THIS AGREEMENT is made by and between

PAREXEL International (IRL) Limited,
70 Sir John Rogerson's Quay
Dublin 2
Ireland
(Company number 541507)

(1

(hereinatter CRO)
and

(2) Nemocnice Breclav p.o.
U Nemocnice 3066/1
390 02 Breclav
Czech Republic
Iden.number: 00390780
Tax lden.number: CZ00390780

Represented by:MUDr.Jifi Jurnik
(hereinafter Institution)
regarding
Protocol No: (hereinatter Protocol)

"™ (hereinafter Study)

(hereinafier Study Drug)

of

GlaxoSmithKline Research and Development Limited.
located at 980 Great West Road. Brentford, Middlesex
TWS8 9GS, United Kingdom.
hereinafter “SPONSOR™

WHEREAS, SPONSOR is the sponsor of the multi-
center/multi-centre Study to clinically evaluate the Study
Drug and CRO (or its Aflfiliate) has been retained by
SPONSOR (under a separate written agreement) 10 act as
SPONSOR’s contractor and designee in managing the
Study tor SPONSOR; and

WHEREAS, Institution shall Fully Cooperate with CRO
and shall permit CRO to perform any and all of the
SPONSOR'’s Study obligations and to exercise any and all
ol SPONSOR’s Study rights that lie with SPONSOR on the
basis of Applicable Law and GCP regulations as though
such rights were CRO's own rights. as has been delegated
by SPONSOR to CRO:; and
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TATO SMLOUVA se uzaviria mezi

(1)PAREXEL International (IRL) Limited
70 Sir John Rogerson's Quay
Dublin 2
Irsko
(Registracni ¢islo 541507)

(dale jen CRO)
A

Nemocnice Breclav p.o.
LI Nemocnice 3066/1
390 02 Breclav
Ceskd republika
IC: 00390780
DIC: CZ00390780

(2)

zastoupeno: MUDr.Jifi Jurnik
( déle jen Zdravotnické zafizeni )
Tykajici se
Protokol ¢islo = (dale jen Protokol™)

. (dale jen . Klinické hodnoceni™)

(dale jen .studijni lé¢ivo™ nebo Lhodnoceny 1é¢ivy
pripravek™)

GlaxoSmithKline Research and Development Limited,
Se sidlem 980 Great West Road, Brentford, Middlesex
TWS8 9GS, Velka Britanie
déle jen ZADAVATEL

VZHLEDEM K TOMU, ZE ZADAVATEL je sponzorem
multicentrického  klinického hodnoceni zaméreného na
klinicke¢ posouzeni studijniho léciva a CRO (nebo jeho
sesterska  spoleénost) uzavicla se¢ ZADAVATELEM
samostatnou pisemnou smlouvu, na jejimz zaklade byla
povéfena zastupovanim  ZADAVATELLE  pii vedeni
klinického hodnoceni:

VZHLEDEM K TOMU, ZE zdravotnické zafizeni a
zkousejici se zavazuji pIn¢ spolupracovat s CRO a umoznit
CRO  plnit  vSechny povinnosti  ZADAVATELL v
souvislosti s klinickym hodnocenim, véetné vykonu viech
prav. ZADAVATELE. ktera ZADAVATELI na zikladé
platnych zakont a zasad spravné klinické praxe prislusi, v
rozsahu, ve kterém byla CRO ZADAVATELEM k jejich
vykonu povérena. a to ve stejné mife. jako by tyto
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WHEREAS, Institution has the Resources and space
sufficient to properly conduct the Study: and

WHEREAS  (hereinafter Investigator) will conduct the
Study in the Institution and all Study Personnel will
conduct the Study under the supervision of Investigator:

and

WHEREAS, this Agreement explains the

obligations of Institution and CRO: and

respective

WHEREAS, under this Agreement CRO does not act. or
purport to act, as SPONSOR's contractual agent. but rather
as SPONSOR's appointed designee for managing the Study.

1. DEFINITIONS

Definitions for terms used in this Agreement are in Exhibit
B.

2. PROVISION OF RESOURCES AND SPACE
TO _CONDUCT THE STUDY AND __STUDY

povinnosti a prava naleZely primo CRO; a

VZHLEDEM K TOMLU. ZF zdravotnické zafizeni ma zdroje
a prostory dostateéné pro fadné provedeni  klinického
hodnoceni

VZHLEDEM K TOMU. ZE (dale jen zkousejici) bude
provadét klinické hodnoceni ve zdravotnickém zafizeni a
vsechny osoby  podilejici se na  provadéni  klinického
hodnoceni, budou toto Klinické hodnoceni provadét pod
dohledem zkousejiciho; a

VZHLEDEM K TOMU. ZE tato smlouva
povinnosti a prava zdravotnického zarizeni a CRO

popisuje

VZHLEDEM K TOMU. ZE na zikladé této smlouvy CRO
nejedna jako smluvni zastupce ZADAVATELE. ale jako
oprivnény zastupce ZADAVATELE pro (¢ely Fizeni tohoto
Klinického hodnoceni.

1. DEFINICE

Definice pojmi pouzivanych v této smlouvé jsou uvedeny v
Priloze B.

2. POSKYTNUTI ZDROJU A PROVADENI
KLINICKEHO HODNOCEN]

CONDUCT

2.1 Institution agrees. and commits itself to CRO. 1o
provide and create all necessary conditions allowing the
Investigator to use the Resources and premises to conduct
the Study.

2.2 Institution agrees, and commits itself to CRO. to
allow Investigator and other Study Personnel to conduct the
Study at Institution.
Investigator, further warrants, that it has granted consent in
accordance with Section 304, paragraph 1 of Act No.
262/2006 Coll.. to the Investigator conducting the Study
according to this Agreement upon his sole responsibility
and for a separate fee from the SPONSOR.

2.3 Institution acknowledges and agrees that CRO will
conclude a separate agreement with the Investigator
concerning the obligations of the Investigator in relation to
the Study. Institution further confirms that it has received a
copy of that agreement or has been otherwise satisfactorily
informed as 1o its terms and that such agreement may
include fair compensation.

2.4 Institution acknowledges that SPONSOR is the
sponsor of the Study. and as such is an intended third-party
beneficiary of this Agreement, whereas SPONSOR
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2.1 Zdravotnické zafizeni se viici CRO zavazuje vytvofit a
zajistit  takové podminky, Kkteré umozni zkousejicimu
vyvuzivat prostiedky a  prostory potiebné k  provadéni
klinického hodnoceni.

2.2 Zdravotnick¢ zarizeni se vici CRO zavazuje umoznil
zkouSejicimu a ostatnim osobam podilejicim s¢ na
provadéni  klinického hodnoceni. provedeni  klinického
hodnoceni  ve  zdravotnickém  zafizeni. Zdravotnické
zafizeni. jako zaméstnavatel zkouSejiciho. v souladu s
ustanovenim ¢lanku 304, odstavee 1 zakona ¢islo 262/2006
Sb.. udéluje timto zkoudejicimu souhlas, aby provedl
klinické hodnoceni dle této smlouvy na svou vlastni
odpovédnost a za samostatnou tplatu od ZADAVATELE.

2.3 Zdravotnické zafizeni bere na védomi a souhlasi s tim,
aby CRO uvzavielo se zkouSejicim samostatnou smlouvu, ve
které  budou konkretizovany povinnosti  zkousejiciho v
souvislosti s timto klinickym hodnocenim. Zdravotnické
zatizeni dale potvrzuje. ze obdrzelo kopii této smlouvy nebo
bylo  jinym  zpusobem uspokojivé informovino o
ustanovenich této smlouvy a o skutecnosti, ze na jejim
zaklade muze byt vyplacena nalezita odména.

2.4 Zdravownické zafizeni bere na védomi, Ze
ZADAVATEL je sponzorem klinického hodnoceni a z
tohoto titulu je povazovan za tieti smluvni stranu této
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transfers any or all of the SPONSOR's Studv-related
functions to CRO in compliance with ICH-GCP. sec. 5.2.1.
In addition to the foregoing, Institution agrees that CRO
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 CRO
hereunder). to SPONSOR. All references to SPONSOR
herein (whether in the context of delivery of Information,
submission of applications. financial terms. or anything
clse) derive from SPONSOR's status as such, and
Institution agrees to all such instances. Institution will

Fully Cooperate with CRO's requests  relating  to
SPONSOR.
2.5 Institution acknowledges that CRO is the recipient

ol Services described in this Agreement and, for the
avoidance of any doubt, that SPONSOR is not the recipient
of Services described in this Agreement.

2.6 Institution agrees, and commits itself to CRO. that
the Study shall be conducted in a diligent. efficient, and
skilful manner. in strict compliance with the terms and
conditions of this Agreement, the Protocol including
subsequent amendments, any specific Study Instructions.
Applicable Law and any other professional standards
applicable to their professional industries and fields.
Institution shall not commit any negligent acts or anyv
willful misconduct in connection with the Study.
Institution shall not make any unauthorized warranties to
any person (including Subjects) concerning the product
being tested in the Study

2.7 If required by Applicable Law, CRO shall, or
procure that SPONSOR, make(s) the necessary submissions
or notifications to the regulatory authorities. The Study
may not commence until the Investigator has been informed
by CRO that such authorization has been granted.

2.8 Institution understands that Investigator. shall agree
or has agreed to enroll the number of duly qualified
(according to the Protocol) Subjects for the Study as set
forth in Exhibit A and shall do so according to the timetable
set forth in Exhibit A. Notwithstanding the foregoing.
Institution also understands that Investigator shall agree or
has agreed that SPONSOR or CRO may unilaterally revise
the number of Subjects that Investigator shall enroll. and/or
the timeframe for such enrollment, via Study Instructions at
any time.
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smlouvy. zatimco ZADAVATEL prevadi nékteré nebo
viechny funkee souvisejici s klinickym hodnoceni na CRO
v souladu s ICGCP ¢Elanek 5.2.1. Kromé shora uvedeného.
souhlasi zdravomické zafizeni s tim, ze CRO muze
ZADAVATELL  predavat  jakékoli  informace a/nebo
dokumenty tvkajici se této smlouvy a/nebo (casti
zkousejiciho ¢ zdravotnického  zafizeni v Klinickém
hodnoceni  (véetngé, mimo jiné vSech hlaseni, jinych
dokumentii  nebo  materiali,  které  zkousejici  a/nebo
zdravotnické zarizeni na zakladé této smlouvy poskylli
CRO). Veskeré odkazy na ZADAVATELE v L€l
smlouvé (jak v souvislosti s predavanim informaci.
podavanim zadosti. finan¢nimi podminkami ¢i jinak) tak
vychazi ze shora uvedeného statutu ZADAVATELE a
zdravotnické zarizeni toto bere na védomi. Zdravotnicke
zarizeni se zavazuje poskytnout CRO veskerou sou¢innost
v souvislosti s pozadavky tykajicimi se ZADAVATELE.

