption laws, rules, regulations and
decrees and fully cooperate with all
diligence efforts of WORLDWIDE and
Sponsor inquiring into Investigator’s
operations in order to satisfy
WORLDWIDE's and Sponsor’s
obligations under the United States
Foreign Corrupt Practices Act, as
amended, the UK Bribery Act and any
implementing legislation under the
OECD Convention Against Bribery of
Foreign Government Officials in
International Business Transactions,
and any other similar laws applicable
in the jurisdiction where the Study is
conducted,;

XVvi)

dodrzovat vSechny platné
protikorup¢ni zakony, pravidla,
pfedpisy a nafizeni a pIné
spolupracovat se spolecnosti

WORLDWIDE a zadavatelem pfi
veSkerych  provérkach  pulsobeni
zkousejiciho Iékafe za ucelem splnéni
zavazkl spole¢nosti WORLDWIDE
a zadavatele podle  amerického
zakona o zahrani¢nich korupCnich

praktikach, ve znéni pozdgjsich
predpisd, zakona o uplatkarstvi
Spojeného  kralovstvi a veSkerych

provadécich pravnich predpist podle
Umluvy OECD proti podplaceni
zahrani¢nich vefejnych Ciniteld
v mezinarodnich obchodnich
transakcich a jakychkoli jinych

XXX

Page 12 of 48




podobnych zakonl platnych
v jurisdikci, kde se studie provadi;

xvii) not solicit, pay, give, request, or

agree to receive or accept, 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
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
WORLDWIDE or Sponsor in obtaining
or retaining business;

xvii) zarucit, Ze se nebude domahat, platit,

poskytovat, pozadovat ¢&i souhlasit
s prijetim nebo pfijimat, at jiz pfimo &i
nepfimo, cokoli hodnotného, véetné
financnich ¢&i jinych vyhod, jejichz
zamérem ¢i cilem je jakkoli odménit
nebo pfimét k nespravnému
vykonavani jakékoli funkce €i €innosti
souvisejici se studii ze strany
zkousejiciho I1ékare Ci jakéhokoli €lena
vyzkumného tymu aZe nebude
pfijimat, platit, poskytovat, nabizet i

slibovat Uhradu ¢&i dar, pfimy ¢&i
nepfimy, jakychkoli penéznich
prostfedkd ¢&i ¢ehokoli hodnotného
zadnému vefejnému  Ciniteli  Ci

zameéstnanci, ktery by takovou osobu
pfimél jednat & nejednat v rozporu
s jeho zakonnou povinnosti za ucelem
zajisténi nepatficné vyhody nebo
ovlivnéni takového verejného Cinitele,
aby uplatnil svij vliv ve vefejné spravé
nebo ovlivnil rozhodnuti takového
organu statni spravy, aby spolecnosti
WORLDWIDE nebo zadavateli
napomohl ziskat ¢&i udrzet si obchod;

xviii)appoint ~ such  other  qualified
employees of Institution as sub-
investigators (“Sub-

Investigator(s)”), in accordance with

xviii) jmenovat tyto dalSi

kvalifikované
zaméstnance zdravotnického
zafizeni jako spoluzkou3ejici (dale jen
~Spoluzkousejici‘), v souladu s

Applicable Law, this Agreement, platnymi pravnimi pfedpisy, touto
Sponsor’s instructions, and the smlouvou, pokyny zadavatele a
Protocol, assist in the conduct of the protokolu, pomahat pfi provadéni
Study, and Investigator shall be studie s tim, ze zkouSejici IékaF
responsible  for leading and odpovida za vedeni a dohled nad
supervising any such Sub- kterymkoli spoluzkou$ejicim nebo
Investigator or team of Sub- tymem spoluzkouS$ejicich;
Investigators;

xix) Agree that WORLDWIDE may Xix) souhlasit s tim, Ze spole€nost

disclose any and all Information
and/or documents relating to this
Agreement, and/or relating to
Investigator's and Institution’s
participation in the Study (including
without limitation any Reports or other
documents or materials provided by
Investigator ~ or  Institution  to
WORLDWIDE hereunder), to
Sponsor; and

WORLDWIDE mize zverejnit veSkeré
informace a/nebo dokumenty tykajici
se této smlouvy a/nebo souvisejici s
ucasti  zkoudejiciho  lékafe a
zdravotnického zafizeni na studii
(mimo jiné véetné jakychkoliv zprav
nebo jinych dokumentl  nebo
materiald poskytnutych zkouSejicim
lékafem nebo zdravotnickym
zarizenim spole¢nosti WORLDWIDE,
jak je uvedeno niZe) zadavateli; a

XX)

Submit to Sponsor all Study data and
results (“Study Data”) and other

XX)

odeslat zadavateli vSechny udaje
a vysledky studie (dale jen ,Udaje ze
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information related to the Study in a
timely manner (and in no case later
than seven (7) working days from the
date of each subject visit).

studie) a dalSi informace souvisejici
se studii v€as (a nejpozdéji sedm (7)
pracovnich dnl od data kazdé
navstévy subjektu);

1.6 Sponsor and/or WORLDW!IDE on behalf of
Sponsor shall:

1.6 Zadavatel a/nebo spole¢nost WORLDWIDE
jménem zadavatele musi:

i) provide all
documentation;

necessary Study

i) poskytnout veskerou
dokumentaci studie;

nezbytnou

ii) provide appropriately labelled Study
drugs;

ii) poskytovat fadné oznacené hodnocené
pfipravky;

i) provide instruction on Study procedures
and Good Clinical Research Practice
as necessary; and

i) poskytnout pokyny v postupech ve studii
a podle potfeby spravné standarty
klinického vyzkumu; a

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

iv) spravovat vdechny udaje vyplyvajici ze

studie  zplUsobem, ktery zajisti
anonymitu subjektd hodnoceni v
souladu s platnymi pravnimi
pozadavky;

2. Record Keeping and Record Retention,
Reporting, and Access to Records

2. Vedeni zaznamu a uchovavani zaznamdu,
podavani zprav a pristup k zaznamim

2.1 Institution and Investigator shall:

2.1 Zdravotnické zafizeni a zkouSejici Iékaf, jsou
povinni:

i) ensure the completion and
maintenance of up-to-date records
throughout the Study in compliance
with applicable Legal Requirements
relating to the use and disposition of
the Drug and the treatment of the
subjects in the Study 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 drugs supply and reconciliation
documents and the Regulatory
Document Binder which will include all
Study-related correspondence and
regulatory documentation.
WORLDWIDE or Sponsor shall
provide blank CRF to be completed by
the Principal Investigator. Principal
Investigator shall timely prepare and
maintain complete, accurate and
legible medical records, accounts,
notes, reports, and data of all clinical
research  performed under this

i) zajistit dokon€eni a uchovani aktualnich
zaznamu po celou dobu studie
v souladu s platnymi pravnimi
pozadavky tykajicimi se pouZivani
a likvidace pfipravku a IéCby subjektl
ve studii, a to zplisobem umoznujicim
ovéreni kvality a integrity. Mezi takové
zaznamy patfi mimo jiné zaznamy

subjektd  hodnoceni,  dokumenty
o dodavkach a rekonciliaci
hodnoceného pfipravku a souboru

regulacnich dokumentd, ktery bude
zahrnovat veSkerou korespondenci
a regulaéni dokumentaci souvisejici se
studii. Spole¢nost WORLDWIDE nebo
zadavatel poskytne prazdné formulare
CRF, které hlavni zkouSejici vyplni.
Hlavni zkousejici v€as pfipravi a bude
udrzovat Uplné, pfesné a Citelné
lékafské zaznamy, ucty, poznamky,
zpravy a udaje o veSkerém klinickém
vyzkumu provadéném podle této
smlouvy aza kazdy subjekt vypini
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applicable Legal Requirements unless
otherwise agreed to in writing by
Sponsor and Institution;

Agreement, and shall complete CRF formuldi  CRF, jak je stanoveno
for each subject as provided in the v protokolu;
Protocol;

ii) ensure the safe storage of the i) zajistit bezpetné ulozeni souboru
Regulatory Document Binder at regulacnich dokumentt ve
Institution/Centre and copies of all zdravotnickém zafizeni/centru a kopii
case report forms and all other Study veskerych zdznam( subjektd
related documents and hodnoceni a vSech ostatnich
correspondence in compliance with, dokumentt a korespondence
and for the time period required by, souvisejicich se studii v souladu

s platnymi pravnimi pozadavky, neni-li
mezi zadavatelem a zdravotnickym
zarizenim pisemné ujednano jinak;

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

iii) pisemné informovat zadavatele
v pfipadé jakékoli nahodné ztraty nebo
zni¢eni zaznamu ze studie;

iv) inform Sponsor in writing in the event
that Investigator leaves the
employment of Institution, so that
provision can be made for the
continued safe-keeping of Study
records as required in Section 2.1(ii)
above;

iv) pisemné informovat zadavatele
v pfipadé, ze zkousSejici lékaf ukonci
zaméstnanecky pomer

u zdravotnického zafizeni, aby bylo
mozné zajistit trvalé zabezpeceni
zaznamu ze studie podle pozadavk
oddilu 2.1 (i) vySe;

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

v) na Zzadost spolecnosti WORLDWIDE
nebo zadavatele neprodlené po
ukoneni  studie vratit vSechny
zdznamy, které ma v uschové; a

vi) 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
WORLDWIDE on behalf of the

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

vi) zajistit, aby dokumentace studie byla na
konci studie uchovavana bezpenym
zplsobem dle pozadavk( oddilu 2.1 (ii)
vySe aaby pfed zni¢enim jakékoli
dokumentace studie pozadované
podle této smlouvy bylo nejprve
ziskano od spole¢nosti WORLDWIDE
jménem zadavatele pisemné svoleni.

3. Access and Inspection

3. Pristup a kontrola

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

31 Zdravotnické zafizeni a zkousSejici lékar
souhlasi, ze zaméstnanci zadavatele nebo jeho
jednatelé ¢&i zastupci (vCetné spoleCnosti
WORLDWIDE) mohou navstivit zdravotnické
zafizeni ve vzajemné vyhovujicich ¢asech pro
nasledujici ucely:

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

i) poskytnuti informaci
k provadéni studie;

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

ii) potvrzeni, Ze se studie provadi
v souladu se standardy stanovenymi
v tomto dokumentu; a

iii) to inspect 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 during usual business hours.
Information obtained from such
inspections shall be shared with
Sponsor, the Monitor or other
Sponsor-designated representatives
including WORLDWIDE.

ii) kontrolu postupll, zafizeni a zaznam(
ze studie, jak je popsano vyse (vCetné
¢asti dalSich pfislusnych zaznamu pro
vSechny subjekty hodnoceni) a téch
postupll, zafizeni nebo zaznam( ze
studie vSech zaméstnancu, smluvnich
partnerd nebo  zastupcl, které
zkouSejici |ékaf nebo zdravotnické
zarizeni pouziva pfi provadéni studie
v obvyklé pracovni dobé&. Informace
ziskané z téchto kontrol budou sdileny
se zadavatelem, monitorem nebo
jinymi zastupci uréenymi zadavatelem,
véetné spole¢nosti WORLDWIDE.

3.2 In the event that Sponsor, the Monitor or
other  Sponsor-designated  representatives
(including WORLDWIDE) discover that there is a
lack of compliance with this Agreement, the
Protocol, written instructions of Sponsor or
WORLDWIDE, Good Clinical Practice
Guidelines, applicable Legal Requirements or
other regulatory requirements, Sponsor is
entitled to secure compliance at Investigator’s
and/or Institution’s expense or discontinue
shipments of Study drugs and end Investigator's
and/or Institution's participation in the Study,
effective on written notice to Investigator and/or
Institution.

3.2 V pfipadé, ze zadavatel, monitor nebo
jini  zastupci ur€eni zadavatelem (v€etné
spole¢nosti WORLDWIDE) shledaji, Ze neni
dodrzovana tato smlouva, protokol, pisemné
pokyny zadavatele nebo spoleCnosti
WORLDWIDE, pokyny pro spravnou klinickou
praxi, platné pravni pozadavky nebo jiné
regulacni pozadavky, je zadavatel opravnén
zajistit  dodrzovani pokynd na  naklady
zkous8ejiciho |ékafe a/nebo zdravotnického
zarizeni a/nebo ukoncit jejich ucast ve studii, a to
na zakladé pisemného oznameni zkous$ejicimu
lékafi a/nebo zdravotnickému zafizeni.