2.5 Zdravotnické zafizeni bere na védomi. ze CRO je
prijemcem sluzeb popsanych v této smlouvé a pro odstranéni
viech pochybnosti plati, 72 ZADAVATEL neni prijemcem
sluzeb popsanych v této smlouvé.

2.6 Zdravotnické zarizeni sc dale vyslovné zavazuje a
ru¢i CRO za to. z¢ bude providet klinick¢é hodnoceni
peclivym, hospodarnym a odbornym zplsobem, v prisném
souladu s ustanovenimi této smlouvy. protokolu véetné
vsech jeho budoucich dodatka. konkrétnich pokyni pro
provadéni klinického hodnoceni. viech platnych zdkoni a
viech ostatnich profesnich predpist a norem, kieré se
vztahuji na dané odbornosti, ve kterych provadi svou
¢innost. Zdravotnické zafizeni se nesmi v souvislosti s
klinickym hodnocenim  dopustit zadné nedbalosti nebo
amyslného pochybeni. Zdravotnické zafizeni nesmi zadné
osobé (véetné subjektd hodnoceni) poskytnout jakékoli
neopravnéné zaruky tykajici se produktu, ktery je v ramci
klinického hodnoceni testovan.

2.7 CRO a ZADAVATEL se zavazuji provadeét veskera
nezbytna podani nebo ozndmeni regulacnim dradim v
souladu s platnymi zakony. Klinické hodnoceni nesmi byt
zahdjeno, dokud CRO  zkousejiciho neinformuje, ze
potfebna povoleni byla ziskana.

2.8 Zdravotnické  zarizeni bere na védomi. Ze
zkousejici se zavazuje nebo se zavazal do Klinického
hodnoceni  zaradit  pouze fadné zpusobilé  subjekty
hodnoceni (v souladu s ustanovenim protokolu). a to v
poctu uvedeném v priloze A této smlouvy a zavazuje se¢
tento nabor provést v souladu s ¢asovym harmonogramem
uvedenym v pfiloze A této smlouvy. Bez ohledu na vyse
uvedené, zdravotnické zafizeni rovnéZ bere na védomi. ze
zkousejici souhlasi nebo souhlasil s tim, ze¢ ZADAVATEL
nebo CRO mohou jednostranné Kkdykoli zmeénit pocet
subjekti  hodnoceni,  které  zkousejici  do  klinického
hodnoceni mize zaradit a/nebo ¢asovy harmonogram
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2.9 Institution shall make records regarding the Study
as required by the Protocol. applicable law or regulation, or
ICH Good Clinical Practices, and in accordance with
Institution’s standard procedures.  Institution will retain
such records for a minimum of twenty-five (25) years from
the issue date of the clinical study report/summary or
equivalent.  SPONSOR will inform the Investigator of the
date on which the SPONSOR required retention period will
expire. After the expiration of this period. Institution is
responsible for complying with any remaining relevant
local. organizational. state, national and/or regulatory
guidelines for records retention.

2,10 Institution is not presently under any agreement or
obligation which conflicts with the duties and obligations
owed to SPONSOR or CRO under this Agreement. and
further agree not to undertake any such obligation or
agreement during the course of the Study.

2.11  Institution hereby acknowledges and agrees that it
has received sufficient Information regarding the provision
of'its Services.

2,12 Institution shall, throughout the duration of the
Study. provide, keep available to the Investigator and Study
Personnel and maintain all necessary Resources for the
adequate performance of the Study. Institution shall inform
CRO promptly in writing (including by email) about all
changes impacting the Resources.

2,13 The Protocol. including any amendments thereto,
conslitutes an integral part of this Agreement by reference. In
:ase of any inconsistency between this Agreement and the
Protocol. the Protocol shall take precedence on matters of
medicine. science and conduct of the Study: otherwise the
terms of this Agreement shall prevail.

2.14  Institution agrees 1o compensate CRO  and
SPONSOR as applicable, for all costs arising out of
Institution’s breach of this Agreement.

2.15  Institution agrees that if Investigator or any Study
Personnel is a government employee, official and/or
performing a governmental function, such relationship may
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naboru. a to prostiednictvim vydani prisluiného pokynu ke
klinickému hodnoceni.

2.9 Zdravotnické zafizeni se zavazuje veést zdaznamy ke
klinickému hodnoceni v souladu s pozadavky protokolu a 1€z
v souladu s platnymi zdkony, predpisy a Zasadami spravné
klinické praxe Mezinarodni konference pro harmonizaci (ICH
GCP) a v souladu s wnittnimi predpisy Zdravotnického
zafizeni. Zdravotnické zafizeni se zavazuje uchovavat tylo
zaznamy minimdlné po dobu dvaceti péti (25) let od data
vydani zavéretné/souhrnné zpravy z klinického hodnoceni
nebo ekvivalentniho dokumentu. ZADAVATEL se zavazuje
informovat Zkousejiciho o datu. od kterého jiz nepozaduje
dalsi povinné¢ uchovavani zaznamd. Po uplynuti této doby
nese zdravotnické zafizeni odpovédnost za dodrzovani
ustanoveni vsech ostatnich platnych mistnich, organizacnich,

statnich, narodnich  a/nebo  regulatornich  piedpisu  pro
uchovavani zaznamu.
2,10 Zdravotnické czatizeni prohlaSuje, 7e nemd v

soucasn¢ dob¢ uzavienou zadnou smlouvu ¢i zavazek. které
by mohly negativné ovlivnit pInéni povinnosti vuci
ZADAVATELL nebo CRO na zdklad¢ této smlouvy a
soucasné se zavazuje po celou dobu pribéhu klinického
hodnoceni zadnou takovou smlouvu neuzaviit ani zadny
takovy zavazek nepfijmout.

2.11  Zdravotnické zafizeni timto bere na védomi a
potvrzuje. z¢ obdrzelo dostatecné informace tykajici se
sluzeb, ktere ma poskytovat.

212 Zdravotnické zarizeni se zavazuje po celou dobu
trvani klinického hodnoceni mit kK dispozici viechny
nezbytné pomucky a zdroje pro fadné provedeni klinického
hodnoceni a poskytnout je zkousejicim ¢lentm tymu, ktery
klinické hodnoceni provadi. Zdravolnické zafizeni je
povinno neprodlené pisemné informovat CRO (a soucasné
tuto informaci odeslat elektronickou postou) o vsech
zménach. které maji vliv na dostupnost zdrojt a/nebo ¢lent
tymu providéjiciho klinické hodnoceni.

2.13  Protokol. vcetné vsech jeho dodatki. predstavuje
nedilnou soucast 1éto smlouvy jako jeji priloha. V piipadé
jakéhokoli rozporu mezi touto smlouvou a protokolem ma
protokol prednost v otazkdich mediciny. védy a provedeni
studie, jinak prevazuje lato smlouva.

2.14  Zdravotnické zafizeni se zavazuje uhradit CRO a
ZADAVATELL vsechny ndklady, které jim vzniknou v
dusledku poruseni ustanoveni této smlouvy ze strany
zdravotnického zarizeni.

2.15  Zdravotnické  zafizeni souhlasi. Ze pokud je
zkousejici nebo jakdkoli jinda osoba podilejici se na
provadéni klinického hodnoceni stitnim  zaméstnancem.
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be disclosed to the SPONSOR.

2.16  Institution warrants that neither it, nor any Study
Personnel are officials. agents. or representatives of any
government or political party or international organization
where they may be in positions of authority to be able to
improperly help CRO or SPONSOR obtain a business
advantage. Institution further warrants that neither it nor
any Study Personnel shall make any payment, either
directly or indirectly, of any money or other consideration
(hercinafter Payment), to government or political party
officials. officials of international organizations. candidates
for public office, or representatives of other businesses or
persons acting on behall of any of the foregoing
(hereinafter collectively Officials) where such Payment
would constitute violation of any law, including the U.S.
Foreign Corrupt Practices Act. In no event shall [nstitution
or any Study Personnel make any Payment either directly
or indirectly to Officials it such Payment is for the purpose
ol influencing decisions or actions with respect to the

subject matter of this Agreement or any other aspect of

CRO’s or SPONSOR’s business. Institution shall report
any violation of this warranty promptly to CRO and agree
to respond to any CRO inquiries about any potential
violations and make appropriate records available to CRO
or SPONSOR upon request. At any time upon the request
of’ CRO. Institution agrees to promptly certify in writing
their ongoing compliance (and the compliance of all other
Study Personnel) with the warranties contained in this
Section 2.16.

2.17  SPONSOR or the SPONSOR’s designee shall ensure
appropriate and timely supply of the Study Drug neccessary
for the performance of the Study.

The Study Drug shall be supplied free of charge 1o
Institution’s  pharmacy. Institution hereby undertakes 1o
ensure that the Study Drug be stored separately from other
medication in the pharmacy, and its preparation, inspecting,
preserving and dispensing (hereinafter only “Study Drug
Handling™) be performed in compliance with Protocol and
Study Instructions, and the Applicable Law. as well as the
terms and conditions stipulated by LEK-12 Directive issued
by State Institute for Drug Control.

Institution shall appoint agent/agents meeting professional
qualification criteria for the medical position of a pharmacist
or pharmaceutical assistant pursuant to Applicable law. who
shall be responsible for Study Drug Handling and keeping
full records thereon. Immediately after appointing such
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Grednikem a/nebo vykonava funkei v organech statni
spravy. ma byt tato informace poskytnuta ZADAVATELL

2.16 Zdravotnické zarizeni ruci za to, ze ani zdravotnické
zarizeni. ani jakykoli jiny ¢len tymu provadéjiciho klinicke
hodnoceni nejsou aredniky, zistupci ¢i predstaviteli organa
statni spravy. politickych stran & mezindrodnich organizaci,
ve ktervch by mohli mit pravomoc nezakonné pomahat CRO
amebo ZADAVATELIL Kk ziskani konkurenénich vyhod.
Zdravotnické zafizeni dale ru¢i za 1o, ze ani zdravotnické
zafizeni, ani jakvkoli ¢len tymu provadejici  klinické
hodnoceni nesmi primo ¢i nepiimo vyplatit Zadnou financni
¢i jinou odménu (ddle jen "vyplata") statnim Gfednikiam,
predstaviteltim politickych stran, predstavitelim zahranicnich
organizaci, kandidatim na politick¢ funkce, predstavitelum
jinych firem ¢i osobam jednajicim ve jménu shora uvedenych
organt  (ddle jen v textu souhrnné  oznacovani  jako
"Ofednici"). pokud by takova wvyplata byla v rozporu s
platnymi zakony. vetné mimo jin¢ Zakona USA o
korupc¢nich praktikach v zahranici. Zdravotnické zafizeni, ani
Zadny z Clent tymu provadéjiciho klinickeé hodnoceni nesmi v
zadném pripadé piimo ¢i neprimo vyplatit zadnou financni ¢i
nefinanéni odmeénu zadnému Gfednikovi, pokud je smyslem
vyplaty této odmény ovlivnéni rozhodnuti nebo poskytnuti
jakéhokoli jiného plnéni v souvislosti s predmétem této
smlouvy nebo v souvislosti s jakymkoli aspektem podnikéni
CRO nebo ZADAVATELE. Zdravotnické zarizeni  se
zavazuje neprodlené informovat CRO o pripadném poruSeni
shora uvedenych ustanoveni a rovnéz se zavazuji fadné
odpovidat na jakékoli dotazy CRO ohledné pripadného
poruseni shora uvedenvch ustanoveni a zpiistupnit CRO
amebo ZADAVATELI na jejich zadost prislusné ziznamy.
Na zikladé zidosti CRO se zdravotnické zafizeni zavazuje
neprodlené pisemné potvrdit. Ze stale dodrzuje (a téz ze
viichni ¢lenové tymu provadéjiciho  klinické hodnoceni
dodrzuji) viechny zaruky a ustanoveni tohoto ¢lanku 2.16.

217 ZADAVATEL nebo jim urCeny zastupce se
zavazuje zajistit fadné a véasné dodavky studijniho lé¢iva
nutné pro fadné provedeni klinického hodnoceni.

Studijni = [é¢ivo  bude zdarma dodavano do  lékarny
zdravotnického zafizeni. Zdravotnické zafizeni se timto
zavazuje zajistit uskladnéni studijniho lé¢iva oddélené od
ostatnich léciv v lékarné a provadét pripravu. kontrolu,
uchovavani a distribuci  studijniho  leciva (ddle jen
"manipulace  se  studijnim  lécivem”) v souladu s
ustanovenim protokolu. pokyny pro provadéni klinického
hodnoceni. platnymi  zakony a v souladu se viemi
ustanovenimi a podminkami smérnice LEK-12 Statniho
astavu pro kontrolu 1é¢iv (SUKL).

Zdravotnické zatizeni se zavazuje jmenovat jednoho nebo
vice zastupetll. kteff spliuji kvalifikacni pozadavky na
vykon povolani farmaceuta nebo farmaceutického asistenta
ve smyslu ustanoveni platnych zakont. Tito zastupci budou
odpovédni za manipulaci se studijnim lé¢ivem a za vedeni
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agent, Institution shall notify CRO in writing of the name and
surname of the appointee(s) along with the appropriate
contact details, if applicable.

The Institution hereby undertakes to perform/ensure safe
liquidation/disposal of unused Study Drug (as hazardous
waste) in accordance with the Applicable Law. if requested to
do so by SPONSOR or CRO.

2.18 I CRO or SPONSOR requests Institution to source
marketed/comparator drug, CRO will reimburse Institution
according to Exhibit A. Institution warrants that it will only
source drug products that comply with the specifications of
the Protocol.

2.19 The Study includes the collection by Institution of
human biological materials from Study participants for
research use, Institution will comply with all applicable laws,
rules. regulations and codes of practice and guidance relating
o the collection, storage, use. shipping, and disposal of
human biological materials in the conduct of the Study and
with respect to any such human biological materials from the
Study retained in Institution’s possession. Institution and
SPONSOR  will mutually agree to appropriate informed
consent (including. as appropriate. for any genetic analyses)
for the Study and for research use of any human biological
materials, with ethics approval. [nstitution agrees that any
human biological materials collected as part of the Study that
are transferred to SPONSOR or a SPONSOR contractor, or
held by Institution for SPONSOR, will be under the
custodianship and control of SPONSOR

3. MONITORING AND COOPERATION

3.1 Institution shall Fully Cooperate with CRO and will
grant CRO access for monitoring visits and allow direct
inspection of all Study related records. including Subject
medical files, as requested by CRO and for any other
purposes relating to the Study as deemed necessary by
CRO.

4. AUDITS AND REGULATORY INSPECTIONS

souvisejicich zaznamut a dokumentace. Thned po jmenovani
tohoto  zastupce/zastupeil. oznami zdravotnické  zarizeni

CRO  pisemné jméno a piijmeni povéiené osoby
(povéfenych osob), spolu s pfislusnymi  kontaktnimi
informacemi.

Zdravotnické zafizeni se zavazuje na zaklade¢ Zzidosti
ZADAVATELE nebo CRO provést/zajistit bezpenou
likvidaci nevyuzitého studijniho IéCiva (jako nebezpecny
odpad) v souladu s ustanovenim platnych zakond.

2.18 Pokud CRO nebo ZADAVATEL pozidaji
zdravotnické  zafizeni o nakoupeni na  trhu
dostupnych/srovnavacich léciv, zavazuje se ZADAVATEL
tento nakup zdravotnickému zarizeni uhradit v souladu s
ustanovenim Prilohy A. Zdravotnické zafizeni ruci za to, 7e
budou nakupovat pouze takova léciva, ktera splnuji
ustanoveni protokolu.

2.19 Soucasti Klinického hodnoceni je odbér huménniho
biologického materidlu subjektti hodnoceni pro vyvzkumné
ucely provadény zdravotnickym zafizenim. Zdravotnické
zafizeni sc czavazuje dodrzovat viechny plainé zakony.
predpisy. profesni normy a smérmice tykajici se odbéru.
uchovavani, pouzivani. prevozu a likvidace humanniho
biologického materidlu, a 1o jak co se tv¢e humanniho
biologického materialu subjektii hodnoceni odebraného v
ramci klinick¢ho hodnoceni. tak humanniho biologického
materidlu subjekui hodnoceni. ktery zdravotnické zafizeni
bude uchovavat. Zdravotnické zafizeni a ZADAVATEL se
spole¢né  dohodnou na vhodném znéni informovaného
souhlasu (vCetné pripadnych genetickych analyz) k pouzivani
humanniho biologického materialu pro acely klinického
hodnoceni a pro vyzkumné Gcely, na zikladé souhlasu etické
komise.  Zdravotnické zafizeni souhlasi s tim, Ze¢ humanni
biologicky material odebrany v ramci klinického hodnoceni
bude predain ZADAVATELI ncbo smluvnimu partnerovi
ZADAVATELE nebo bude pro ZADAVATELE uchovavan

ve zdravotnickém zafizeni, pod dohledem a spravou
ZADAVATELE.

3. MONITORING A SPOLUPRACE

3.1 Zdravolnické  zarizeni  se  zavazujc  plné

spolupracovat s CRO a umoznit CRO vstup do svvch
prostor za Gcelem provadeni monitoringu  klinického
hodnoceni. Zdravotnické zafizeni se dale zavazuje umoznit
CRO primou kontrolu vsech zdznamu tykajicich se
klinického hodnoceni. véetné zdravotnické dokumentace
subjektt hodnoceni, na zikladé pozadavku CRO a pro
acely souvisejici s klinickym hodnocenim, v nutném
rozsahu dle pozadavki CRO.

4. AUDITY A KONTROLA ORGANU STATNIHO

235320
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4.1 Institution shall Fully Cooperate with audits or
inspections, applicable to the Study. performed by
SPONSOR or CRO during or after completion of the Study.
Institution shall allow SPONSOR, CRO and governmental
or regulatory authorities, including but not limited to the
U.S. Food and Drug Administration, access 10 Resources
used to perform tasks related to the Study. shall make all
requested documents available to them and shall provide
them with any further Information as may be requested.

4.2 In the event the audit or regulatory inspection
identifies a lack of compliance with this Agreement on the
part of Institution. CRO may terminate this Agreement in
accordance with Section 14.1 (a).

4.3 Institution  shall immediately notify CRO by
telephone, email or fax if a governmental or regulatory
authority. including but not limited to the State Institute for
Drug Control (Statni ustav pro kontrolu leciv ~SUKL).
requests 1o carry out an inspection of Institution’s facilities,
or does so. Institution shall allow SPONSOR and CRO to
be present during such inspection, and shall provide to
SPONSOR and CRO copies of all  materials,
correspondence.  statements. forms and records that
Institution receives. obtains or generates pursuant to or in
connection with any such inspection.

5. CONFIDENTIAL INFORMATION

5.1 Institution agrees that any and all Confidential
Information that is received from CRO. SPONSOR or
otherwise in connection with this Agreement shall be
received and maintained by it in strict confidence and not
disclosed to any third party (other than SPONSOR) during
the conduct of the Study and for fifteen (15) years
thereafter.  Furthermore, Institution agrees to use the
Confidential Information only for the purposes of this
Agreement except as otherwise specifically provided for
herein.