3.3 Institution and Investigator 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 or Investigator
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 or
Investigator shall notify WORLDWIDE and
Sponsor promptly and provide WORLDWIDE 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
and its designee to attend any such inspections,
unless the inspecting governmental or regulatory

3.3 Zdravotnické zafizeni a zkousSejici lékar
souhlasi, Ze personal regulacnich organt, mimo
jinych v€etné Statniho Ustavu pro kontrolu leciv
(déle jen ,SUKL®) aFDA, mohou navstivit
zdravotnické zafizeni za ucCelem kontroly
zaznaml ze studie (vCetné ¢&asti dalSich
pfislusnych zaznamd pro vSechny subjekty
hodnoceni) atéchto postupll, zafizeni nebo
zaznamO ze studie jakéhokoli zaméstnance,
smluvniho partnera nebo zastupce, které
zkouSejici lékaf nebo zdravotnické zafizeni pfi
provadéni studie pouziva. V pfipadé, ze
zdravotnické zafizeni nebo zkouSejici |ékaF
obdrzi oznameni o tom, Ze zdravotnické zafizeni
a/nebo zkouSejici IékaF jsou prfedmétem
vySetfovani nebo auditu ze strany jakéhokoli
organu statni spravy nebo regula¢niho organu
v souvislosti s touto smlouvou nebo studii,
zdravotnické zafizeni nebo zkouSejici |ékaF
neprodlené informuje spole¢nost WORLDWIDE
a zadavatele a poskytne jim kopie jakychkoli
Setfeni, korespondence nebo sdéleni jakémukoli
organu statni spravy nebo regulaénimu organu
nebo od néj ohledné studie, mimo jiné vcetné
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authority expressly prohibits such participation by
Sponsor or its designee in writing. Institution and
Investigator 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 and Investigator 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 or Investigator
does not receive prior notice of said investigation
or audit, Institution or Investigator shall notify
WORLDWIDE and Sponsor as soon as
practicable after receiving knowledge of said
investigation or audit and will provide Sponsor
with a report of the inspection, including
questions asked and responses provided, along
with a copy of any final response or
documentation transmitted to the relevant
regulatory authority regarding the Study.

zadosti o kontrolu zdravotnického
zafizeni/centra, a zdravotnické zafizeni umozni
zastupclm zadavatele a jeho zmocnéncim
zuCastnit se takovych kontrol, ledaze by
kontrolujici organ statni spravy nebo regulaéni
organ vyslovné tuto U€ast pisemné zadavateli
nebo jeho zmocnénci zakazal. Zdravotnické
zafizeni a zkousejici Iékaf vynalozi pfiméfené
usili, aby oddélili a nezpfistupnili zadné dvérné
informace (jak jsou definovany v oddile 6 nize),
které neni nutné pfi takovych kontrolach
zpfistupnit. Zdravotnické zafizeni a zkouS$ejici
IékaF vynalozi pfiméfené dusili k tomu, aby
zadavateli poskytli pfilezitost prospektivné
pfezkoumavat a komentovat jakékoli pisemné
odpovédi zdravotnického zafizeni na kontroly
regulaénich organ provadéné v souvislosti se
studii. V pfipadé, ze zdravotnické zafizeni nebo
zkouSejici 1ékaF neobdrzi pfedchozi oznameni o
zminéném vySetfovani nebo auditu, bude
zdravotnické zafizeni nebo zkouSejici IékaF
informovat  spole¢nost WORLDWIDE a
zadavatele co nejdfive po obdrzeni znalosti o
zminéném hodnoceni ¢&i auditu a poskytne
zadavateli zpravu o kontrole, véetné dotazl a
odpovédi, spolu s kopii jakékoli zavérecné
odpovédi nebo dokumentace pFenesené
pfislusnému regulaénimu organu v souvislosti se
studii.

3.4 Institution and Investigator shall share
information obtained from such regulatory
inspections with Sponsor or other Sponsor-
designated representatives including
WORLDWIDE. In the event that regulatory
authorities discover that there is a lack of
compliance with the Protocol, Good Clinical
Practices  Guidelines, applicable  Legal
Requirements or other regulatory requirements,
Sponsor is entitled to secure compliance at
Institution’s and/or Investigator's expense or
discontinue shipments of Study drugs and end
Investigator’s and/or Institution’s participation in
the Study, effective on written notice to
Investigator and/or Institution.

3.4 Zdravotnické zafizeni a zkouSejici lékaf
musi sdilet informace ziskané =z téchto
regulacnich inspekci se zadavatelem nebo jinymi

zastupci  urCenymi  zadavatelem, vcetné
spoleCnosti  WORLDWIDE. V pfipadé, ze
regulaéni organy zjisti, Ze neni dodrZovan

protokol, pokyny spravné klinické praxe, platné
pravni pozadavky nebo jiné regulaéni pozadavky,
je zadavatel opravnén zajistit dodrzovani pokynu
na naklady zdravotnického zafizeni a/nebo
zkousejiciho 1ékafe nebo ukondéit jejich ucast ve
studii, a to s u€innosti od pisemného oznameni
zkou8ejicimu 1ékafi a/nebo zdravotnickému
zafizeni.

4. Study Drugs and Accountability

4. Hodnocené pripravky a
mnozstvi hodnoceného léku

vykazovani

4.1 Institution and Investigator agrees that
all Study drugs and any other clinical supplies
(“Clinical Supplies”) provided by Sponsor or
WORLDWIDE are provided solely for
administration under the Protocol to Study
subjects entered into the Study and that no
Clinical Supplies shall be administered without
Investigator or designate having first determined

4.1 Zdravotnické zafizeni a zkousSejici lékar
souhlasi s tim, ze vSechny hodnocené pfipravky
a jakékoli jiné klinické dodavky (déle jen
-Klinické dodavky“) poskytnuté zadavatelem
nebo spole€nosti WORLDWIDE jsou
poskytovany vyhradné k podani podle protokolu
subjektim zafazenym do studie a ze zadné
klinické dodavky nebudou podavany, aniz by
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the proper randomization as specified in the
Protocol.

zkousejici lékaf nebo jim povéfena osoba jako
prvni urcil nalezitou randomizaci, jak je uvedeno
v protokolu.

4.2 Investigator agrees to complete all
documentation relating to Study drugs use and
wastage.

4.2 Zkousejici 1ékarf souhlasi s tim, Ze vyplni
veSkerou dokumentaci tykajici se uzivani a
ubytku hodnoceného pfipravku.

4.3 Institution and Investigator agree that
copies of all documentation pertaining to Study
drugs use and all unused supplies must be
returned to Sponsor or its designee on request.

4.3 Zdravotnické zafizeni a zkousejici lékaf
souhlasi s tim, Ze kopie veSkeré dokumentace
tykajici se uzivani hodnoceného pfipravku a
veSkerych nevyuzitych dodavek musi byt na
vyzadani vraceny zadavateli nebo jim povéfené
osobé.

4.4 Institution and Investigator acknowledge
that Sponsor has the right to discontinue the
supply of Study drug if necessary, in particular in
the following cases:

4.4 Zdravotnické zafizeni a zkousSejici lékar
berou na védomi, ze zadavatel ma v pfipadé
potfeby pravo ukoncit dodavku hodnoceného
pfipravku, a to zejména v nasledujicich

Investigator shall 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

pfipadech:

a. termination of Study in general a. ukonceni studie obecné
worldwide, in a specific country, celosvétoveé, v konkrétni zemi
or specifically with respect to nebo konkrétné v souvislosti se
Institution or Investigator (either zdravotnickym zafizenim nebo
by decision of respective zkousejicim lékafem  (bud
authority or upon sole discretion rozhodnutim pfislusného
of Sponsor); organu, nebo podle vyhradniho

uvazeni zadavatele);

b. Institution’s or Investigator’'s b. nedodrZzeni podminek této
failure to adhere to the terms of smlouvy ze strany
this Agreement; zdravotnického zafizeni nebo

zkousSejiciho 1ékafre;

c. discontinuation / interruption of c. ukonceni/pferuSeni  podavani
delivery of the Study drug in hodnoceného Iéku v pfipadé
case of detection of a defect of zjisténi vady hodnoceného léku;
the Study drug;

d. delay in case of problems in d. zpozdéni v pfipadé problému pfi
production of Study drug; or vyrob& hodnoceného pfipravku;

nebo

e. for any other reason or as e. z jakéhokoli jiného diivodu nebo
otherwise set forth in this jinak  stanovenych v této
Agreement. smlouvé.

4.5 Except for applicable costs described in | 4.5 S vyjimkou platnych nakladd popsanych
Section 9 below, neither Institution nor | v oddile 9 nize nebude zdravotnickeé zafizeni ani

zkouSejici 1ékaf zadnému subjektu hodnoceni
zarfazenému do studie nebo platci treti strany za
hodnoceny Iék, jakykoli spotfebni material nebo
postupy spojené s podavanim hodnoceného
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other Study services covered by the Budget.
Additionally, neither Institution nor Investigator
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.

pfipravku nebo jiné sluzby studie zahrnuté do
rozpoCtu nic uctovat. Zdravotnické zafizeni a
zkouSejici lékar dale nebudou zahrnovat naklady
na hodnoceny pripravek, naklady na spotfebni
material nebo postupy spojené s podavanim
hodnoceného pfipravku nebo naklady na tyto
sluzby studie do zadné zpravy o nakladech
platcim treti strany.

5. Financial Reimbursement

5. Finanéni nahrada

5.1 WORLDWIDE, acting on behalf of
Sponsor, through its corporate affiliate
International Grant Administration, Inc. (“IGA”),
performing administrative accounting services for
WORLDWIDE, will provide fair market value
financial reimbursement to the payee[s] identified
in Attachment 1 (“Payee[s]”) for the Study
according to the schedule given in Attachments
1 & 2 to this Agreement to cover necessary costs
actually incurred by Institution. The Payee shall
ensure that the remuneration is paid to the Study
Staffs in accordance with its internal regulations.
The Parties acknowledge that WORLDWIDE is
the payment agent for Sponsor under this
Agreement. Sponsor shall be liable in the event
adequate funds are not made available by
Sponsor to WORLDWIDE. The abovementioned
payment covers all taxes. Payee 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 it 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.
Any Payee under this Agreement shall be
responsible for payment transaction fees issued
by payee’s bank as a result of payments made
under this Agreement.

5.1 Spole¢nost WORLDWIDE,
jménem  zadavatele, prostfednictvim  své
pfidruzené spolecnosti International Grant
Administration, Inc. (dale jen ,IGA®), jez zajistuje
administrativni G&etni sluzby pro spole¢nost
WORLDWIDE, bude za studii poskytovat
spravedlivou trzni hodnotu pfijemci plateb, ktery
je uveden v Priloze 1 (dale jen ,Prijemce
plateb”), podle harmonogramu uvedeného v
Prilohach 1 a 2 této smlouvy za ucelem pokryti
nezbytnych nakladd skute¢né vynalozenych
zdravotnickym zafizenim. Pfijemce plateb zajisti
vyplaceni odmény ¢lendm studijniho tymu v
souladu se svymi vnitfnimi pfedpisy. Smluvni

jednajici

strany berou na védomi, Zze spoleCnost
WORLDWIDE je podle této smlouvy
zprostfedkovatelem plateb za zadavatele.

Zadavatel ponese odpovédnost v pfipadé, ze
spole€nosti WORLDWIDE neposkytne
odpovidajici finan€ni prostfedky. Na vyse
uvedenou platbu se vztahuji v8echny dané.
PFijemce plateb je odpovédny za odvod dani ze
vSech plateb pfijatych podle této smlouvy v
souladu se zakony zemé, v niz ma sidlo, a
potvrzuje, Ze dodrZuje pravidla mistniho
dafiového prava. Jakykoli pfijemce plateb
uvedeny v pfiloze 1 podle této smlouvy ponese
odpovédnost za poplatky za platebni transakce
vydané bankou pfijemce v dasledku plateb
provedenych podle této smlouvy.  Jakykoli
pfijemce plateb podle této smlouvy ponese
odpovédnost za poplatky za platebni transakce
vydané bankou pfijemce v dusledku plateb
provedenych podle této smlouvy.

5.2 Payments will be made to Payee’s
account according to the budget and payment
terms as provided in Attachments 1 & 2. The
payments are stated without VAT.

5.2 Platby budou provadény na ucet
pfijemce, a to podle rozpoltu a platebnich
podminek uvedenych v Prilohach 1 a 2. Platby
jsou bez DPH.

5.3 The Study drug will be provided by
Sponsor free of charge.

5.3 Hodnoceny
zadavatel bezplatné.

pripravek poskytne
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5.4 Other than the payments described in
Section 5.1 above and Attachments 1 & 2,
neither WORLDWIDE, nor the Sponsor shall
have any further obligation or liability to pay
Institution.

5.4 Kromé& plateb popsanych v oddile 5.1
vySe a v_Priloze 1 a 2 nebudou mit spole¢nost
WORLDWIDE ani zadavatel zadny dal$i zavazek
nebo povinnost platit zdravotnickému zafizeni.

5.5 Because recruitment into the Study is on
a competitive basis, there can be no guarantee
that neither Institution nor Investigator will have
the full recruitment period in which to recruit
Study subjects or have a specific number of
Study subjects allocated. WORLDWIDE on
behalf of Sponsor reserves the right to limit entry
or enroliment of additional Study subjects at any

55 Vzhledem k tomu, Ze nabor do studie
probiha na konkurenénim zakladé, nelze zarudit,
Ze zdravotnické zafizeni a zkousSejici Iékaf budou
mit k dispozici celé obdobi vyhrazené pro nabor
subjektl hodnoceni nebo ze jim bude pfidéleny
ur€ity pocCet subjektd hodnoceni. Spole¢nost
WORLDWIDE si jménem zadavatele vyhrazuje
pravo kdykoli omezit vstup nebo zafazovani

procedures must be performed in full compliance
with the Protocol and this Agreement (including
Attachments 1 & 2), and the Study data
submitted must be 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,
WORLDWIDE will be the sole source of
remuneration on behalf of Sponsor.

time, effective on written notice from | dalSich subjektll hodnoceni, a to na zakladé

WORLDWIDE or Sponsor. pisemného oznameni od spoleCnosti
WORLDWIDE nebo zadavatele.