5.2 Institution may disclose Confidential Information
only to (a) Investigator and Study Personnel, or other
employees or stafl who require access thereto for the
purposes of this Agreement provided. however. that prior to
making any such disclosures Institution binds such
Investigator and Study Personnel. employees or staff in
writing to the same obligations as are contained herein to
maintain Confidential Information in confidence and not to
use such Confidential Information for any purpose other
than in accordance with the terms of this Agreement, (b) to

jim

4.1Zdravotnické zafizeni se zavazuje pIné spolupracovat pfi
auditech a kontrolach pfislusnych k tomuto klinickému
hodnoceni  provadénveh béhem  klinického hodnoceni
ZADAVATELEMa/nebo CRO.  Zdravotnické zafizeni se
zavazuje umoznit ZADAVATELL CRO, statnim Gradim
a/nebo organum statniho dozoru, véetné mimo jiné Uradu
Spojenych stath Americkych pro kontrolu potravin a léciv
(FDA) pristup ke zdrojom a prostredkam uzivanym k
pinéni Gkonut v ramci klinického hodnoceni a poskytnout
viechny  pozadované dokumenty a  dalsi  jimi
pozadované informace.

4.2V pripadé, ze béhem auditu nebo konwoly organu
statniho dozoru bude zjisténo poruseni ustanoveni této
smlouvy ze strany zdravotnického zafizeni. maji
ZADAVATEL a CRO pravo tuto smlouvu vypovédeét v
souladu s ustanovenim ¢lanku 14.1(a).

4.3/dravotnické  zafizeni se  zavazuje  neprodlené
telefonicky. e-mailem nebo faxem informovat CRO v
piipadé. kdy statni drad nebo organ statniho dozoru, véetné
mimo jiné Statniho tfadu pro kontrolu 1é¢iv ( SUKL) nafidi
provedeni kontroly v prostorach zdravotnického zarizeni
nebo takovou Kontrolu zahdji. Zdravotnické zatizeni se
zavazuje umoznit ZADAVATELI a CRO G¢ast pii téchto
kontrolach a zavazuje se poskytnout ZADAVATELI a
CRO kopie vSech materialu, korespondence. prohlaseni,
formularu a zaznamil, které zdravotnické zaiizeni obdrzi,
ziskd nebo vytvoii na zakladé nebo v souvislosti s
kontrolou.

5. DUVERNE INFORMACE

51 Zdravotnické zafizeni bere na védomi a souhlasi s
tim. ze viechny davérmné informace. které obdrzi v

souvislosti s touto smlouvou, musi byt uchovavany v
tajnosti. Soucasn¢ plati, ze tyto davérné informace nesmi
byt po celou dobu provadeni klinického hodnoceni a
dalSich patnact (13) let po jeho dokonéeni sdélovany
zadnym tietim stranam. s vyjimkou ZADAVATELEL.
Zdravotnické zarizeni se ddle zavazuje pouzivat divérné
informace vvhradné pro Gcely plnéni ustanoveni této
smlouvy. pokud neni v této smlouve pro konkrétni piipady
uvedeno jinak.

5.2 Zdravotnické zarizeni mize divérné informace
predavat pouze (a) hlavnimu zkousejicimu a éleniim tymu
provadéjictho klinické hodnoceni nebo ostatnim
zaméstnancum ¢i pracovnikam. Kteii musi mit kK témto
informacim pristup za ucelem plnéni ustanoveni této
smlouvy, za predpokladu, Ze pred preddnim téchto
informaci zdravotnické zafizeni pisemné zavaze tyto ¢leny
tymu provadéjiciho klinické hodnoceni a/nebo ostatni
zaméstnance ¢i pracovniky. ke stejnym povinnostem
ohledné nakladani s divérnymi informacemi. jaké
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the appropriate EC having jurisdiction over the
performance of the Study at Institution and c¢) 1o State
Institute for Drug Control.

5.3 The terms of this Agreement, including but not
limited to the financial terms. are the Confidential
Information of SPONSOR and CRO. and shall be
maintained in confidence by Institution in accordance with
Section 5.1 above. If, however, Institution is required by
Applicable Law 1o disclose such Confidential Information,
it may do so without breaching its obligations under this
Section provided, in advance of disclosure. it notifies CRO
of the Confidential Information to be disclosed, the reason
for disclosure, and the date of disclosure.

5.4 Nothing contained herein will in any way restrict or
impair any party’s right to use, disclose. or otherwise deal
with any Confidential Information which at the time of its
receipt:
(a)

is generally available in the public domain or

becomes available to the public through no act of

the party receiving said Confidential Information:
or
(b) is independently known by the party receiving the
Confidential Information, prior to receipt thereof,
which said party can demonstrate by documented
proof: or
(¢) is lawfully given to the receiving party by a third
party who is not bound by anyv obligation 1o
preserve it as confidential.

6. RIGHTS TO INFORMATION
INVESTIGATIONAL PRODUCT

AND

6.1 All Information provided to Institution for purposes
of the performance of the Services and Investigational
Product(s) are and will remain SPONSOR's property.
Institution shall not acquire any rights of any kind
whatsoever with respect to the Investigational Product(s) or
such Information as a result of performance under this
Agreement or otherwise.

=y

2 Institution shall deliver all Information and clinical
specimens  to SPONSOR, CRO or their respective
designee(s) in a timely manner throughout the performance

235320 CZE CSA Inst_Site nol__ Bilingual 20180612 1.0

predepisuje tato smlouva a ke stejnym povinnostem jako
predepisuje tato smlouva ohledné vyuzivani téchto
daveérnyeh informaci vyluéné pro Géely plnéni jejich
ustanoveni: (b) prislusné etické komisi nebo kontrolni
komisi zdravotnického zafizeni. ktera ma provadeéni
klinického hodnoceni ve zdravotnickém zarizeni na starosti
a (c) Statnimu Gstavu pro kontrolu 1é¢iv (SUKL).

5.3 Viechna ustanoveni této smlouvy. véetné mimo jiné
ustanoveni tykajici se financovéni a finanénich podminek.
jsou davérnymi informacemi ZADAVATELE a CRO a
zdravotnické zafizeni je povinno s témito informacemi
nakladat v souladu s ustanovenim shora uvedeného ¢lanku
5.1. Niemeéné pokud ma zdravotnické zafizeni dle platnych
zakon( povinnost poskytnout davérné informace tietimu
subjektu, maze tak ucinit bez poruseni svyeh povinnosti dle
tohoto ¢lanku této smlouvy za predpokladu, Ze pred
poskytnutim téchto informaci pisemné sdéli
ZADAVATELL a CRO, které duvérné intormace budou
danému subjektu poskytnuty. uvede divod jejich
poskytnuti a datum kdy budou poskvtnuty.

5.4 Zadné z ustanoveni této smlouvy neomezuje pravo
smluvnich stran této smlouvy pouzivat. piedavat ¢i

Jakymkoli jinym zplsobem nakladat s diveérnymi

informacemi. kter¢ v dobé jejich ziskani:

(a) byly vseobecné verejné znamé
nebo se stanou verejné znamymi bez prispéni smluvni
strany. ktera tyto davérné informace obdrzela: nebo

(h) strana. ktera tyto informace
obdrzela. je jiz znala z diivéjska a mize to prikaznym
zpusobem dokazat; ncho

(c) strana. Kterd tyto informace obdrzela, je jiz drive
zakonnym zpusobem ziskala od jiné teti strany. ktera neni
vazina povinnosti mléenlivosti ve vztahu k témto
davernym informacim.

6. PRAVA K INFORMACIM A
HODNOCENEMU PRIPRAVKU

6.1 Vsechny informace poskyvtnuté  zdravotnickému
zafizeni pro dcely provadnéni sluzeb a  hodnocené
pfipravky  jsou a zustavaji vlastnictvim zadavatcle.

Zdravotnické zafizeni neziskava v disledku poskytnuti
plnéni dle této smlouvy ¢i jinak k hodnocenym pripravkom
a informacim Zadna préiva.

6.2 Zdravotnicke zarizeni se zavazuje po celou dobu
providéni  klinického  hodnoceni  predavat  veskeré
informace a Klinické vzorky ZADAVATELL CRO nebo
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of the Study. as provided in the Protocol or Study
Instructions, and in no event later than ten (10) business
days afier (i) the date of termination of this Agreement or
(ii) the date on which SPONSOR or CRO otherwise
requests delivery of Information, unused Investigational
Product(s) and clinical specimens.

6.3. The Information and Study Results (including
publication) may be used by SPONSOR in any manner it
deems appropriate to comply with its business interests, both
during, and following termination of. this Agreement

7. PUBLICITY

7.1.Neither party to this Agreement shall use the name.
symbols, trademarks or image of the other party hereto. or
SPONSOR’s name. symbols. trademarks or image. in
connection with any advertising or promotion of any
product or service without the prior written consent ol such
party or SPONSOR, as appropriate.

8. INTELLECTUAL PROPERTY

8.1 Any and all Swtudy Results and Information,
material or assets relating to the Study Drug. the Protocol
or the Study, including any and all existing or future rights
therein (hereinafter collectively referred to as Assets),
whether patentable or not, conceived by Institution under
this Agreement. shall be, and remain, at all times the sole
and exclusive property of SPONSOR and SPONSOR shall
own. to the widest extent possible under Applicable Law.
any and all Intellectual Property Rights thereto (subject to
the rights expressly reserved for CRO under Section 8.3).
To the extent required for SPONSOR to obtain. secure and
perfect said rights and legal positions under Applicable
Law. the Assets shall automatically vest in SPONSOR and
to the extent required, Institution hereby assigns all rights.
title and interests in any and all Assets to SPONSOR. and
shall perform any and all other acts necessary to assist
SPONSOR in obtaining, securing and perfecting the rights
to said Assets. In the event that SPONSOR, according to
Applicable Law, cannot obtain or secure ownership of any
of said Assets. Institution herebv grants SPONSOR

worldwide. exclusive. unlimited and rovalty-free rights of

use. exploitation and utilization and/or licenses regarding
said Assets. Institution warrants by the exccution ol this
Agreement. that ithas not entered into, 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 1o, any Assets existing at
the time of the execution of this Agreement or arising out
of or related to its performance thereunder.

235320
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Jimi uréenym osobam, a to ve lhatich uvedenych v
protokolu  nebo  pokynech pro  proviadeéni  klinického
hodnoceni. V kazdém pripadé musi byt vSechny informace,
nevyuzilé hodnocené piipravky a klinické vzorky vraceny
nejpozdeji do deseti (10) pracovnich dnt od (i) data
ukonceni platnosti této smlouvy: nebo (ii) data, kdy si
ZADAVATEL nebo CRO wvyzidali preddani téchto
informaci, nevyuzitvch  hodnocenych  piipravki  a
Klinickych vzorku.

6.3 ZADAVATEL smi vyuzivat (véetné publikovani)
informace a vysledky klinického hodnoceni jakymkoli
zpusobem, ktery uzna za vhodné a ktery je v souladu s
obchodnimi zajmy ZADAVATELE. a to jak po celou dobu
platnosti této smlouvy, tak po jejim ukonceni.

7 REKLAMA

7.1 Zadna ze smluvnich stran této smlouvy nesmi pouzivat
nazev ostatnich smluvni stran ani nazev ZADAVATELE v
zadnych reklamnich ¢ marketingovych materidlech v
souvislosti s propagaci svych produkti ¢i sluzeb. bez
predchoziho pisemného souhlasu ZADAVATELE nebo
doty¢ne smluvni strany

8. DUSEVNI VLASTNICTVI

8.1.Veskere vysledky klinického hodnoceni, véetné vsech
informaci. materiala a dalsich aktiv ykajicich se studijniho
[¢civa, protokolu nebo klinického hodnoceni. véetné viech
stavajicich 1 budoucich prav k nim (dale jen "vysledky
klinického hodnoceni"”). bez ohledu na to. zda jsou
patentovatelné ¢i nikoli, které zdravotnické zarizeni ziska ¢i
odvodi na zakladé své ¢innosti dle této smlouvy. jsou a
vzdv  budou wvvhradnim a wyluénym vlastnictvim
ZADAVATELE a ZADAVATEL k nim ma a bude mit. v
maximalni mife povolené plainymi zdkony, vsechna priva
dusevniho  vlastnictvi (s vyjimkou prav  vyslovné
vvhrazenych CRO na zakladé ustanoveni ¢lanku 8.3). Pro
ncely ziskani a zajisténi shora uvedenych priav a pravnich
naroki ve smyslu platnych zikonit ZADAVATELEM,
prechdzi  automaticky  vesSkera prava k  vysledkim
klinického hodnoceni na ZADAVATELE a zdravotnické
zarizeni timto v pozadovaném rozsahu prevadi vsechna
prava. zajmy a podily na vsech vysledcich klinického
hodnoceni na ZADAVATELE a zavazuje se poskytnout
ZADAVATELI nezbytnou soucinnost k ziskani, zajisténi a
dokonceni pfevodu prav k témto vysledkum klinického
hodnoceni na ZADAVATELE. V' pripade, ze
ZADAVATEL na zakladé plainych zakont nemuze k
néktervm  shora  uvedenym  wvysledkam  Kklinického
hodnoceni  ziskat nebo  si - zajistit  vlastnickd  prava.
zdravotnické  zafizeni timto  udéluje ZADAVATELI
celosvétova, vyhradni. neomezenda a bezplatnd priva na
vyuzivani téchto vysledki klinického hodnoceni a/nebo
celosvetovou. vyhradni, neomezenou a bezplatnou licenci
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8.2 Institution shall disclose to CRO (who will disclose
to SPONSOR) all Study Results, Information and in
particular all inventions. findings, discoveries and other
creative ideas and developments (hercinafier referred 1o as
Inventions) conceived or reduced to practice as a direct
result of the Study. Such disclosure shall/must be made
fully and promptly in writing to an authorized/authorised
representative of CRO (who will disclose 1o SPONSOR ).

8.3 All parties 1o this Agreement and SPONSOR shall
retain all right. title and interest in any Intellectual Property
that was owned by such party or SPONSOR prior to or
apart from the commencement of this Agreement. No
license grant or assignment, express or implied, by estoppel
or otherwise, is intended by. or shall be inferred from, this
Agreement except to the extent necessary for each party to
fulfill its obligations under this Agreement or otherwise
give effect to this Agreement.

8.4 Institution agrees that SPONSOR may make public a
summary of the Protocol and Study results from all Study
sites. including the names of Institution at each Study site.
and Institutions conducting the Study. in one or more
publicly accessible worldwide registers at any time after the
commencement of the Study.
Any participation of Investigator or other representatives of
Institution as a named author of this Multicenter
Publication will be determined in accordance with the
International Committee of Medical Journal Editors
("ICMIE™) Uniform Requirements for Manuscripts, and
Institution acknowledges that the enrollment of Study
subjects alone is not a qualification for authorship. If the
Investigator or other representative of Institution is a named
author of the Multicenter Publication, SPONSOR and
Institution (on behall” of such authors at Institution) agree
that authors will have access 10 the Study data from all
Study sites as necessary to fully participate in the
development of the Multicenter Publication: will adhere to
ICMIE requirements regarding authorship; will disclose as
part of the Multicenter Publication that SPONSOR
linancially supported the Study and any personal financial
relationship  with  SPONSOR: has made substantial
contributions to the Study and has given or will give final
approval to the wversion of the Multicenter Publication
ultimately published: and upon completion of author
activities will certify in writing to the foregoing and that the
235320 CZE_CSA Inst_Site nol)
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na jejich vyuzivani. Zdravotnické zafizeni svym podpisem
této smlouvy ru¢i za to, Ze nema uzavieny ani neuzavic
zadny smluvni vztah, ktery by jakymkoli zpisobem mohl
negativné ovlivnit prava ¢i zajmy ZADAVATELE ve
vztahu K vysledkum klinického hodnoceni, a o jak k tem,
Kkteré existuji jiz v dobé podpisu této smlouvy, tak k tém.
které vzniknou v budoucnu na zékladé plnéni této smlouvy.

8.2 Zdravotnické zarizeni se zavazuje predat CRO ( ktery to
predd  ZADAVATELI).viechny  vysledky  klinického
hodnoceni. informace a zejména pak vSechny vynalezy,
zjisténi. objevy a dalsi kreativni ndapady a navrhy (déle jen
"objevy") ziskané nebo uvedené¢ do praxe v primé
souvislosti s klinickym hodnocenim. Predani téchto objevi
se musi uskute¢nit neprodlené a musi byt provedeno
pisemnou formou do rukou opravnéného
zastupee/opravnényeh  zastupea CRO  (ktery to  pledd
ZADAVATELI).

8.3 Vsechny strany této smlouvy a ZADAVATEL si
zachovavaji vSechna prava a podily na  dusevnim
vlastnictvi, které tvto strany a/nebo ZADAVATEL
vlastnili pred zahajenim plnéni této smlouvy nebo které
bvly ziskdny nezavisle na této smlouveé. Touto smlouvou se
neprevadi zadné licence. a to ani vvslovné, ani domnéle Ci
na zakladé zakonné piekdazky ¢i jinak. nad rdmec
povinnosti jednotlivych smluvnich stran dle této smlouvy.

8.4 Zdravotnicke zarizeni souhlasi s tim, ze ZADAVATEL
muze. kdvkoli po zahdjeni klinického hodnoceni, zvefejnit
shrnuti protokolu a wvvsledka klinického hodnoceni za
viechna centra, kde klinické hodnoceni probiha. v jednom
nebo nékolika celosveétovych registrech. a to i s uvedenim
nazvu  zdravotnického  zafizeni a s uvedenim
zdravotnickych zafizeni provadgjicich klinické hodnoceni.

Pripadné uvedeni zkousejictho nebo jinych zastupt
zdravotnického zarizeni jako autora v této Multicentrické
publikaci bude posuzovano v souladu s Jednotnymi
pozadavky na upravu rukopist urcenych k publikaci v
lékarskych a  biologickych  casopisech  ("ICMIE")
Mezinarodniho vyboru vyvdavateli Iékaiskych Casopist, a
zdravotnické zarizeni bere na védomi, Zze samotné zafazeni
pacientu do klinického hodnoceni nezakladd pravo na jeho
uvedeni jako autora. Pokud bude zkouSejici nebo jiny
zastupce zdravotnického zarizeni uveden jako autor v
Multicentrické publikaci, ZADAVATEL a zdravotnické
zatizeni (jménem vSech autorti uvedenych za zdravotnické
zafizeni) souhlasi s tim. Ze tito autofi: budou mit pfistup k
vysledkum klinického hodnoceni ze vsech center. kde
klinické hodnoceni probihd, a to v rozsahu nezbytné
nutném k tomu, aby se mohli plné podilet na pfipravé této
Multicentrické publikace: budou dodrzovat pozadavky
ICMJE ohledné autorstvi:  zveiejni v Mluticentrické
publikaci fakt, ze ZADAVATEL financné podporil klinické
hodnoceni a také veskeré osobni finanéni vztahy se
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authored publication is fair, accurate, and balanced.
Institution agrees that SPONSOR s financial support of the
Study will be disclosed in any Institution Publication and
will require all authors of such Institution Publication to
disclose any financial relationship with SPONSOR.
Institution agrees that SPONSOR or its affiliates may make

public the names of the Institution as part of a list of

Investigators and Institutions conducting the Study when
making either protocol or results summary register
postings. Institution agrees that SPONSOR or its affiliates
may make public specific information such as. without
limitation the services provided by Institution, the name
and address of Institution and details of any payment or
benefit in kind made to or for the benefit of Institution
pursuant to this Agreement. By signing this Agreement,
Institution agrees to SPONSOR or its affiliates publicly
disclosing such information as required under any
applicable laws or industry codes of practice or SPONSOR
policy.

9. DATA PROTECTION & PRIVACY

9.1 [nstitution shall notify CRO immediately in writing

(but in no event later than five (5) days from the date) of

any Data Security Breach related to the Study.

9.2 If requested by CRO in order to enable CRO to
comply with any Applicable Law and to Process any
Personal Data, Institution will work with CRO in good faith
10 address any issue relating to the Processing of Personal
Data.

10, INDEMNIFICATION

10.1  Institution shall immediately notify CRO in writing
of any claim of illness or injury that is claimed to be due to
an adverse reaction to the Study Drug or any of the clinical
intervention or procedures that are provided for or required
by the Protocol to which the Subjects would not have been
exposed but for their participation in the Study. Institution

shall allow SPONSOR 1o handle such claim (including, if

applicable. settlement negotiations), and shall cooperate
fully with SPONSOR in its handling of the claim.