5.6 To be eligible for payment, the |5.6 Aby bylo mozné provést platbu, musi byt

postupy provedeny v plném souladu s protokolem
a touto smlouvou (v€etné Prilohy 1 a 2) a
odeslané udaje ze studii musi byt uUplné a
spravné. Aby udaje ze studie byly uplné a
spravné, musi kazdy subjekt hodnoceni
podepsat dokument informovaného souhlasu
pacienta schvaleny EK/IRB a musi splfiovat
vS8echna kritéria pro zafazeni/vylou€eni s tim, Zze
vSechny postupy uvedené v protokolu musi byt
provedeny na zakladé ,nejlepSiho usili“; pficemz
opomenuti musi byt uspokojivé vysvétlena.
Oc¢ekava se, ze u vSech postupll a polozek
vyzadovanych protokolem, u nichz zadavatel
souhlasil s  poskytnutim odmény, bude
spoleénost WORLDWIDE jedinym zdrojem
odmén jménem zadavatele.

5.7 When the Study data are reviewed by an
on-site scheduled visit of a Monitor or other
Sponsor-designated representative such as
WORLDWIDE, Institution and Investigator will
have all reasonably available Study data
obtained up to five working days after the last
Study subject’s visit complete and ready for
evaluation. WORLDWIDE reserves the right to
refuse payment for Study data not received by
WORLDWIDE within ten (10) days after the
Monitor's  or  other  Sponsor-designated
representative’s review.

5.7 Pokud jsou udaje ze studie pfezkoumany
na misté planovanou navstévou monitora nebo
jiného zastupce uréeného zadavatelem, jako je
napfiklad spole¢nost WORLDWIDE, bude mit
zdravotnické zafizeni a zkouSejici 1ékaf vSechny
pfiméfené dostupné udaje ze studie ziskané az
do doby péti pracovnich dnG od posledni
navstevy subjektu studie kompletni a pfipravené
k vyhodnoceni. Spoleénost WORLDWIDE si
vyhrazuje pravo odmitnout platbu za udaje ze
studie, které neobdrzi do deseti (10) dnu poté, co
monitor nebo jiny zastupce uréeny zadavatelem
tyto Udaje pfezkoumal.

5.8 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

5.8 Navic, pokud je zkousSejici IékaF nebo jiny
¢len personalu studie pozadan, aby se zu&astnil
zahajovaci schlzky studie nebo jiného setkani,
které je nezbytné k poskytnuti informaci o studii
nebo hodnoceném Iéku, zadavatel tyto vydaje
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the Study or Study drug, Sponsor will cover these
expenses, as agreed in advance of the meeting.

uhradi, jak bylo dohodnuto pfed uskutecnénim
takové schlizky.

5.9 Sponsor may provide Institution and
Investigator 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 Maintenance on the Equipment at no
charge to Institution during the term of this
Agreement. For purposes of this Agreement, the
term “Maintenance” shall include reasonable
labour time, travel time, repairs and replacement
parts, and insurance for the value of the
Equipment. Institution and Investigator each
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 and Investigator
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 value for new Equipment will be
deducted from the final balance payment due to
Institution upon completion of the Study. Further,
Institution and Investigator agrees to return the
Equipment, at Sponsor’s reasonable cost, upon
Sponsor's advance request or upon conclusion of
the Study, or termination of this Agreement,
whichever occurs first.  Sponsor or Worldwide
provides the Equipment to the Institution “as is”
and disclaims all warranties associated with the

Equipment. Institution or Investigator 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.

5.9 Zadavatel muze zdravotnickému zafizeni a
zkouSejicimu  lékafi  poskytnout  vybaveni
potfebné k provadéni studie (,,Vybaveni®), aby
zkouSejici lékaf a personal studie mohli
shromazdovat Udaje ze studie od subjektl
hodnoceni. Pokud neni dohodnuto jinak,
zadavatel poskytne zdravotnickému zafizeni
bezplatnou udrzbu vybaveni béhem platnosti této
smlouvy. Pro uCely této smlouvy musi vyraz
,ddrzba“ zahrnovat pfiméfeny pracovni c¢as,
cestovni dobu, opravy a nahradni dily a pojisténi
hodnoty vybaveni.  Zdravotnické zafizeni i
zkouSejici Iékaf souhlasi s tim, ze budou pouzivat
vybaveni vyhradné pro ucely provadéni studie, a
zajisti, Ze bude toto vybaveni pouzivat pouze
zkouSejici Iékar a personal studie. Zdravotnické
zafizeni a zkouSejici lékaf budou dodrzovat
veSkeré pokyny pro provoz a udrzbu vybaveni
poskytnuté zadavatelem, dodavatelem nebo
vyrobcem a budou skladovat vybaveni za
podminek, které jsou vhodné pro povahu
vybaveni a které minimalizuji riziko ztraty nebo
poskozeni. V pfipadé, Ze je nutna oprava nebo
vyména vybaveni z dlvodu nedbalosti,
nespravného pouziti, kradeze nebo ztraty ze
strany zkouS$ejiciho Iékafe nebo personalu
studie, bude Uhrada za nezbytnou opravu nebo
Castka za pofizeni nového vybaveni v plné vysi
odeCtena ze zavéreCné platby po dokonceni
studie. Zdravotnické zafizeni a zkouSejici IékaF
dale souhlasi s tim, ze vrati vybaveni na
pfiméfené naklady zadavatele na Z&dost
zadavatele nebo po ukon&eni studie nebo po
ukon&eni této smlouvy podle toho, co nastane
dfive. Zadavatel nebo nebo Worldwide poskytne
zdravotnickému zafizeni vybaveni ,v tom stavu,
v jakém je,“ a zfika veSkeré zaruky spojené s
timto vybavenim. Zdravotnické zafizeni nebo
zkousSejici lékaF poskytne po vraceni jakéhokoli
vybaveni a majetku potvrzeni, Ze zdravotnické
zarizeni, zkouSejici lékaf a studijni tym zadné
takové vybaveni a majetek nepouzivali k
jakémukoli vyzkumu, studii nebo jinému ucel, nez
je zde dovoleno.

6. Confidentiality and Non-Use

6. Duveérnost a nepouzivani

6.1 All information provided by Sponsor or its
agents  (including but not limited to
WORLDWIDE) that is not in the public domain
together with any information generated by
Institution in  connection with the Study
(“Confidential Information”) will be kept in
confidence by Institution and Investigator and not

6.1 Veskeré informace poskytnuté zadavatelem
nebo jeho zastupci (mimo jiné v&etné spoleénosti
WORLDWIDE), které nejsou dostupné ve
vefejnych doménach spoleéné s jakymikoliv

informacemi vytvofenymi zdravotnickym
zafizenim v souvislosti se studii (dale jen
,Davérné informace“), budou zdravotnické
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used for any purpose not contemplated by this
Agreement during the term of this Agreement and
for at least ten (10) years or as applicable by
Legal Requirements after the termination or
conclusion of the Study, except to the extent that
Sponsor agrees in writing to release of
information or it is 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 iliness 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 or Investigator, as applicable, 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 any other third parties. Sponsor shall be
notified promptly in writing of any disclosures
under this paragraph;

zafizeni a zkouSejici 1ékaf udrzovat v tajnosti a
nepouziji je k zadnému ucelu, ktery neni
predmétem této smlouvy v prabéhu jeji platnosti
a po dobu nejméné deseti (10) let po dokonceni
nebo ukonceni studie nebo podle zakonnych
pozadavku s vyjimkou pfipadd, kdy zadavatel
pisemné souhlasi s pfedanim informaci nebo kdy
je to vyzadovano platnymi pravnimi pozadavky
(za predpokladu, Ze zadavatel bude neprodlené
pisemné informovan o takovém pozadovaném
zpfistupnéni informaci), nebo v pfipadé lécby
zranéni nebo nemoci, u které se ma za to nebo
existuje podezfeni, Ze byla zpUsobena ucasti v
klinickém hodnoceni pfipravku nebo postupem
studie, za pFedpokladu, Ze takové sdéleni je
poskytnuto na zakladé ,potieby znat® tém
zdravotnikim, ktefi jsou pfimo zapojeni do
poskytovani takové naléhavé |ékafské péce,
av8ak pouze v rozsahu nezbytném k IéCbé
takového zranéni nebo nemoci. Zdravotnické
zarizeni nebo zkouSejici 1ékaf bude informovat
zdravotniky, Ze poskytované informace jsou
davérné ze strany zadavatele. VesSkeré takto
zvefejnéné davérné informace musi zUstat
davérné vici vSem ostatnim tfetim stranam.
Zadavatel musi byt neprodlené pisemné
informovan o jakychkoli zpfistupnénich podle
tohoto odstavce.

6.2 In the event that disclosure is requested by
any person or entity other than those described
in Section 6.1 above, to notify WORLDWIDE and
Sponsor promptly in writing and not to 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;

6.2 V pfipadé, Ze o zpfistupnéni pozada jakakoli
jind osoba nebo subjekt, neZ jsou ty, které jsou
popsany v oddile 6.1 vySe, musi o tom
neprodlené pisemné informovat spolecnost
WORLDWIDE a zadavatele a zadné informace
nesmi zvefejnit bez pfedchoziho pisemného
souhlasu zadavatele nebo do doby, nez
zadavatel vyCerpa veSkeré pravni ukony, které
mlze podniknout k tomu, aby pfedeSel nebo
omezil pozadované zpfistupnéni.

6.3 Institution and Investigator shall be
responsible for ensuring Study staff and any
other personnel, contractors and agents of the
Institution are obligated to these same terms of
confidentiality and non-use set forth in this
Agreement; and

6.3 Zdravotnické zafizeni a zkouS3ejici Iékaf
budou odpovédni za zajiSténi toho, aby personal
studie a veskery jiny personal, smluvni partnefi a
zastupci zdravotnického zafizeni byli vazani
stejnymi ustanovenimi davérnosti a nepouzivani,
které jsou uvedeny v této smlouvé.

6.4 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.

6.4 Podminky této smlouvy jsou také
povazovany za divérné informace a mohou byt
zpfFistupnény pouze v rozsahu poZadovaném
platnymi pravnimi pozadavky nebo podle potfeby
pro schvaleni studie v centru a zdravotnickém
zarizeni.
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7. Data, Publications and Publicity

7. Data, publikace a propagace

7.1 Institution and Investigator:

7.1

Zdravotnické zafizeni a zkouSejici |ékafr:

i) agree that all data generated in
connection with the Study are 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 and that the Sponsor
has the unrestricted right to publish
any and all Study Data and results at
its sole discretion;

i) souhlasi s tim, Zze vSechny udaje
vytvofené v souvislosti se studii jsou
timto vyhradnim vlastnictvim
zadavatele a podléhaji povinnostem
micenlivosti a nepouziti, které jsou
uvedeny v oddile 6 vySe, a jsou rovnéz
pfedmétem ustanoveni o publikaci ve
zbytku tohoto oddilu 7, a souhlasi, ze
zadavatel ma neomezené pravo
zvefejnit veSkeré udaje a vysledky ze
studie dle svého vyhradniho uvazeni;

i) will, however, be permitted to publish
and present the results of the Study as
provided herein. Institution and
Investigator agree that Sponsor shall
have the right to first publication of the
results of this Study, which is intended
to be a 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 a steering committee in
communication with Study sites
contributing data to the Study. It is
understood and agreed that no Study
data shall be independently published
by Institution, Investigator, the Centre
or Study staff prior to (a) the first
multicenter publication of the results of
the Study, (b) written notice from a
steering committee 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 and
Investigator 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

i) bude mit nicméné dovoleno publikovat a
prezentovat vysledky studie, jak je zde
uvedeno. Zdravotnické zafizeni a
zkousejici |ékaFf souhlasi s tim, ze
zadavatel bude mit pravo na prvni
zverejnéni vysledku této studie, které
je zamysleno jako spole¢na
multicentricka publikace prezentujici
vysledky pozorované na v8ech
zucastnénych studijnich pracovistich.
V souladu s tim budou rozhodnuti o
naCasovani a obsahu publikaci a
prezentaci z Kklinického hodnoceni
koordinovana Fidicim vyborem v
komunikaci se studijnimi pracovisti
poskytujicimi Udaje ke studii. Rozumi
se a je odsouhlaseno, ze zadné udaje
ze  studie nebudou nezavisle
publikovany zdravotnickym zafizenim,
zkouSejicim |ékafem, centrem nebo
personalem studie pfed (a) prvni
multicentrickou publikaci  vysledku
studie, (b) pisemnym oznamenim od
fidictho vyboru, Ze Z2adna takova
publikace nevznikne, nebo pFed
uplynutim (c) osmnacti (18) mésicu po
dokonéeni nebo pfed€asném ukonceni
studie na v8ech zuastnénych
pracovistich studie a pfijeti udaji ze
studie zadavatelem, podle toho, co
nastane dfive. Po splnéni jedné z
téchto podminek budou mit
zdravotnické zafizeni a zkouSejici
lékar pravo publikovat nebo
prezentovat vysledky studie
provadéné ve zdravotnickém zafizeni
podle této smlouvy, a to za podminek,
Ze zadavateli byla poskytnuta kopie
navrhované publikace, abstraktu,
plakatu, papirového  zpracovani,
prezentace nebo jiné védecké formy
zvefejnéni ke kontrole a komentafi
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sixty (60) day period, the presentation
or submission for publication may
proceed provided that:

nejméné Sedesat (60) dni pred
zamyslenym datem prezentace nebo
odevzdani k publikaci. Po uplynuti
Sedesati (60) dnu se vysledky studie
mohou prezentovat nebo odevzdat k
publikaci za predpokladu, ze:

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 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; and

a) v pfipadé, ze zadavatel pisemné
informoval zkouS$ejiciho Iékare
a/nebo zdravotnické zafizeni, Ze
se d0vodné domniva, ze pred
takovou publikaci nebo prezentaci
musi podniknout kroky k ochrané
zajmu dusevniho vlastnictvi, jako
je podani Zzadosti o registraci
patentu v souvislosti s vynalezem
nebo Zadosti o zapis ochranné
znamky, nebo pfijmout opatfeni
na ochranu svych zajmu tykajicich
se vyluénosti v oblasti udajd,
zkouSejici |ékaf a zdravotnické
zafizeni bud 1) odlozi zvefejnéni
nebo prezentaci o dalSich
devadesat (90) dnud, nebo dokud
nebudou pfijata predchazejici
opatfeni, podle toho, co nastane
dfive, nebo 2) odstrani z publikace
nebo prezentace informace, o
kterych se zadavatel dUvodné
domniva, Ze by ohrozily zajmy
zadavatele v oblasti duSevniho
vlastnictvi; a

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

b) opétovny tisk takovych publikaci
nebo prezentaci vzniklych z této
studie bude poskytnut zadavateli;

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

iiiysouhlasi s tim, Ze bez pfedchoziho

pisemného souhlasu spole¢nosti
WORLDWIDE a/nebo zadavatele
nebude zverejnovat tiskova

prohladSeni tykajici se studie nebo
hodnocenych IékU; a

iv)agree not to answer enquiries regarding
the Study or the Study drugs from
financial analysts.

iv)souhlasi s tim, Ze nebude odpovidat na
dotazy  ohledné  studie nebo
hodnocenych  Iéki  ze  strany
finan¢nich analytik{.

7.2 WORLDWIDE 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. Neither Institution nor
Investigator will use Sponsor's or
WORLDWIDE's name or the names of any

7.2 Spole¢nost WORLDWIDE a zadavatel
nebudou uvadét jméno zkousSejiciho Iékafre,
zdravotnického zafizeni a/nebo personalu studie
v jakychkoli reklamnich nebo prodejnich
propagacnich materidlech nebo v jakékoli
publikaci bez jejich pfedchoziho pisemného
souhlasu. Zdravotnické zafizeni ani zkou$ejici
lékaf nebudou uvadét ndzev zadavatele nebo
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Sponsor or WORLDWIDE employees in any
advertising or sales promotional material or in
any publication without the prior written
permission of Sponsor or WORLDWIDE, as
applicable.

spoleCnosti  WORLDWIDE ani jména jejich
zaméstnanc v zadnych reklamnich nebo
prodejnich propagacnich materialech ani v Zzadné
publikaci bez pfedchoziho pisemného souhlasu
zadavatele nebo spolec¢nosti WORLDWIDE.

7.3 Data Protection:

7.3 Ochrana udaju:

i) The parties agree to comply with all
applicable data privacy laws, including
but not limited to the General Data
Protection Regulation (EU) 2016/679
as of 27 April 2016 (“GDPR”) together
with any additional implementing
legislation, rules or regulations that are
issued by applicable supervisory
authorities (together, “Data Protection
Laws”) in relation to Study subjects
involved in the Study.

i) Smluvni strany souhlasi s tim, Ze budou
dodrzovat vSechna platna obecna
nafizeni o ochrané udaja, mimo jiné
v€etné obecného nafizeni o ochrané
osobnich udaji (EU) 2016/679 ze dne
27. dubna 2016 (dale jen ,GDPRY),
spole€né s jakoukoli dal8i provadéci
legislativou, pravidly nebo nafizenimi,
které jsou vydavany pfislusnymi
nadfizenymi organy (spole¢né “Zakony
o ochrané osobnich udaji“), ve
vztahu k  subjektdm  hodnoceni
zapojenym do studie.

ii) When performing the Study, the
Institution and Investigator will collect
and process information that relates to
an identified natural person or that
allows a natural person to be identified,
regardless whether this information is
captured in electronic or hard copy
format or on any other medium or as
biological material (“Personal Data”).
The term "processing” shall mean any
operation or set of operations which is

performed upon the Personal
Information, whether or not by
automatic means, including (without
limitation) collection, recording,
organization, storage, retrieval, use, or
disclosure. The Institution and
Investigator acknowledge that the

Sponsor is the data controller with
respect to Personal Data that is
collected according to the Protocol
(except for the medical records) and
that the Site therefore must process
such Personal Data solely according to
instructions from Sponsor or provided
by Worldwide on behalf of Sponsor.
The Parties agree that Institution and
Investigator otherwise remain data
controllers of Personal Data collected
for purposes of patient care. Institution
and Investigator, in their capacity as
data processors on behalf of Sponsor,
hereby expressly agree:

ii) Pfi provadéni studie bude zdravotnické
zarizeni a zkouSejici Iékar
shromazdovat a zpracovavat
informace, které se tykaji identifikované
fyzické osoby nebo které umozriuji
identifikaci fyzické osoby, bez ohledu
na to, zda jsou tyto informace
zachyceny v elektronické nebo tisténé
podobé nebo na jakémkoli jiném nosici
nebo jako biologicky material (,Osobni
udaje“). Pojem ,zpracovani znamena
jakoukoli €innost nebo sadu operaci,
které se provadéji na osobnich udajich,
at’ jiz automatickymi prostfedky, v&etné
(bez omezeni) shromazdovani,
zdznamu, organizace, uchovavani,
nacitani, pouzivani nebo zpfistupnéni.
Zdravotnické zafizeni a zkouSejici
IékaF berou na védomi, Zze zadavatel je
spravcem udaju s ohledem na osobni
Udaje, které jsou shromazdovany podle
protokolu (kromé Iékarskych zaznam),
a ze pracovisté musi tyto osobni Uudaje
zpracovavat vyhradné podle pokyn(
poskytnutych zadavatelem nebo
spole¢nosti Worldwide jménem
zadavatele. Smluvni strany souhlasi s

tim, Zze zdravotnické zafizeni a
zkouSejici lékaf nadale zlstanou
spravci osobnich udaju

shromazdovanych pro ucely péce o
pacienty. Zdravotnické zafizeni a
zkousSejici 1ékaf ve své funkci jakoZto
zpracovatelé udaju jménem zadavatele
timto vyslovné souhlasi, Ze:
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a) to process such Personal Data only
for the purpose of complying with,
and in accordance with the terms
of this Agreement, the Protocol,
the Study subject informed
consent form, and any other
instructions communicated to the
Site by Sponsor or by Worldwide
and for no other purpose;

a) budou tyto osobni udaje
zpracovavat pouze za ucCelem
dodrZeni podminek této smlouvy,
protokolu, formulare
informovaného souhlasu subjektu
hodnoceni a jakychkoliv dalSich
pokynu, které jsou sdéleny centru
zadavatelem nebo spole€nosti
Worldwide a pro zadny jiny ucel, v
souladu s podminkami této
smlouvy.

b) to only transfer Personal Data to a
third country or international
organization on documented
instructions from Sponsor, or
provided by Worldwide on behalf
of Sponsor, which shall be
deemed given to the extent
allowed in the Protocol or
approved Study subject informed
consent form, unless required to
do so by Data Protection Laws to
which  the Investigator or
Institution is subject; in such a
case, Investigator and Institution
shall inform Sponsor of that legal
requirement before processing,
unless that law prohibits such
information on important grounds
of public interest;

b) osobni Udaje predaji do tfeti zemé
nebo mezinarodni organizaci
pouze na zakladé dolozenych
pokynl od zadavatele nebo
poskytnutych spole¢nosti
Worldwide jménem zadavatele,
které se povazuji za dané v
rozsahu povoleném v protokolu
nebo schvaleném  subjektem
hodnoceni ve formulafi
informovaného souhlasu, pokud to
nevyzaduji zakony na ochranu
Udajli, jimz podléha zkousejici
IékaF nebo zdravotnické zafizeni;
v takovém pfipadé zkouSejici Iékar
a zdravotnické zafizeni uvédomi
zadavatele o tomto pravnim
pozadavku pfed zpracovanim,
pokud tento z&kon tyto informace
z dulezitych ddvodd vefejného
zajmu nezakazuje;

c) prior to the commencement of any
Study specific procedure to obtain
from each Study subject or the
Study subject’s legally authorized
representatives a properly signed
informed consent form;

c) ziskaji pfed zahajenim jakéhokoli
ur¢itého postupu v ramci studie od
kaZdého subjektu hodnoceni nebo
zakonnych zastupcd subjektu
hodnoceni fadné podepsany
formular informovaného souhlasu;

d) taking into account the nature of the
processing, to have in place
appropriate technical and
organization security measures
required to safeguard Personal
Data in accordance with Articles
28.3(c) and 32 of GDPR or
equivalent national implementing
legislation, and to assist Sponsor
in compliance with the same, and
to ensure that Personal Data is not
accidentally or unlawfully
destroyed, lost or impaired or
brought to the knowledge of
unauthorized third parties, abused
or otherwise processed in a

d) zohledni  povahu  zpracovani,
zavedou vhodna technicka a
organizacni bezpelnostni
opatfeni nezbytna k ochrané
osobnich Udajd v souladu s ¢lanky
28.3(c) a 32 nafizeni GDPR nebo

rovnocennou vnitrostatni
legislativou a poskytnou
zadavateli soucinnost pfi

dodrzovani téhoz, a zajisti, aby
osobni udaje nebyly neumysiné

nebo nezakonné zniceny,
ztraceny nebo naruSeny nebo
predany ke znalostem

neopravnénych tfetich  stran,
zneuzity nebo jinak zpracovany
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manner which is contrary to Data
Protection Laws;

zplsobem, ktery je v rozporu s
pravnimi pfedpisy o ochrané
udaju;

e) to promptly respond to all queries

and request for information from
Sponsor and/or Worldwide that
relate to the protection of Personal
Data and/or information security
and privacy matters at the Site
and to provide all information
necessary to demonstrate
compliance with the obligations
under this Section 7.3 and any
Data Protection Laws;

e) budou okamzit¢é reagovat na

vSechny dotazy a vyzadaji si
informace od zadavatele a/nebo
spole€nosti Worldwide, které se
tykaji ochrany osobnich adajl
a/nebo zabezpeCeni osobnich
Udaju na pracovisti, a poskytnou
veSkeré informace nezbytné k
prokazani dodrzovani zavazku
podle tohoto oddilu 7.3 a
veSkerych zakonU na osobnich
Udaju;

f) to assist Sponsor in assuring

compliance with respect to any
data privacy impact assessment
in accordance with Article 35 of
GDPR, taking into account the
nature of processing and the
information available to
Investigator and Institution;

f) poskytnou zadavateli soucinnost pfi

zajisténi dodrzovani vesSkerych
hodnoceni dopadu na ochranu
osobnich Udajd v souladu s
¢lankem 35 nafizeni GDPR, s
ohledem na povahu zpracovani a
informace, které maji zkousejici
|Iékaf a zdravotnické zafizeni k
dispozici;

g) to promptly inform Sponsor and

Worldwide when receiving a
withdrawal of the informed
consent or any other request from
a Study subject regarding the
access to, correction or deletion of
his/her Personal Data or any other
complaint or request from a Study
subject, third party and/or any
data protection authorities, and to
forward such requests and
complaints to Sponsor and
Worldwide without undue delay:
and

g) budou okamzité informovat

zadavatele a spolecnost
Worldwide v pfipadé, ze obdrzi
odvolani informovaného souhlasu
nebo jakoukoli jinou Z&adost
subjektu hodnoceni tykajici se
pfistupu, opravy nebo vymazani
jejich  osobnich  udaji  nebo
jakoukoli jinou stiZnost nebo
zadost od subjektu hodnoceni,
treti strany a/nebo jakychkoli
Ufaddl pro ochranu udajd, a bez
zbyte¢ného odkladu predaji tyto
zadosti a stiznosti zadavateli nebo
spole¢nosti Worldwide.

h) To promptly notify Sponsor and

Worldwide in accordance with
Article 33 of GDPR if it becomes
aware of any data breach,
unauthorized or unlawful
processing, access, loss,
destruction of or damage to any
Personal Data that is collected for
the purpose of the Study,
howsoever caused, and in such
event to assist the Sponsor and
Worldwide in meeting any
obligations to notify individuals
and consult or notify local,

h) okamZité oznami zadavateli a

spole€nosti Worldwide v souladu s
¢lankem 33 GDPR, pokud se
dozvi o jakémkoli naruSeni dat,
neopravnéném nebo nezakonném
zpracovani,  pfistupu,  ztrate,
znieni nebo poskozeni jakychkoli
osobnich  udaju, které jsou
shromazdovany za ucelem studie,
at uz je pfiCina jakakoliv, a v
takovém pfipadé  poskytnou
zadavateli a spole¢nosti
Worldwide soucinnost pfi plnéni
pfipadnych povinnosti tykajicich
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national, or supranational
regulatory and data protection
authorities in accordance with
Articles 33, 34 and 36 of GDPR.