235320
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ZADAVATELEM: se vyznamnym zplsobem podileli na
provadéni klinického hodnoceni a schvalili nebo schvali
verzi Multicentrick¢ publikace uréenou ke zvefejnéni: po
dokonceni své autorské Cinnosti pisemné potvrdi dodrzeni
shora uvedenych ustanoveni a také skutecnost, 7¢ autorska
publikace obsahuje poctivé. presné a vyvazené informace.
Zdravotnické zafizeni souhlasi s tim, z¢ finanéni podpora
Klinick¢ho hodnoceni ze strany ZADAVATELE musi byt
zvefejnéna ve viech publikacich zdravotnického zafizeni a
souCasné je povinno zavizat viechny autory takovych
publikaci zdravotnického zafizeni k tomu, aby zvefejnili
své [inanéni vztahy se ZADAVATELEM,

Zdravotnické zafizeni i souhlasi, zZ2 ZADAVATEL maze
uvest nazev zdravotnického zafizeni v seznamu
zkousejicich a  zdravotnickych  zafizeni  provadéjicich
klinické hodnoceni. a to jak pfi zvefejnéni protokolu ¢i pri
zverenéni vysledku klinického hodnoceni v prisludnych
vefejné pristupnych registrech. Zdravotnické zafizeni
souhlasi s tim. 7¢ ZADAVATEL nebo jeho sesterské
spolecnosti mohou zvefejnit nékteré informace. vceing,
mimo jing. veSkeré informace o sluzbach poskytovanych
zdravotnickym zarizenim . nazvu a adresy zdravotnického
zafizeni a veSkeré podrobnosti o platbich ¢i hodnotném
plnéni. kier¢ byly zdravotnickému zafizeni na zikladé této
smlouvy poskytnuty. Podpisem této  smlouvy dava
zdravotnické zafizeni ZADAVATELL a jeho sesterskym
spoleCnostem souhlas se zverejnénim informaci. jcjichz
zverejnéni je vyzadovano na zdkladé platnych zakoni,
profesnich norem a kodexti nebo politiky ZADAVATELE

9. OCHRANA DAT A OSOBNICH UDAJU

9.1 Zdravotnické zafizeni se zavazuje neprodlené (v kazdém
pripadé nejpozdeji do peti (5) pracovnich dnu od zjisténi)
pisemné informovat CRO o kazdém poruseni ochrany a
bezpecnosti dat.

9.2 Na zikladé Zadosti CRO a za acelem umoznéni.
aby CRO mohla dodrzet ustanoveni platnych zakoni a
zpracovavat osobni udaje. se zdravotnické  zafizeni
zavazuje v dobré vife spolupracovat s CRO pii feSeni
problému souvisejicich se zpracovanim osobnich Gdaju.

10.  ODSKODNENI
10.1  Zdravotnické  zafizeni se zavazuje neprodlené

pisemné informovat CRO o vsech narocich v souvislosti s
onemocnénim ¢ zranénim subjektu hodnoceni, které lze
pripsat nezadoucim reakcim na studijni 1é¢ivo nebo na
klinickd vySetreni ¢i zakroky provadéné v souladu s
protokolem. kterym by dotyény subjekt hodnoceni nebyl
vystaven nebo se jim nemusel podrobit, kdyby se netéastnil
klinick¢ho hodnoceni. Zdravotnické zafizeni se zavazuje
umoznit ZADAVATELI Fesit tyto naroky (véetnd, mimo

jiné, vedeni jednani o vyrovnani) a soucasné se zavazujc

ZADAVATELEM  spolupracovat pri  feSeni
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10.2  Subject to Section 10.3 below. any indemnification
of the Institution by SPONSOR shall be through a separate
written agreement (or letter) between Institutionr and
SPONSOR dircctly. CRO shall act as the intermediary to
coordinate the provision of any such agreement or letter of
indemnity by SPONSOR, and shall have no other
obligation in connection therewith. Requests for such letters
should be made in writing to the address below, or faxed or
e-mailed to [Insert applicable CRO Fax # / email address).

Investigator Contracts

PAREXEL International (IRL) Limited
One Kilmainham Square

Inchicore Road

Kilmainham

Dublin 8

Ireland

Such requests must include the full legal names and
addresses of all parties who are requested to be indemnified
by SPONSOR.

10.3  Institution acknowledges that SPONSOR has no
obligation to indemnify or be responsible for any loss,
claim, cost (including reasonable attorney fees) or demand
il and to the extent such losses, claims or demands arise
from any injuries or damages resulting from Institution’s,
Investigator’s or the Study Personnel’s negligence. breach
of this Agreement. failure to adhere to the Protocol, failure
to obtain signed informed consent forms, failure to follow
Applicable Law, misuse of the Study Drug. unauthorized
warranties. or willful misconduct.

10.4  Institution shall be liable under this Agreement for
damages resulting from negligence or wilful misconduct in
the exceution of its Services.

10.5 CRO shall be liable under this Agreement for
damages resulting from its negligence or wilful misconduct
in the execution of its obligations hereunder.

11. INSURANCE
I1.1  CRO procures that SPONSOR shall, to the extent

required by law. maintain in full force and effect
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takovych narokii.

10.2 S ohledem na ustanoveni ¢lanku 10.3 nize, bude
veskeré odskodnéni zdravotnického zafizeni ze strany
ZADAVATELE, feseno prostrednictvim samostatné
smlouvy (nebo pisemného prislibu) uzaviené primo mezi
zdravotnickym zarizenim a ZADAVATELEM. CRO bude
pro ucely téchto pisemnych prislibu tykajicich se
odikodnéni ze strany ZADAVATELE vystupovat pouze
J1ako prostiednik a Koordindtor a nema v souvislosti s témito
piisliby odskodnéni ze strany ZADAVATELE zadnou
odpovédnost. Pozadavek na tvto tormulafe (formulafe
zadosti o odskodnéni) bude zaslan pisemné na nize
uvedenou adresu nebo faxem nebo emailem na

Investigator Contracts

PAREXEL International (IR1.) Limited
One Kilmainham Square

Inchicore Road

Kilmainham

Dublin 8

Irsko (a!)

Tento pozadavek musi obsahovat cely nazev pravnické
osoby (obchodni jméno) a adresy viech smluvnich stran,
které zadaji o odskodnéni ze strany ZADAVATELE.

10.3 Zdravotnické ~ zafizeni  bere  na  védomi, Ze
ZADAVATEL nema povinnost odskodnit ani  neni
odpovédny za 7adné ztrdty. naroky a naklady (vcetné
priméfenych ndkladi na pravni pomoc) & pozadavky. pokud
tyto ztraty. naroky. ndklady nebo pozadavky vznikly v
dusledku nedbalosti na strané zdravotnického zafizeni,
zkousejiciho  a/nebo  ¢lend tvmu  provadéjiciho  klinické
hodnoceni a/nebo v duisledku toho. Ze zdravotnického
zarizeni. zkouSejici a/nebo néktery Elen tymu provadéjiciho
klinické hodnoceni porusili ustanoveni této smlouvy. porusili
ustanoveni protokolu. nenechali subjekt hodnoceni podepsat
informovany souhlas. porusili ustanoveni platnych zikont.
chybnym zpusobem pouzili studijni lé¢ivo, zptsobili skodu
umyslnym zavinénim. poskytli ncopravnéné ziruky a/nebo se
dopustili GmysIného zavinéni.

10.4 Na zaklade ustanoveni této smlouvy je zdravotnické
zatizeni odpovédno za Skody. ke kierym doslo v dusledku
jeho nedbalosti nebo imysIného zavinéni pii provadéni
klinického hodnoceni.

10.5 CRO je na zakladé eto smlouvy odpovédna za Skody
vzniklé v dusledku jeji nedbalosti nebo amysiného zavinéni
pri poskytovini nize uvedenych zavazki.

11. POJISTENI

11.1 CRO se zavazuje zajistit, aby ZADAVATEL po celou
dobu provadéni Klinického hodnoceni, mél uzaviené plné
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throughout the performance of the Study. clinical trials
liability insurance in accordance with local regulations.

12. DEBARMENT

12.1  Institution hercby certifies that neither Institution
nor any person employed by Institution to perform the
Services (including any subcontractor permitted pursuant to
Section 15.2) has been:

debarred by any relevant authorities, pursuant to
any Applicable Law. including but not limited to
Section 306(a) and (b) of the US Federal Food.
Drug and Cosmetic Act, or disqualified as a clinical
investigator under Applicable Law;

(a)

(b) threatened to be debarred or indicted for a crime or
otherwise engaged in conduct for which a person

can be debarred under Applicable Law:

disciplined by and/or banned by a relevant
authority from carrying out clinical trials.

()

For purposes of this Section, any of the foregoing shall be
deemed to constitute being “debarred™.

In addition, Institution agrees that no debarred person will
in the future be employed or otherwise engaged (including
on a contract basis) by Institution to perform the Services.
If during the course of the Study. Institution or any person
employed by Institution to perform the Services becomes
debarred or learns that any person connected with the Study
is debarred. or that there is a threat of debarment of any
such person. then Institution must immediately notify
SPONSOR and CRO. CRO may immediately terminate
this Agreement in the event any of the foregoing occurs.

13. PAYMENT TERMS AND CONDITIONS

_ CZE_CSA Inst_Site not) Bilingual 20180612 1.0

platné a acinné pojisteni  odpovédnosti  za  klinicka
hodnoceni. v souladu s mistnimi predpisy a v rozsahu
predepsaném platnymi zikony.,

12. ZAKAZ CINNOSTI

12.1 Zdravotnické zafizeni timto potvrzuje. ze zdravotnické
zafizeni, ani zadna jina osoba zaméstnana zdravotnickym
zarizenim ¢ pro Gcely provadéni klinického hodnoceni
(vetn¢ pripadnych povolenveh subdodavatelt na ziklade
ustanoveni ¢lanku 15.2):

(a) nemaji prislusnymi organy. na zikladé platnych
zdakoni, véetné, mimo jiné, na zakladé ustanoveni
Clanku 306(a) a (b) zdkona US Federal Food Drug and
Cosmetic Act (Federdlni zakon USA o potravinich.
léCivech a kosmetickych pfipraveich) zakazan vykon
funkce zkousejiciho ve smyslu ustanoveni platnych
zakonu:

(b) nejsou ohrozeni ztratou zplisobilosti nebo obvinénim
z¢ zloCinu ani se jakymkoli zpisobem nezapojili do
chovini, na jehoz zakladé by dotyéné osobé mohl
hrozit zikaz Cinnosti na zdklad¢ ustanoveni platnych
zakonu.

nemaji ulozen disciplindrni  trest  a/nebo  nejsou
opravnénymi Gfady vylou¢eni z Gcasti na providéni
klinickych hodnoceni.

(c)

Pro Gcely tohoto Clanku plati, ze zapis ve kterémkoli ze
shora uvedenych seznama znamena "ztratu zpusobilosti”.

Zdravotnické zafizeni p dale souhlasi a zavazuje se
nezaméstnat ani  neangazovat (vCetné angaZovani na
zikladé smlouvy) Zziadnou osobu, ktera je zbavena
zpusobilosti pro vykon jakékoli Cinnosti v souvislosti s
provadénim  klinického hodnoceni. Pokud se pribéhu
klinick€ého hodnoceni zdravotnické zafizeni nebo jind osoba
zamestnana zdravotnickym zafizenim pro Gcely provadeéni
Klinického hodnoceni stanou nezptsobili k provadéni
klinického hodnoceni nebo pokud se zdravotnické zarizeni
k dozvi, ze nékterd z osob podilejicich se na provadéni
klinického hodnoceni byla zbavena zpusobilosti k jeho
provadéni nebo ji zbaveni zpusobilosti hrozi, je
zdravotnické zafizeni povinno o 1é1o skutecnosti neprodlené
informovat ZADAVATELE a CRO. V pripadé, ze dojde
ke shora popsané situaci, mize CRO tuto smlouvu
vypoveédeét s okamzitou platnosti.

13. PLATEBNI USTANOVENI A PODMINKY
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13.1  In full consideration for the Services of Institution
rendered in compliance with this Agreement. CRO agrees to
pay the fees and expenses set forth in Exhibit A. Such fees
and expenses will be paid solely to the Institution, except as
otherwise expressly set forth in Exhibit A. The parties agree
that Exhibit A — Payment Schedule is part of this
Agreement clarifying the schedule of payments associated
with this Agreement and that the fees and expenses set forth
in Exhibit A represent the fair market value for the Services
provided by Institution. Payments shall be made in
accordance with the provisions set forth in Exhibit A, with
the last payment being made after Institution completes all
of its obligations under this Agreement and any Exhibits
thereto. Payments include the fee for Study Drug Handling
according to Sec. 2.17 above. Institution shall not seek
reimbursement for any medical services or Investigational
Product from any third party payers il such costs are alrcady
covered by payments made under this Agreement.

13.2  Institution shall comply with all obligations with
respect 10 taxes and social
applicable, which relate to the subject matter of this
Agreement.

13.3  Institution acknowledges and agrees that its
judgment with respect to its advice to and care of each
Subject is not and shall not be affected by the compensation
Institution receives in accordance with the Study.

13.4  Institution hereby consents to provide the EC of the
Institution and the central EC for multicentre clinical trials
with this Agreement in substantiation of the Study
conditions, including funding. as according to the
Applicable Law.

13.5  Institution agrees that SPONSOR and CRO may
disclose the fees and expenses payable or paid under this
Agreement and may identify Institution and Investigator as
part of this disclosure.

13.6 All CRO’s payment obligations are conditioned upon
Institution reporting to CRO all data required by the
Protocol and other governing documents for the Study,
including all adverse events, and upon Institution's
compliance with standards identified in this Agreement.

13.7 The amounts paid under this agreement are bona fide
fair market value compensation for the work conducted
under this agreement. The parties agree that no payments
by CRO pursuant to this agreement shall be passed in
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security  contributions. if

13.1. Jako koneénou a dplnou uplatu za fadné a v souladu s
protokolem poskvtnuté sluzby ze strany zdravotnického
zarizeni. se CRO zavazuje vyplatit odménu a zajistit thradu
nakladu, a to dle ustanoveni pfilohy A této smlouvy. Tato
odména a  naklady  budou  wvypliceny  vyvluéné
zdravotnickému  zarizeni, pokud neni v priloze A této
smlouvy vyslovné uvedeno jinak. Smluvni strany berou na
veédomi a souhlasi s tim Ze Piiloha A - Harmonogram plateb
tvofi nedilnou soucadst této smlouvy a je v ni uveden
platebni kalendar veskerych plateb souvisejicich s touto
smlouvou. Vyplata odmén bude probihat v souladu s
ustanovenim této prilohy A s tim, ze posledni odména bude
vyplacena az pot¢. co zdravotnické zarizeni splni viechny
své povinnosti dle ustanoveni této smlouvy a viech jejich
piiloh.  V odméné je zahrnut poplatek za manipulaci se
studijnim lé¢ivem. v souladu s ¢lankem 2.17 vvie.
Zdravotnické zafizeni se zavazuje nepozadovat platby za
zdravotnické sluzby ¢i studijni [é¢ivo od tretich stran, pokud
naklady na tyto sluzby ¢i I€¢ivo jiz byly hrazeny 7 plateb,
provadénych na zaklade této smlouvy.

13.2 Zdravotnické zafizeni se zavazuje splnit veskeré
povinnosti v oblasti odvodd dani. socidlniho pojiseni a
dalsich zikonem stanovenych odvodi. a to, mimo jiné, ze
viech plateb. provedenych na zaklade této smlouvy

13.3 Zdravotnické zarizeni berena védomi a souhlasi, 7¢
odména, kterou ziskava na zakladé této smlouvy za
poskytovanc sluzby, ziadnym zplsobem nesmi ovlivnit jeho
medicinsky Gsudek a kvalitu zdravotni péce poskytovanou
pacientiim.

13.4 Zdravotnické zafizeni timto souhlasi s tim, aby tato
smlouva byla na zakladé plainych zakont poskytnuta etické
komisi zdravotnického zafizeni a centrdlni etické komisi
pro multicentrickd klinicka hodnoceni, za G¢elem ovéfeni
podminek za kterych je klinick¢é hodnoceni provadéno.
véetne jeho financovani.

13.5 Zdravotnické zarizeni souhlasi s tim, ze ZADAVATEL
a CRO mohou zverejnit odmény a naklady splatné nebo
vyplacené na ziklade této smlouvy a mohou pii takovém
zverejneéni uvést i identifikaéni udaje zdravotnického zarizeni
a zkousejiciho.

13.6 Vsechny platebni povinnosti CRO jsou podminény
tim. ze zdravotnické zafizeni musi CRO dodat veskeré
udaje pozadované protokolem a dalSimi  dokumenty.
kterymi se fidi provadeni klinického hodnoceni. a také tim.
ze zdravotnické zarizeni musi  dodrzoval  viechna
ustanoveni této smlouvy.

13.7 Céstky vyplacené na zikladé této smlouvy predstavuji

poctivou trzni hodnotu za sluzby poskytnuté na zakladé této

smlouvy. Smluvni strany souhlasi s tim, ze zadna platba

vyplacend CRO na zéklade této smlouvy nesmi byt
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whole or in part, directly or indirectly, to any third party as
a rebate or discount for the purchase ol SPONSOR
products. Notwithstanding the foregoing. commercially
reasonable payments to a subcontractor who is performing
services under the terms of this agreement that meet the
criteria for bona fide services are not considered to be a
pass-through rebate or discount payments (even if the
subcontractor is a SPONSOR customer).

14. TERMINATION
14.1  This Agreement will become effective upon the

date it is fully executed by all parties and shall continue in
effect for the full duration of the Study according to the
Protocol unless sooner terminated in accordance with the
provisions of this Section, CRO may terminate this
Agreement immediately upon written notice to Institution
for any reasons, including without limitation upon any of
the following occurrences:

Institution has failed to cure a breach to this
Agreement within thirty (30) days of receipt of
written notice. given by SPONSOR or CRO,
specifying such breach; or

(a)

(b) Investigator becomes personally unavailable to
conduct the Study and a CRO- approved
replacement has not been identified by Investigator:

or

two months after shipment of the Investigational
Product. Investigator has failed 1o meet the
enrolment target for Subjects set forth in Exhibit A,
or has recruited such a low number of Subjects that it
can be reasonably assumed by CRO that the agreed
number of Subjects will not be reached in accordance
with the schedule set forth in Exhibit A; or

(c)

(d) the authorization/authorisation and approval to
perform the Study is withdrawn by the regulatory
authority governing Institution; or

(e) the audit or regulatory inspection identifies a

serious breach or lack ol compliance with this

Agreement on the side of the Institution: or

(f if any of the circumstances permitting termination

pursuant to Section 12.1 occur.

14.2  This Agreement may be terminated by Institution .
upon sixty (60) days’ prior written notice to CRO, for
breach of this Agreement by CRO if the breach is not cured
within thirty (30) days of notification given by Institution.
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poskytnuta, at’ uz cela nebo jeji ¢ast, pfimo nebo neprimo,
zadné treti stran¢ jako sleva ¢i rabat na nakup vyrobku
ZADAVATELE. Bez ohledu na shora uvedené, obchodné
primérené platby subdodavateli, ktery poskytuje sluzby na
zakladé této smlouvy, které spliwji kritéria davéryhodnych
sluzeb. nejsou povazovany za Ghradu slevy ¢i rabatu (a (o i
v pfipadé, kdy je subdodavatel  zikaznikem
ZADAVATELE).