informovani dotéenych osob a
oznamovani dané skuteCnosti
mistnim,  vnitrostatnim nebo
nadnarodnim regulacnim
organim nebo Gfadim  pro
ochranu osobnich (daji podle
¢lankl 33, 34 a 36 nafizeni GDPR.

i) at the choice of Sponsor, delete or
return all Personal Data to
Sponsor after the end of the
provision of Services, unless Site
is required to maintain a copy
according to Data Protection Laws
or other Legal Requirements.

i) dle volby zadavatele odstrani nebo
vrati v8echny osobnich Uudaje
zadavateli po skonéeni
poskytovani sluzeb, pokud neni
po pracovisti pozadovano, aby
uchovavalo kopie podle zakonl o
ochrané osobnich udaju nebo
jinych pravnich pozadavkad.

i) Institution and Investigator acknowledge
that Personal Data relating to the
Investigator and the Study staff that will
be disclosed to Sponsor and
Worldwide in connection with this
Agreement will be used and processed
for the purpose of this Agreement, the
conduct of the Study, any application
for marketing approvals for the Study
drug and/or in order to comply with
regulatory requirements. Accordingly,
Investigator and Institution hereby
agree that such Personal Data relating
to Investigator and the Study staff,
respectively, may be hold by, disclosed

and transferred to Sponsor, its
affiliates, Worldwide and other
representatives, agents, sub-

contractors and regulatory authorities
globally and where applicable posted
on public clinical databases such as
www.clinicaltrials.gov or in connection
with Sponsor's Study data disclosure
initiatives. Institution and Investigator
shall ensure that all necessary prior
written consents are in place not only
from the Investigator but also from the
relevant Study staff with respect to this
Section.

iii) Zdravotnické zafizeni a zkouSejici |ékar
berou na védomi, Ze osobni udaje
tykajici se zkouS$ejiciho Iékafe a
personalu studie, které budou sdéleny
zadavateli a spole€nosti Worldwide v
souvislosti s touto smlouvou, budou
pouzity a zpracovavany pro ucely této
smlouvy, provadéni studie, zadosti o
registraci k marketingovym schvaleni
hodnoceného pfipravku a/nebo za
ucelem splnéni regulaénich
pozadavku. V souladu s tim zkouSejici
|Iékar a zdravotnické zafizeni souhlasi,
Ze takové osobni Udaje tykajici se
zkousSejiciho Iékafe a personalu studie

mohou byt uchovavany, sdileny a
prfedavany zadavateli, jejim
pfidruzenym spole€nostem,
spoleCnosti  Worldwide a  jinym
zastupcim, zprostfedkovatelim,
subdodavatelim a regulacnim
organim  globalné, a  pfipadné
zvefejnény ve vefejnych Kklinickych
databazich, jako je
www.clinicaltrials.gov, nebo %
souvislosti s iniciativami zadavatele

tykajicimi se zvefejhovani udajli ze
studie. Zdravotnické zafizeni a
zkousSejici 1ékar pfedem zajisti vSechny
nezbytné pisemné souhlasy, a to nejen
od zkouSejiciho lékafe, ale také od

acquire any rights of any kind whatsoever with
respect to the Study drug as a result of
performance under this Agreement or otherwise.

pfisluSného  personalu studie s
ohledem na tento oddil.
8. Intellectual Property & Inventions 8. Dusevni vlastnictvi a vynalezy
8.1 Neither Institution nor Investigator, | 8.1 Zdravotnické zafizeni ani zkouSejici
including their employees or agents, shall | Iékaf, v€etné jejich zaméstnancl nebo zastupcl,

neziska zadna prava jakéhokoli druhu tykajici se
hodnoceného pfipravku na zakladé plnéni podle
této smlouvy nebo jakkoli jinak. VSechny
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All inventions, discoveries, and technology
relating to the Study drug, whether patentable or
not, conceived by Institution, or Investigator,
including their employees and agents, 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 and Institution, including their
employees and agents, as appropriate.
Institution and Investigator each warrants by the
execution of this Agreement, that it/he/she 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/his/her performance
hereunder.

vynalezy, objevy a technologie tykajici se
hodnoceného pfipravku, at jiz patentovatelné
nebo nikoli, vymyslené zdravotnickym zafizenim
nebo zkousSejicim Iékafem, vCetné jejich
zaméstnancl a zastupcl, budou a zlstanou
navzdy vyluénym a vyhradnim vlastnictvim
zadavatele. VeSkeré cinnosti nezbytné pro
pomoc zadavateli pfi zdokonalovani jeho prava
na vsechny vynalezy, objevy a technologie,
budou podle potfeby provadét zkousejici IékaF a
zdravotnické zafizeni, v€etné jejich zaméstnancu
a zastupcl. Zdravotnické zafizeni a zkouSejici
lékaf samostatné zaruC€uji uzavienim této
smlouvy, Ze neuzavfieli ani neuzaviou Zadnou
smluvni dohodu nebo vztah, ktery by byl
jakymkoli zplsobem v rozporu nebo by jakkoli
ohrozoval vlastnicky zajem zadavatele nebo jeho
pravo na jakékoli vynalezy, objevy ¢&i technologie
existujici v dobé& uzavfeni této smlouvy nebo
vzniklé v souvislosti s jejim vykonem.

8.2 Institution and Investigator agree that if
Investigator or an employee or agent of Institution
or Investigator, including all 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 drugs, Institution and Investigator shall
promptly notify WORLDWIDE and Sponsor and
the new invention shall be the sole property of
Sponsor.  Institution, Investigator, and any
employee or agent, including all Study staff,
hereby assigns 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 and
Investigator 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 and
Investigator agree to, and shall cause and require
all of its employees and agents, including 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 and Investigator shall
cause and require all employees and agents,
including all Study staff, to assign to Sponsor all
of its and their rights, title and interest in and to
each such invention.

8.2 Zdravotnické zafizeni a zkouSejici 1ékaf
souhlasi s tim, Zze pokud zkouSejici l1ékaf nebo
zaméstnanec nebo agent zdravotnického
zafizeni nebo zkousejiciho Iékare, v€etné vSech
pracovnik(l studie, vymysli nebo ve skute¢nosti
pfevede do praxe néco, o ¢emz se zdravotnické
zafizeni, zaméstnanec, zastupce nebo personal
studie bude domnivat, Ze se jedna o novy vynalez
nebo vyuziti hodnoceného pfipravku, budou
zdravotnické zafizeni a zkouSejici IékaF okamzité
informovat  spole¢nost WORLDWIDE a
zadavatele a novy vynalez bude vyhradnim
majetkem zadavatele. Zdravotnické zafizeni,
zkousejici 1ékaf a jakykoli zaméstnanec nebo
zastupce, vCetné vsech pracovnik( studie, timto
postupuji zadavateli jakakoli a veSkera prava,
tituly a zajmy, jez v téchto vynalezech mohou mit.
Na Zadost zadavatele a na vyhradni naklady
zadavatele uéini zdravotnické zafizeni a
zkousejici 1ékaf vSechny pfiméfené kroky
nezbytné nebo vhodné k ziskani, udrzovani a
vymahani patentu nebo jiné vlastnické ochrany
jménem zadavatele s ohledem na kteroukoliv z
vyse uvedenych podminek, zejména
zdravotnické zafizeni a zkouSejici 1ékaf souhlasi
s tim, Ze podepisi veSkeré nezbytné dokumenty
a ucini takové dalSi kroky, jaké mize zadavatel
pfiméfené pozadovat, aby byla dokoncena a
prosazena vSechna prava zadavatele v takovych
vynalezech s tim, Ze zajisti, Ze taktéz udini i
vSichni  jeho zaméstnanci a  zastupci.
Zdravotnické zafizeni a zkouSejici Iékaf zajisti a
budou vyzadovat, aby vSichni zaméstnanci a
zastupci, vcetné vSech pracovnikG studie,
postoupili zadavateli vSechna sva prava, naroky
a zajmy v kazdém takovém vynalezu.
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9. Study Subject Injury

9. Zranéni subjektu hodnoceni

9.1 Sponsor will reimburse Institution or
Investigator, as applicable, for reasonable, out-
of-pocket standard medical expenses for
treatment of Study-related injuries to the extent
that such injury or iliness 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 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. Payment for Study
subjects’ lost wages, profits or lost business
opportunity will not be made available by
Sponsor as part of any subject injury obligation.
The foregoing obligation to reimburse Institution
or Investigator for any costs they may incur is
also subject to: (a) the Institution’s and
Investigator’s representation to Sponsor that it
has not billed to, or sought reimbursement from,
any Study subject's insurance provider, a
governmental healthcare program or other third
party provider for any such medical expenses;
and (b) the Institution’s and Investigator's
agreement to receive and, where permissible
and medically feasible, treat all Study subjects
seeking medical diagnoses and treatment of any
bodily injury or illness that is reasonably
suspected to be directly related to a Study
procedure or the Study drug.

9.1 Zadavatel uhradi zdravotnickému zafizeni
nebo zkousejicimu lékafi pfiméfené hotovostni
standardni |ékafské vydaje za IéCbu ujmy na
zdravi souvisejici se studii v rozsahu, v jakém
takové zranéni nebo onemocnéni vyplyne z
protokolu, nicméné za pFedpokladu, Ze jsou
splnény nasledujici podminky: (1) nemoc nebo
Ujma na zdravi musi byt pfimym dusledkem
hodnoceného pfipravku nebo postupu studie; (2)
nemoc nebo Ujma na zdravi nesmi predstavovat
zdravotni stav nebo pfirozeny vyvoj zdravotniho
stavu, ktery subjekt hodnoceni mél pred zahajeni
studie; a (3) k nemoci nebo Ujmé na zdravi
nedoslo v dusledku nedbalosti, uUmysiného
pochybeni nebo nedodrzeni protokolu nebo
jakychkoli zakonnych pozadavkll ze strany
zdravotnického zafizeni, zkouS$ejiciho Iékare
nebo persondlu studie. V ramci jakéhokoli
zdvazku za Ujmu na zdravi subjektu nebude
zadavatelem poskytnuta zadna platba za uslé
mzdy, zisky nebo ztratu obchodni pfilezitosti
subjektll hodnoceni. VySe uvedena povinnost
odskodnit zdravotnické zafizeni nebo
zkouSejiciho lékare za jakékoli naklady, které se
mohou vyskytnout, je rovnéZz podminéna: (a)
prohlasenim zdravotnického  zafizeni a
zkousejiciho Iékafe zadavateli, Ze nefakturoval
nebo nevyZzadoval nahradu takovych zdravotnich
vydaju od jakékoli pojistovny subjektu hodnoceni,
ze statniho zdravotnického programu nebo od
jiného poskytovatele tfeti strany; a (b) souhlasem
zdravotnického zafizeni a zkousejiciho lékarfe s
pfijetim a, je-li to pfipustné a Iékafsky
proveditelné, Ié€bou vSech subjektll hodnoceni
vyzadujicich Iékafskou diagnézu a Ié€bu jakékoli
télesné Ujmy nebo nemoci, u niZz existuje
dlvodné podezieni, Ze pfimo souvisi s postupem
studie nebo hodnocenym pfipravkem.

10. Indemnification

10. Odskodnéni

10.1 Sponsor Indemnification: Any
Indemnification provided by Sponsor shall be a
subject to a separate agreement with Sponsor.
Institution and Investigator acknowledge that
Worldwide does not provide indemnification of
any kind for the services provided hereunder and
is not a party to the foregoing indemnification
obligation.

10.1 Od8kodnéni zadavatele: Jakékoliv
od8kodnéni poskytnuté zadavatelem bude
predmétem samostatné smlouvy se

zadavatelem. Zdravotnické zafizeni a zkousSejici
IékaF berou na védomi, ze spole¢nost Worldwide
neposkytuje  zadné  odSkodnéni  sluzeb
poskytovanych podle této smlouvy a neni stranou
vySe uvedené povinnosti odSkodnéni.

10.2 Institution
Indemnification:

and Investigator
Neither WORLDWIDE nor

10.2 Odskodnéni zdravotnického zafizeni a
zkousejiciho Iékafe: Spole¢nost WORLDWIDE

XXX

Page 30 of 48



Sponsor will be responsible for, and Institution
and Investigator shall defend, indemnify and hold
WORLDWIDE and Sponsor harmless from, any
third party loss, claim, or demand arising from a)
the negligence or wilful misconduct on the part of
Institution, Investigator, or their employees or
agents and all Study staff; (b) activities not in
accordance with the Protocol, this Agreement,
other written instructions from Sponsor or its
designee (including WORLDWIDE) or applicable
Legal Requirements; (c) unauthorized warranties
made by Institution, Investigator, or their
employees or agents and all Study staff,
concerning the Study drugs being tested; or (d)
in any case in which written informed consent
was not obtained for the Study subject involved
in accordance with the Protocol.

ani zadavatel nebudou odpovédni a zdravotnické
zafizeni a zkouSejici Iékaf budou spoleCnost
WORLDWIDE a zadavatele hgjit, odSkodnovat a
kryt v souvislosti s jakoukoli ztratou, narokem
nebo pozadavkem tfeti strany vzniklym a) z
nedbalosti nebo umysiného pochybeni na strané
zdravotnického zafizeni, zkousSejiciho Iékare
nebo jejich zaméstnanch ¢&i zastupcl, véetné
zkouSejiciho |ékafe a veSkerého personalu
studie; b) v dasledku ¢innosti, které nejsou v
souladu s protokolem, touto dohodou, jinymi
pisemnymi pokyny od zadavatele nebo jim
povéfené osoby (vCetné spole€nosti
WORLDWIDE) nebo platnymi  pravnimi
pozadavky; c) na zakladé neopravnénych zaruk
ucinénych zdravotnickym zafizenim, zkouSejicim
Iékafem nebo jejich zaméstnanci &i zastupci,
véetné vSech pracovniklu studie, tykajicich se
hodnocenych pfipravkd; nebo d) v jakémkoli
pfipadé, kdy nebyl od dotyéného subjektu
hodnoceni ziskan pisemny informovany souhlas
v souladu s protokolem.

11. Survivorship Clause

11. Dolozka o platnosti

11.1  The obligations under Sections 1, 2, 3, 4,
6, 7, 8, 10, 11, 12, 13 and 14 shall survive the
expiration, termination or cancellation of this
Agreement.

11.1  Zavazky uvedené v oddilech 1, 2, 3, 4, 6,
7,8,10, 11, 12, 13 a 14 zGstanou v platnosti i po
vyprdeni platnosti, ukonceni nebo zruSeni této
smlouvy.

12. Insurance

12. Pojisténi

12.1 Institution declares , that it secures and
maintains 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 and Investigator shall
provide to WORLDWIDE a copy of their
certificate of insurance if requested.

12.1 Zdravotnické zafizeni prohlasuje, ze ma
zajisténo  povinné pojistné  kryti  profesni
odpovédnosti a zachova ho v pIné platnosti a
ucinnosti po celou dobu studie (i po ukonceni
studie) v souladu s ustanovenimi zakona ¢&.

372/2011 Sb., o zdravotnickych sluzbach.
Zdravotnické zafizeni a zkouSejici IékaF
poskytnou spole¢nosti WORLDWIDE kopii

osvédceni o pojisténi, bude-li o to pozadano.

12.2 WORLDWIDE 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 Sponsor’s
indemnification obligations in this Agreement.
WORLDWIDE shall provide upon request copies

12.2  Spoleénost WORLDWIDE jménem
zadavatele zaruCuje, Ze zadavatel zajisti a bude
bé&hem plnéni této smlouvy udrZzovat v souladu s
odst. 52, bodem 3 (f) zakona ¢&. 378/2007 Sb., o
I&éCivech v platném znéni komplexni vSeobecna
pojisténi odpovédnosti na Urovnich dostateénych
pro podporu zavazkll odSkodnéni ze strany
zadavatele uvedenych v této smlouvé.
Spole¢nost WORLDWIDE na vyzadani poskytne
kopie osvédcéeni o pojisténi spoleéné s dukazy
existujicich pojistek.
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of the insurance certificates,
evidence of the policies.

together with

13. Term and Termination

13. Doba platnosti a ukonéeni

13.1 The term of this Agreement shall begin on
the last date of signature by all parties, the
Effective Date on the day of its publication in the
Register of contracts and shall continue until the
earlier of 1) the completion of the objectives of
Study - XXX; 2) closure of enrollment period
where the site has failed to recruit any patients;
or 3) termination of the Agreement by Sponsor
pursuant to this Section 13.2.

13.1 Doba platnosti této smlouvy zacina datem
posledniho podpisu vSemi stranami, ucinnosti
dnem zvefejnéni v registru smluv a pokracuje do
té doby podle toho, co nastane dfive: 1)
dokongeni cilt studie — XXX; 2) ukonéeni obdobi
zarazovani, kdy se pracovisté nepodafilo provést
nabor jakychkoli pacientd; nebo 3) ukonéeni
smlouvy zadavatelem podle tohoto oddilu 13.2.

13.2  Sponsor and WORLDWIDE 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 WORLDWIDE or Sponsor.
Immediately upon receipt of a notice of
termination, Institution and Investigator shall and
shall cause Investigator to 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.

13.2  Zadavatel a spole¢nost WORLDWIDE si
vyhrazuji pravo ukoncit tuto smlouvu a/nebo
u¢ast zkousejiciho Iékafe, zdravotnického
zarizeni nebo jakychkoli subjektt hodnoceni ve
studii nebo samotnou studii, a to kdykoli z
jakéhokoli divodu nebo bez udani dlvodu, s
ucinnosti na zakladé pisemného oznameni od
spole¢nosti WORLDWIDE nebo zadavatele.
Zdravotnické zafizeni a zkousejici Iékar ihned po
obdrzeni oznameni o ukon&eni zastavi, a zajisti,
aby zkousejici lékar zastavil zafazovani subjekt(
hodnoceni do studie, pfestane provadét postupy
v rozsahu, ktery je z lékafského hlediska
pfipustny, u subjektd hodnoceni jiz zapsanych do
protokolu, a zdrzi se vytvareni dalSich nakladu a
vydajd v maximalnim mozném rozsahu.

13.3  Upon termination or completion of the
Study, Institution or Investigator shall (i) return,
retain or dispose of all Study drugs and Clinical
Supplies in accordance with the Protocol and
instructions to be provided by WORLDWIDE and
applicable Legal Requirements, (ii) arrange for all
of Sponsor's Confidential Information and
property, including Study materials and
Equipment, under this Agreement to be provided
to Sponsor, (iii) furnish WORLDWIDE with an
acceptable Investigator’s final study report, and
iv) follow any other reasonable instructions from
Sponsor/WORLDWIDE as part of the orderly
wind-down of the Site’s participation in the Study.

13.3 Po ukonleni nebo dokonceni studie
zdravotnické zafizeni nebo zkouSejici IékaF (i)
vrati, uchovava nebo zlikviduje vSechny
hodnocené pfipravky a klinické dodavky v
souladu s protokolem a pokyny poskytovanymi
spole€nosti WORLDWIDE a platnymi pravnimi
pozadavky; (ii) zajisti, aby veskeré divérné
informace a vybaveni zadavatele, vc&etné
material a vybaveni pro studii, byly podle této
smlouvy pfedany zadavateli; (iii) poskytne
spole¢nosti WORLDWIDE zavére¢nou zpravu o
studii pfijatelnou pro zadavatele; a iv) spini
jakékoli dalsi pfiméfené pokyny od zadavatele /
spole€nosti WORLDWIDE v ramci fadného
ukoné&eni ucasti pracovisté ve studii.

134 Upon termination or completion of the
Study, and satisfaction of Institution’s and
Investigator’s obligations under Section 13.2,
WORLDWIDE, 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 Payee

13.4  Po ukon&eni nebo dokon&eni studie a
splnéni povinnosti zdravotnického zafizeni a
zkousejiciho Iékafe podle oddilu 13.2 provede
spoleénost WORLDWIDE jménem zadavatele,
pomérnou platbu za veSkerou praci skutecné
vykonanou k datu ukon€eni v souladu s
Prilohami 1 a 2. Pokud platby pfijemci plateb
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exceed the amount owed for work performed
under the Protocol, Institution agrees to return
the excess balance to WORLDWIDE on behalf of
Sponsor.

prekro¢i Castku dluznou za praci vykonanou
podle protokolu, zdravotnické zafizeni souhlasi s
tim, ze vrati zbyvajici zUstatek spole€nosti
WORLDWIDE ve prospéch zadavatele.

using hardware and software at Institution,
Institution reserves the right not to accept those
requirements of Sponsor that have not been
notified before the execution of this Agreement if
the additional and not submitted configurations
and settings do not comply with the security
policy of the Institution, that is acting as the
operator of the essential service information
systems under Section 2(i) of Act No. 181/2014
Coll. on Cyber Security in healthcare.

14. Miscellaneous 14. Ruzné
14.1 IT Security: If Sponsor is unable to comply | 14.1 IT BezpeCnost.__V pfipadé, Zze nelze
with the Institution’s operating conditions for | Zadavatelem splnit podminky provozu

Zdravotnického zafizeni pro pouziti hardware a
software ve FN Brno, si Zdravotnické zafizeni
vyhrazuje pravo nepfijmout spinéni pozadavku

Zadavatele neuvedenych pfed podpisem
smlouvy, pokud dodate¢né a nepfedlozené
konfigurace a nastaveni budou v rozporu

s bezpec¢nostni politikou Zdravotnického zafizeni
jako  provozovatele informacénich  systém
zakladni sluzby dle § 2 pism. i) zakona ¢.
181/2014 Sb., o kybernetické bezpecnosti v
odvétvi zdravotnictvi.

14.2  Institution and Investigator understand
and agree that the Study drugs are experimental
in nature and that no warranty, either express or
implied, is made by Sponsor or any other party
regarding the Study drugs.

14.2  Zdravotnické zafizeni a zkouSejici lékar
berou na védomi a souhlasi s tim, Ze hodnocené
pfipravky jsou experimentalni povahy a ze
zadavatel ani jina strana neposkytuji v souvislosti
s hodnocenymi pfipravky Zadnou zaruku, at' uz
vyslovnou nebo naznacenou.

14.3 If there is a discrepancy or conflict
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  Pokud dojde k rozporu nebo konfliktu
mezi podminkami protokolu a podminkami této
smlouvy, budou se Fidit klinické, védecké a
regulatorni zalezitosti podminkami protokolu a
vSechny ostatni zalezitosti, tj. pravni a finanéni,
podminkami této smlouvy.

14.4  Institution and Investigator shall not
engage any subcontractor to fulfil any of its
obligations hereunder without obtaining prior
written consent from Sponsor. Notwithstanding
any of the foregoing, Institution and Investigator
shall remain solely responsible for activities
performed by any subcontractor(s), and the use
of a subcontractor shall not relieve Institution or
Investigator of any obligations hereunder.
Institution and Investigator shall each be
responsible for any financial responsibilities with
regard to such subcontractor(s), including
withholdings, liabilities and contributions in
respect of any such subcontractor(s).

14.4  Zdravotnické zafizeni a zkouSejici lékar
nezapoji do plnéni svych zavazki podle této
smlouvy Zadného subdodavatele bez
pfedchoziho pisemného souhlasu zadavatele.
Bez ohledu na vySe uvedené skutecnosti,
zUstavaji zdravotnické zafizeni a zkousejici |ékar
vyhradné odpovédni za d&innosti provadéné
jakymkoli subdodavatelem a pouziti
subdodavatele nezbavuje zdravotnické zafizeni
ani zkouSejiciho lékafe zadnych zavazk( podle
této smlouvy. Zdravotnické zafizeni i zkouSejici
IékaF ponesou odpovédnost za jakékoli finanéni
povinnosti, pokud jde o jakékoli subdodavatele,
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véetné srazek, zavazku a prispévki tykajicich se
téchto subdodavatelu.

145 In conducting the Study, Institution and
Investigator will act as independent contractors,
without the capacity to bind Sponsor or
WORLDWIDE legally, and not as an agent or
employee of Sponsor or WORLDW!IDE.

14.5  Pfi provadéni studie budou zdravotnické
zafizeni a zkousejici 1ékaF jednat jako nezavisli
smluvni partnefi bez moznosti pravné zavazovat
zadavatele nebo spole¢nost WORLDWIDE, a
nikoli jako zastupce nebo zaméstnanec
zadavatele nebo spolec¢nosti WORLDWIDE.

14.6  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:

14.6  VeSkera oznameni podle této smlouvy
musi byt pisemna, podepsana pfislusnou stranou
a predana osobné, kuryrem nebo doporu¢enou
postovni sluzbou. Oznameni budou adresovana
nasledujicim zpusobem:

For WORLDWIDE:
Worldwide Clinical Trials Limited

Spole¢nosti WORLDWIDE:
Worldwide Clinical Trials Limited

Waterfront House, Beeston Business Park,

Waterwater House, Beeston Business Park,

Beeston, Nottingham,

Beeston, Nottingham,

NG9 1LA, United Kingdom

NG9 1LA, United Kingdom

For Institution:

Fakultni nemocnice Brno
Jihlavska 340/20

625 00 Brno

Czech Republic

Zdravotnickému zafizeni:
Fakultni nemocnice Brno
Jihlavska 340/20

625 00 Brno

Ceska republika

For Investigator:

ZkouSejicimu lékafi:

or Investigator without the prior written consent of
WORLDWIDE. WORLDWIDE may assign this
Agreement upon written notice to Institution and
Investigator.

XXX XXX
14.7  This Agreement may not be assigned, | 14.7  Tato smlouva nesmi byt postoupena a
nor any right of obligation delegated by Institution | zadné pravo & povinnost nesmi byt

zdravotnickym zafizenim nebo zkou$ejicim
Iékafem delegovany bez pfedchoziho pisemného
souhlasu spole¢nosti WORLDWIDE. Spole€nost
WORLDWIDE muze tuto smlouvu postoupit po
pisemném oznameni zdravotnickému zafizeni a
zkouSejicimu lékafi.

14.8 This Agreement represents the entire
understanding between the parties, and
supersedes all other agreements, express or
implied, between the Parties concerning the
subject matter hereof.

14.8 Tato smlouva pfedstavuje Uplnou
dohodu mezi smluvnimi stranami a nahrazuje
vSechny ostatni dohody, vyjadfené nebo
pfedpokladané, mezi smluvnimi stranami
ohledné pfedmétu této smlouvy.
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149 Force-Majeure: 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

149 Vy388i moc: Smluvni strany nesou
odpovédnost za nespravné plnéni stavajici
smlouvy, pokud se neprokaze, ze fadné plnéni
nebylo mozné z diivodu vy$$i moci mimo kontrolu
dotéené strany, tj. mimoradné a nevyhnutelné
sily, jako jsou pozary, povodné, valky nebo
Zivelné pohromy (dale jen “vys$$i moc®). Strana
ovlivnéna udalosti vy$§8i moci vynalozi pfiméfrené
usili k napravé, odstranéni nebo zmirnéni
takovych udalosti a jejich ucink. Pokud smluvni
strana pfedvida udalost vys$$i moci nebo prodleni
v pInéni, oznami tato smluvni strana druhé strané
povahu, podrobnosti a oCekavané trvani takové
udalosti. V pfipadé zpozdéni trvajiciho Ctyfi (4)
tydny nebo déle ma nedotéena strana pravo tuto

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.

more the non-affected Party shall have the right | smlouvu neprodlené vypovédét pisemnym
to terminate this Agreement immediately by | oznamenim druhé strané.

notice in writing to the other Party.

14.10 Limitation of Liability: In no event will | 14.10 Omezeni odpovédnosti: Kterakoli ze

smluvnich stran nebude v Zzadném pfipadé
odpovédna druhé strané za nahodné, nepfimé,
zvlastni nebo nasledné Skody, mimo jiné za usly
zisk nebo Uspory, bez ohledu na to, zda moznost

takové Skody byla nebo nebyla pfedem
zvefejnéna nebo zda mohla byt pfiméfené
odhadnuta.

14.11 The Agreement shall be governed by the
laws of Czech Republic. Each Party agrees that,
in the case of a dispute arising from or in
connection with the Agreement, the Parties shall
try to solve all disputes out of court prior to
resorting to any legal action. If the Parties are
unable to resolve the dispute amicably within
sixty (60) days from the date the complaining
Party gave written notice of such dispute to the
other Party, the dispute may be brought before
the relevant local court.

14.11 Smlouva se bude Fidit zakony Ceské
republiky. Kazda ze stran souhlasi s tim, Ze se v
pfipadé sporu vyplyvajiciho ze smlouvy nebo v
souvislosti s ni pokusi vyfeSit vdechny takové
spory mimosoudni cestou, nez se uchyli k
jakémukoli pravnimu jednani. Pokud strany
nejsou schopny vyfesit spor smirné do Sedesati
(60) dnu ode dne, kdy stézujici si strana pisemné
oznamila takovy spor druhé strané, muaze byt
spor piedlozen u pfislusného mistniho soudu.

14.12 Institution and Investigator represent that
they, as well as all Study staff, are not presently
under any agreement or obligation or
participating in any other study which conflicts
with the duties and obligations owed to
WORLDWIDE or Sponsor under this Agreement,
and further warrants not to undertake any such
obligation or agreement during the course of the
Study.

14.12 Zdravotnické zafizeni a zkou$ejici 1ékaf
prohlasuji, Ze v sou€asné dobé nejsou, a stejné
neni ani kdokoli z personalu studie, stranou
jakékoli smlouvy nebo zavazku ani se neucastni
jakékoli jiné studie, které by byly v rozporu s
povinnostmi a zavazky vac€i spolecnosti
WORLDWIDE nebo zadavateli podle této
smlouvy, a dale zaru€uje, Ze Zzadnou takovou
povinnost nebo dohodu v prabéhu studie
nepfijme.

14.13 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

14.13 Je-li jakakoli doloZka nebo ustanoveni
této dohody soudem pfislusné jurisdikce nebo
rozhodcem prohlasena za neplatnou nebo
nevykonatelnou, toto ustanoveni se zrusi a
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the remaining provisions of the 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.

zbyvajici ustanoveni dohody zUstanou v piné
platnosti a U¢inku. Smluvni strany vynalozi
maximalni usili k tomu, aby se dohodli na platném
a vynutitelném ustanoveni, kterym nahradi
neplatné ustanoveni, pfiemz vezmou v uvahu
zamér této smlouvy.

14.14 This Agreement is executed in two
languages. In case of discrepancies between the
Czech version and the English version of this
Agreement, the Czech version shall prevail. The
Parties agree that a copy of the original signature
(including an electronic copy) may be used for
any and all purposes for which the original
signature may have been used. The Parties
hereby waive any right to challenge the use or
authenticity of this document based solely on the
absence of an original signature. This
Agreement and any subsequent amendment
may be executed in counterparts and the
counterparts, together, shall constitute a single
agreement.

14.14 Tato smlouva mlze je vyhotovena ve
dvou jazycich. V pfipadé rozporl mezi ¢eskou
verzi a anglickou verzi této smlouvy, bude mit
pfednost Ceskd verze. Smluvni strany souhlasi s
tim, Ze kopie pGvodniho podpisu (véetné
elektronické kopie) mlze byt pouzita pro vSechny
Ucely, pro které mohl byt pouzit plvodni podpis.
Strany se timto vzdavaji jakéhokoli prava
napadnout pouziti nebo pravost tohoto
dokumentu vyhradné na zakladé absence
puvodniho podpisu.  Tato smlouva a jakykoli
nasledny dodatek mohou byt vyhotoveny ve
stejnopisech a stejnopisy spole¢né predstavuji
jedinou dohodu.

[SIGNATURES TO FOLLOW]

[NASLEDUJE STRANKA S PODPISY]

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 TOHO, e nize podepsani fadné
zmocnéni zastupci uskutecnili tuto dohodu dne a
v roce posledniho podpisu niZe. Smluvni strany
stvrzuji svym podpisem nize svUj souhlas s
podminkami této smlouvy.

WORLDWIDE
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Signed/ Podpis:

Name/ Jméno:

Title/ Funkce:

Date/ Datum:

Fakultni nemocnice Brno

Signed/ Podpis:

Name/ Jméno: prof. MUDr. Jaroslav Stérba, Ph.D.

Title/ Funkce: Director / feditel

Date/ Datum:

XXX

Signed/ Podpis:

Name/ Jméno: XXX

Title/ Funkce: Investigator / zkouSejici I1ékaF

Date/ Datum:

LIST OF EXHIBITS SEZNAM PRILOH
Attachment 1. Payment Schedule Priloha 1: Harmonogram plateb
Attachment 2: Budget Pfiloha 2: Rozpocet
ATTACHMENT 1 PRILOHA 1
PAYMENT SCHEDULE HARMONOGRAM PLATEB
1. |Institution/Payee Information 1. Informace o zdravotnickém zarizeni /
prijemci plateb
§ite Number: XXX
Cislo pracovisté:
Institution Name: Fakultni nemocnice Brno
Nazev zdravotnického zarizeni:
Institution Address: Jihlavska 20
625 00 Brno
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Adresa zdravotnického
zarizeni:

Ceska republika

Payee Name:
Jméno pfijemce platby:

Fakultni nemocnice Brno

Payee Type:
Typ prijemce platby:

Institution/ Zdravotnické zarizeni

Payee Address:
Adresa prijemce platby:

Name (including Institution):
Jméno nebo nazev (véetné
zdravotnického zafizeni):

Fakultni nemocnice Brno

Street Address: | Jihlavska 20
Ulice:
Suite/Unit/Room: | NA
Apartma / jednotka / mistnost:
City: | Brno
Mésto:
Province/State: | Brno-mésto
Okres/stat:
Country: | Czech Republic
Zemé:
Postal/Zip Code: | 625 00
PSC:

Account Number (or IBAN):
Cislo uc¢tu (nebo IBAN):

EUR currency:

CZ07 0710 0345 3400 71234 621

CZK currency:
CZ3407100000000071234621

Account number: 71234621/0710

Account Currency
Ména uétu

Euro / CZK (CZK only applicable to Advance payment for
Study Subjects' expenses, all other costs to be paid in EUR)

Bank Name
Nazev banky

Ceska narodni banka

Bank Address
Adresa banky

Rooseveltova 18, 601 10 Brno, Czech Republic

Intermediary Bank
SWIFT BIC, identifikacni koéd,
zprostiedkujici banka

ABA # or Routing Code 0710
C. ABA nebo smérovy kod
SWIFT BIC, Sort Code, CNBACZPP

Bank Account Holder Address
Adresa drzitele bankovniho

Please complete only if information is NOT SAME AS ABOVE
Vyplite, pouze pokud informace NEJSOU STEJNE JAKO

uétu VYSE
Name (including Institution): | NA
Jméno nebo nazev (véetné
zdravotnického zafizeni):
Street Address: | NA
Ulice:
Suite/Unit/Room: | NA
Apartma / jednotka / mistnost:
City: | NA
Mésto:
Province/State: | NA
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Okres/stat:
Country: | NA
Zemé:
Postal/Zip Code: | NA
PSC:
Institution Contact Information: Kontaktni informace zdravotnického
zarizeni:
Payment Notification Recipient [ XXX
Name:
Jméno prijemce oznameni o
platbé:
Payment Recipient Phone #: XXX
Telefonni €islo prijemce platby:
Payment Recipient Email: XXX
E-mail prijemce platby:
Invoice Recipient Name: XXX
Jméno prijemce faktury:
Invoice Recipient Phone #: XXX
Telefonni Cislo prijemce
faktury:
Invoice Recipient Email: XXX
E-mail pfijemce faktury:

In case of changes in the Payee’s bank details,
Payee is obliged to inform Sponsor in writing by
sending email to: XXX. Parties agree that in case
of changes in bank details which do not involve a
change of payee will not require an amendment
to this Agreement.

V pfipadé zmén bankovnich udaji pfijemce
platby je pfijemce platby povinen pisemné
informovat zadavatele zaslanim e-mailu na
adresu: XXX.Strany souhlasi s tim, ze v pfipadé
zmén bankovnich udaju, které neobsahuji zménu
pfijemce platby, nebudou vyZadovat dodatek k
této smlouve.

WORLDWIDE will make payments on behalf of
Sponsor through its corporate Affiliate,
International Grants Administration, Inc., a
company that performs administrative accounting
services for WORLDWIDE.

Spole€nost WORLDWIDE provede platby
jménem  zadavatele prostfednictvim  své
korporatni pobocCky, spole€nosti International

Grants Administration, Inc., kterd vykonava
administrativni ucetni sluzby pro spolecnost
WORLDWIDE.

All billing invoices in accordance with the
schedule above shall be issued in the name of:
XXX and sent to:

VSechny faktury k vyuctovani v souladu s vy3e
uvedenym harmonogramem budou vystaveny na
jméno: XXX a odeslany na adresu:

XXX

XXX
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Electronically to: XXX

Elektronicky na adresu: XXX

XXX

XXX

Electronic _invoice submissions shall include:

Podani elektronickych faktur musi zahrnovat:

Protocol number, site number 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.

Cislo protokolu, ¢islo pracovisté v predmétu e-
mailu. Nedodrzeni téchto podminek muze
zpozdit zpracovani a platbu elektronicky podané
faktury.

Invoices from Payee shall include:

Faktury od prijemce platby musi zahrnovat:

e Payee name (as shown in this
Schedule 1)

e Jméno pfilemce platby (jak je
uvedeno v tomto Harmonogramu 1)

e Protocol number

o Cislo protokolu

e Invoice date

o Datum faktury

e Itemized description of services
provided, which will be provided by the
relevant monitor of the study

e Popis poskytovanych sluzeb jez
budou poskytnuty pfislusnym monitorem
studie

e Total amount payable

e Celkovou Castku k platbé

2.  Enrollment

2. Zarazeni

The Target Enroliment Expectation of Study
subjects will be up to two (2) Qualified
Subjects.

Ocekava se, Ze pocet subjektll hodnoceni
zafazenych do  cilového  podtu
zafazenych subjektld budou az dva (2)
kvalifikované subjekty.

Additional Study subjects may be enrolled
beyond Target Enrollment Expectation
without prior

Dalsi subjekty studie mohou byt zafazeny
nad ocekavani cilové registrace bez
pfedchoziho

written approval from WORLDWIDE or

Sponsor.

pisemného souhlasu od spoleCnosti
WORLDWIDE nebo zadavatele.

3. Definitions

3. Definice
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3.1. 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.

3.1 ,Kvalifikovany subjekt® je subjekt
hodnoceni, ktery pfi vstupu do léEebné
faze studie splnil vSechna vstupni
kritéria podle protokolu a zadné z kritérii
pro vyfazeni, poskytl svlj pisemny
informovany souhlas s Ucasti a byl
randomizovan v souladu s protokolem.

3.2. 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.

3.2. ,DokonCeny subjekt* je kvalifikovany
subjekt, ktery dokonCil v3echny
pozadované navstévy ve studii v
souladu s protokolem umoziujici
vyhodnoceni a jehoz formulaf CRF byl
vyplnén hlavnim zkouS$ejicim a pfijat
zadavatelem jako uspokoijivy.

3.3. 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.

3.3. ,Vyfazeny subjekt® je kvalifikovany
subjekt, ktery neabsolvuje v3echny
pozadované navstévy ve studii, ale jinak
byl fadné randomizovan v souladu s
protokolem. Platba za vyfazené
subjekty bude vypocitana pomérné na
zakladé skute¢né odvedené prace.

3.4. A “Screen Failure” is a Study subject
who is not randomized into the Study
because he or she does not meet all
inclusion and exclusion criteria or other
requirements that must be met for
participation in the Study.

3.4. ,Neuspésny ve screeningu“ je subjekt
hodnoceni, ktery neni randomizovan do
studie, protoZze nesplfiiuje vSechna
kritéria pro zafazeni a vylou€eni nebo
jiné pozadavky, které musi byt pro u¢ast
ve studii spinény.

Amount

4,

Castka

4.1. WORLDWIDE, 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 successful
Completed Subject (as defined above)
is set forth in the Budget and payments
will be made in accordance with this
Payment Schedule.

4.1. Spoleénost WORLDWIDE jménem
zadavatele souhlasi s podporou studie v
souladu s rozpo¢tem uvedenym v
pfiloze 2 pro vSechny navstévy, postupy
a testy naplanované v protokolu.
Celkové naklady za uspésné dokonceni
studie na uspé&3né dokonéeny subjekt
(jak je definovano vyse) jsou uvedeny v
rozpottu s tim Ze platby budou
provedeny v souladu s timto platebnim
planem.
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4.2. Sponsor further agrees to reimburse 4.2. Zadavatel dale souhlasi s tim, zZe
Payee(s) per actual procedure(s) pfilemci uhradi skute¢né provedené
performed during Screening and postupy béhem screeningu a podle
according to the Protocol. Sponsor will protokolu. Na zakladé kontroly a
only reimburse Payee(s) upon CRO’s schvaleni  zdrojovych dokumentt
review and approval of the Site’s source pracovisté ze strany CRO zadavatel
documents for appropriate screen pouze proplati pfijemci (pFijemcim)
subjects who failed the screen, being odpovidajici subjekty screeningu, jez
submitted in a timely and satisfactory neproSly screeningem, které byly
manner pursuant to this Agreement, and predlozeny v€as a  uspokojivym
upon the receipt, verification and zplsobem v souladu s touto smlouvou,
processing of an itemized undisputed a to na zakladé obdrzeni, ovéfeni a
invoice by CRO. Principal Investigator zpracovani  nesporné  faktury s
will select the Study Subjects based on rozepsanymi polozkami od CRO. Hlavni
his/her good faith, ethics and high zkouS$ejici vybere subjekty studie na
expertise level in the matter. zakladé své dobré viry, moralky a

vysoké Uurovné odbornosti v dané
zélezitosti.

4.3. Reimbursements for any procedures, 4.3. Uhrady za jakékoli postupy, navstévy
visits, or other charges performed apart nebo jiné poplatky, které byly provedeny
from those scheduled by the Protocol kromé téch naplanovanych protokolem,
are subject to approval by Sponsor. No podléhaji schvaleni zadavatelem. Za
payment will be made for Study subjects subjekty studie s odchylkami od
with deviations of the Protocol within the protokolu v ramci kontroly
control of Institution except for zdravotnického zafizeni nebude
deviations as described in Section 2.2 of vyplacena zadna platba, s vyjimkou
the Agreement. All work to be odchylek popsanych v oddile 2.2.
undertaken pursuant to this Agreement smlouvy. Jakékoli prace, které maji byt
shall not commence until this vykonany podle této  smlouvy,
Agreement is executed by the Institution nezacnou, dokud zdravotnické zafizeni
and the executed Agreement is received neuzavie tuto smlouvu a dokud
by Sponsor. podepsanou smlouvu neobdrzi

zadavatel.

4.4. If any terms of this Exhibit are in conflict 4.4. Pokud jsou jakékoli podminky této
with any terms of the Budget, the terms pfilohy v rozporu s jakymikoli
of this Exhibit shall govern. podminkami rozpoctu, budou

rozhodujici podminky této pfilohy.

4.5. Additional Study related Study subject 4.5. Dalsi naklady subjektd hodnoceni v

costs not listed in the Budget will be paid
by Sponsor only following verbal or
written approval from Worldwide 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.

souvislosti se studii, které nejsou
uvedené v rozpoctu, budou uhrazeny
zadavatelem pouze po slovnim nebo
pisemném  souhlasu ze  strany
spole€nosti Worldwide nebo
zadavatele. Zadavatel zpracuje platbu
za tyto polozky po pfijeti a schvaleni
faktury. Faktura musi jasné
dokumentovat zddvodnéni a zahrnovat
podpurnou dokumentaci ke kontrole a
schvaleni pfed provedenim platby.
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4.6 Advance payment: Institution is entitled to

claim from WORLDWIDE an advance
payment for the Study subject’s
expense up to a maximum of 30,000
CZK. The advance payment will be
made by WORLDWIDE based of an
invoice received from Institution after
the Site Initiation Visit. Advance
payment in accordance with Section 36,
Paragraph 11 of Act No. 235/2004 Coll.,
On Value Added Tax, as amended,
does not include in the value added tax
base. In the event that three quarters
(3/4) of the advance payment of the
Study  subjects’ expenses are
exhausted, Institution is entitled to issue
another invoice at the above rate and
Worldwide undertakes to pay the
invoice within 45 days of the issue.
Institution shall submit the
WORLDWIDE a document specifying all
the amounts paid to the Study Subject in
accordance with the Informed Consent
Form without undue delay after the last
Study subject has completed the last
visit at the site. This document will also
include information regarding an
amount of the advance payment that
must be returned by Institution to
WORDLWIDE. Unused portion of the
advance payment will be within (45 days
returned by Institution to the account
specified by WORLDWIDE.

4.6 Finanéni rezerva: Zdravotnické zafizeni
je opravnéno pozadovat po spole¢nosti
WORLDWIDE finanéni rezervu na
Uhradu nakladl subjektd hodnoceni, a
to maximalné ve vysi 30,000 CZK.
Finanéni rezerva bude spoleCnosti
WORDLWIDE uhrazena na zakladé
faktury vystavené zdravotnickym
zarizenim po iniciacni navstevé centra.
Finanéni rezerva v souladu s § 36 odst.
11 zakona ¢&. 235/2004 Sb., o dani z
pfidané hodnoty, ve znéni pozdéjSich
predpisl, nezahrnuje do zakladu dané
Z pfidané hodnoty. V pfipadé, Ze dojde
k vyCerpani tfi Ctvrtin ( 3/4) financni
rezervy na Uhradu nakladd subjektd
hodnoceni, je zdravotnické zafizeni
opravnéno vystavit dal§i fakturu ve vyse
uvedené vysi a WORLDWIDE se
zavazuje fakturu do 45 dnl od vystaveni
uhradit. Zdravotnické zafizeni predlozi
spole¢nosti WORLDWIDE vyuctovani
vSech nakladl subjektd hodnoceni
vyplacenych v souladu s formulafem
informovaného souhlasu, ato bez
zbyteénych odkladd poté, co posledni
subjekt hodnoceni absolvuje posledni
navstévu na pracovisti. Tento dokument
bude téZ obsahovat informaci o vysi
nevyCerpané ¢&asti finanéni rezervy,
ktera musi byt zdravotnickym zafizenim
vracena spolec¢nosti WORLDWIDE.
Nevyc€erpana €ast financni rezervy bude
do (45 dnl0 zdravotnickym zafizenim
vracena na ucet  specikovany
spole¢nosti WORLDWIDE.

4.7 Document Storage/Record Retention:

A one-time, all inclusive, payment in the
amount set forth in the attached Budget
to cover the cost of keeping records in
storage for the duration of time required
by this Agreement, shall be payable to
Payee upon completion of the Closeout
Visit (“COV”) and upon the receipt,
verification and processing of a valid
invoice by WORLDWIDE.

4.7 Archivace/uchovavani zaznamu:

Jednorazova pausdalni platba, platba ve vysi
stanovené v pfiloZzeném rozpocCtu ke kryti
nakladll uchovavani zaznam( po dobu
vyzadovanou touto  smlouvou  bude
vyplacena pfijemci plateb po provedeni
navstévy k ukoncCeni studie a po pfijeti,
oveéfeni a zpracovani nerozporované faktury
spole¢nosti WORLDWIDE.

5.

Payment Schedule

5.

Harmonogram plateb

5.1. Payments will be made according to the

5.1. Platby budou provadény podle rozpoctu
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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, and invoiceable costs will
be paid within forty-five (45) days upon
the receipt of an itemized undisputed
invoice approved by Worldwide.
Payment for subject visits and related
costs will be determined after complete
visit data have been entered in the CRF,
and clarified, if requested by Sponsor
and/or Worldwide.

The payments will be made 4 times a
year, at the end of the calendar quarter,
on the basis of an invoice. The invoice
will be issued by the Institution based on
the calculation created by WORLDWIDE
within 15 days from the delivery of the
calculation to the Institution ( the date of
delivery is also the date of the taxable
supply).

The calculation will be provided for all

items listed in the Budget. The
calculation for all items listed in the
Budget will be provided by

WORLDWIDE, the person responsible
for submitting the calculation is
helena.krepinska@worldwide.com and
viktor.cvilink@worldwide.com. The
invoice is due 45 days after delivery. In
case of late payment, the Institution is
entitled to charge interest on arrears in
the statutory amount. In case the
WORLDWIDE does not deliver the
calculation to the Institution on time in
accordance with the schedule specified
in the previous text, and in the event of
late payment, the Institution is entitled to
suspend data entry into the database
until the relevant payment is made.

nasledujicim  zplsobem. Zadavatel
zaplati za skute¢nou praci dokon&enou
v souladu s rozpoCtem a/nebo
schvalenou fakturou. Platby za navstévy
subjektd budou hrazeny d¢tvrtletné a
fakturovatelné naklady budou uhrazeny
do étyficeti péti (45) dn0 po obdrzeni
rozepsané faktury schvalené
spole€nosti  Worldwide. Platba za
navstévy subjektu a souvisejici naklady
bude stanovena po zadani kompletnich
Gdaju o navstévach do formulafe CRF a
vyjasnéna, pokud o to zadavatel a/nebo
spole€nost Worldwide pozada.

Platby budou provadény 4x ro¢né, a to

ke konci kalendafniho Cctvrileti na
zakladé  faktury. Faktura  bude
vystavena zdravotnickym zafizenim na
zakladé kalkulace vytvorené
zadavatelem, a to do 15 dnl od
doruceni kalkulace poskytovateli

(pfiemz datum doruCeni je zaroven
datem uskute¢néni zdanitelného
plnéni). Kalkulace bude poskytnuta na
vesSkeré poloZzky uvedené v rozpoctu.
Kalkulaci na veSkeré polozky uvedené

V rozpoctu poskytne spolecnost
Worldwide., osoba zodpovédna za
predloZeni kalkulace Jje

helena.krepinska@worldwide.com a
viktor.cvilink@worldwide.com.

Splatnost faktury ¢&ini 45 dni od
doruceni. PFfi pozdni Uhradé je
zdravotnické zafizeni opravnéno

Uctovat urok z prodleni v zakonné vysi.
V pfipadé, Zze =zadavatel nedoruci
zdravotnickému zafizeni kalkulaci v€as
v souladu s harmonogramem
uvedenym v pfedchozim textu, a dale
v pfipadé pozdni Uhrady je zdravotnické
zarizeni opravnéno pozastavit zadavani
dat do databaze, a to az do provedeni
pFislusné uhrady.

5.2.

All invoices for Study payments must be
submitted within ninety (90) days of the
Site’s Study close-out visit provided that
all invoicing documents are provided by
WORLDWIDE Invoices received after
this time will not be reimbursed. The
final payment for all scheduled and
unscheduled visits or procedures
(corrected for actual work done) will be
made following:

5.2.

VSechny faktury za platby v ramci studie
musi byt odeslany do devadesati (90)
dnu od ukon&eni navstév pracovisté pro
UCely studie a to v pfipadé, ze budou
poskytnuty vSechny podklady pro
fakturaci ze  strany  spoleCnosti
WORLDWIDE Faktury pfijaté po této
dobé nebudou proplaceny. Zavére&na
platba za vSechny planované a
neplanované navstévy nebo postupy
(opravena podle skute¢né odvedené
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prace) bude provedena nasledujicim
zpusobem:

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

e uspokojivé dokonceni studie
subjekty studie podle protokolu,

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

e uspokojivé vyplnéni formularu
CRF za vSechny subjekty studie
v souladu s protokolem.

e resolution of data questions,

e vyfeSeni otazek ohledné udaju,

e reconciliation of Drug supplies

e vraceni dodavek lékd,

e submission to Sponsor of
Principal Investigator's site
closure report, and

e predlozeni zpravy zadavateli o
uzavieni pracovi§té hlavniho
zkousejiciho, a

o the return of all Equipment (if
applicable) and Study materials

e vraceni veSkerého pfipadného
vybaveni a materialu studie

5.3. Payment Dispute. Payee(s) will have
sixty (60) days from the receipt of the
final payment to dispute any payment
discrepancies during the course of the
Study.

5.3. Spory ohledné plateb Pfijemci plateb
budou mit od pfijeti zavérecné platby
Sedesat (60) dni na to, aby rozporovali
jakékoli nesrovnalosti plateb bé&hem
studie.

XXX

Page 45 of 48



ATTACHMENT 2 PRILOHA 2

BUDGET ROZPOCET
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