14. UKONCENI PLATNOSTI SMLOUVY

14.1. Tato smlouva nabyva a¢innosti k datu, kdy svij
podpis piipojila posledni ze viech jejich smluvnich stran a
jeji platnost a ucinnost trva po celou dobu provadéni
klinického hodnoceni v souladu s ustanovenim protokolu,
pokud nebude predcéasné ukonfena v souladu s
ustanovenim tohoto ¢lanku této smlouvy, CRO muze tuto
smlouvu vypovédét s okamzitou platnosti na zaklad¢
pisemné vypovédi zaslané zdravotnickému zafizeni. a 10 z
jakéhokoli divodu, véetné nasledujicich:

zdravotnické zafizeni nezjednalo napravu pri
poruseni ustanoveni této smlouvy do tficeti (30)
dni od obdrzeni pisemného upozornéni na
konkrétni poruseni smlouvy od ZADAVATELE
nebo CRO: a/nebo

(a)

stavajici zkousejici neni schopen dale pokracovat v
provadéni klinického hodnoceni a zdravotnickému
zafizeni ani zkousejicimu se nepodafilo ziskat
nahradniho zkousejiciho, kterého by
ZADAVATEL nebo CRO schvilili: nebo

(b)

(c) pokud do dvou mésict po dodivee hodnoceného
pripravku nesplni  zkouSejici cilovy pocet zafazenych
subjekti do klinického hodnoceni dle pfilohy A nebo pokud
do klinického hodnoceni zaradi tak nizky pocet subjekti. ze
CRO muze diavodné predpokladat, ze se do klinického
hodnoceni nepodaii zaradit cilovy pocet subjekti dle
prilohy A: a/nebo

(d) organ statniho dozoru a/nebo etickd komise
zdravotnického zarizeni odvolaji své povoleni nebo souhlas
s provedenim klinického hodnoceni: nebo

(¢) pokud audit nebo kontrola ze strany organu statniho
dozoru zjisti zdvazné nedostatky v dodrzovéni ustanoveni
této smlouvy na strané zdravotnického zafizeni: nebo

(N pokud nastane nékterd z okolnosti dle ¢lanku 12.1,
umoznujici ukonceni této smlouvy.

14.2 Zdravotnické zafizeni muze tuto smlouvu vypoveédeét
na zikladé pisemné vypovédi se Sedesati (60) denni
vypovédni lhitou zaslané CRO, a to v pfipadé poruseni
ustanoveni této smlouvy CRO. pokud tato do triceti (30)
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14.3  If this Agreement is terminated prematurely in
accordance with Section 14.1 or 14.2, Institution shall/must
use its best efforts to:

(a)

minimize further costs while maintaining good
medical carc of the Subjects
144 Termination of this Agreement by any party shall not

aftect the rights and obligations of the parties accrued prior to
the effective date of termination of this Agreement. Any
provision of this Agreement that should survive expiration or
termination of this Agreement in order to give proper effect to
its intent. shall survive expiration or termination of this
Agreement.

1S. INDEPENDENT CONTRACTOR

15.1  The relationship of Institution to CRO is that of
independent contractor.  Institution commits itself to
perform the Services only as independent contractor and
nothing contained herein shall be construed to be
inconsistent with that relationship or status. Institution
shall not be considered as an employee or agent of CRO
and, as such, shall not be entitled to any benefits available
to employees of CRO.

15.2  Institution shall not retain any subcontractor to
perform any of its obligations under this Agreement
without the prior written consent of CRO. Any such
consent shall not relieve Institution of its obligations
hereunder, and Institution shall remain fully liable for all
acts and omissions of any such subcontractor. CRO shall
be permitted to assign in whole or in part the discharge of
obligations it assumed under this Agreement to any of its
Affiliates  (or  adequately  qualified third  party
subcontractors), without releasing CRO  from its
responsibility for the appropriate performance of such
assigned obligations towards Institution.

15.3  This Agreement shall not constitute. create or in
any way be interpreted as. a joint venture, partnership. or
business organization of any Kind.

16.

CONTRACTUAL

16.1  Titles to the Sections of this Agreement are solely

for convenience and do not constitute a substantive part of

this Agreement.
235320
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dni od obdrZzeni upozornéni na takové porudeni od
zdravotnického zarizeni nezjedna napravu.

14.3 V pripadé predcasného ukonceni této smlouvy v
souladu s ustanovenim ¢lankt  14.1 nebo 142 se
zdravotnické zafizeni zavazuje vyvinout primérené Gsili ve
smyslu:

a) minimalizace dalSich nakladd, avsak s ohledem na
zachovani  fadn¢  zdravotni  péte o subjekty
hodnoceni: a

14.4 Vypovézeni t¢to smlouvy kteroukoli smluvni stranou
neovliviuje prava a povinnosti smluvnich stran vznik]é
pred datem nabyti G¢innosti vypovedi této  smlouvy.
Viechna ustanoveni této smlouvy, klera by méla mit
pretrvavajici platnost i po ukonceni platnosti této smlouvy,
aby byl naplnén jejich zamysleny pravni vvznam, maji
pretrvavajici platnost i po fadném ¢i predcasném ukonéeni
této smlouvy.

15. NEZAVISLOST SMLUVNIHO VZTAHU

15.1 Vztah zdravotnického zafizeni vici CRO je vztahem
nezavisl¢ho dodavatele.  Zdravotnické zafizeni poskytuje
své sluzby na zikladé této smlouvy jako nezavisly smluvni
partner a zadn¢ z ustanoveni této smlouvy neni s timto
vztahem v rozporu. Zdravotnické zafizeni, zkouSejici a
vSichni  ostatni  Clenove tymu  provadéjici  klinické
hodnoceni nejsou zaméstnanci ani zastupei CRO a z tohoto
divodu nemaji narok na zadné zameéstnanecké vyhody
poskytované CRO.

15.2 Bez piedehoziho pisemného souhlasu CRO nesmi
zdravotnické zarizeni vyuzit k plnéni svych povinnosti dle
této smlouvy sluzeb zadného subdodavatele. Udéleni
takového souhlasu viak zdravotnické zafizeni nezprodtuje

jeho povinnosti dle této smlouvy a zdravotnické zafizeni

nese plnou odpoveédnost za viechny skutky ¢i pochybeni
svych subdodavateli. CRO ma pravo postoupit vesSkeré své
povinnosti na zakladé t1éto smlouvy nebo jejich ¢ast na
kteroukoli ze svych sesterskych spole¢nosti (nebo na jiné
Fadné zpusobilé tieti subdodavatele). avsak za predpokladu.
ze takové postoupeni CRO nezbavuje odpovédnosti za
fadné plnéni téchto postoupenych smluvnich povinnosti
vuci zdravotnickému zafizeni.

15.3Tato smlouva nezaklada. nepredstavuje ani ji nelze
vykladat jako zalozeni spoleéného podniku, uzavieni

partnerstvi ¢i zalozeni obchodni organizace jakéhokoli druhu

16. SMLUVNI NALEZITOSTI

16.1 Nadpisy jednotlivych ¢lankt této smlouvy slouzi
pouze Kk usnadnéni oricntace a nepredstavuji pravni
podstatu této smlouvy
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16.2 Il any provision of this Agreement is held illegal,

invalid or unenforceable by a court of law, the remainder of

this Agreement shall not be affected thereby.

16.3  Failure to insist upon compliance with any of the
terms and conditions of this Agreement shall not constitute
a general waiver or relinquishment of any such terms or
conditions, and the same shall remain at all times in full
force and eftect.

16.4  Institution understands and agrees that. as set forth
in Section 2.3, SPONSOR is an intended third-party
beneficiary of this Agreement

16.5  The respective signatories of the parties to this
Agreement represent and warrant that they have the
authority and ability to enter into the terms. provisions and
conditions of this Agreement on behalf of their respective
parties.

16.7  This Agreement may not be assigned by Institution
without the prior written consent of CRO.

16.8 CRO may assign this Agreement to any of its
subsidiaries, Affiliates or to any third party.

16.9  This Agreement constilutes the entire agreement
and final understanding of the parties with respect to the
subject matter hereof and supersedes and terminates all
prior and/or contemporaneous understandings and/or
discussions between the parties. whether written or verbal,
express or implied relating in any way to the subject matter
hereof. This Agreement may not be altered. amended.
modified or otherwise changed in any way except by a
written agreement, signed by all parties.

16.10  All notices necessary or appropriate to be given
pursuant to this Agreement shall be effective when
delivered to the appropriate party at the address below:

To CRO:

PAREXEL International (IRL) Limited
One Kilmainham Square

Inchicore Road

Kilmainham

Dublin 8

Ireland

Attn:Study 235320

Institution:
Nemocnice Bieclav p.o.
U Nemocnice 30606/1
235320 CZE CSA Inst_Sile no0
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16.2 Pokud bude nékteré z ustanoveni této smlouvy soudem
prohlaseno za nezakonné. neplainé nebo nevymahatelné,
nebude tim dotCena platnost a vymahatelnost ostatnich
ustanoveni této smlouvy.

16.3V pfipadé. ze nékterd z¢ smluvnich stran netrva ¢i
nevymaha dodrzovani nekterych ustanoveni této smlouvy,
neznamena to. ze by s¢ téchto ustanoveni vzdala nebo se
jich ziekla a vsechna tato ustanoveni zlstavaji i nadale plné
platnd a G¢inna.

16.4 Zdravotnicke zarizeni bere na védomi a souhlasi, Ze na
zakladé ustanoveni &lanku 2.3, je  ZADAVATEL
povazovan za tieti stranu této smlouvy

16.5 Osoby podepisujici za jednotlivé smluvni strany tuto
smlouvu prohlasuji a ruc¢i za to. ¢ maji pravomoc a
opravnéni jménem prislusnych smluvnich stran uzaviit tuto
smlouvu za zde uvedenych podminek.

16.7 Zdravotnické zarizeni nesmi tuto smlouvu postoupit na
zadny treti subjekt bez predchoziho pisemného souhlasu
CRO.

16.8 CRO smi postoupit tuto smlouvu svym sesterskym
spolecnostem, pobockam nebo libovolné teti strang.

16.9 Tato smlouva predstavuje Gplné a koneéné ujednani
mezi smluyvnimi stranami ve véci pfedmétu této smlouvy a
nahrazuje a ukoncuje viechna predchozi a/nebo stavajici
pisemna i astini vyslovna ¢ domnéla ujednani mezi
smluvnimi stranami ve véci predmeétu této smlouvy.  Tuto
smlouvu lze meénit ¢i upravovat pouze formou pisemnych
dodatka, podepsanyveh vaemi smluvnimi stranami.

16.10 Veskerda oznameni a Korespondence v souvislosti s
touto smlouvou budou povazovany za pravné zdvaznym
zplisobem doruc¢ené prislusné smluvni strané, pokud budou
doruceny na nize uvedené adresy:

CRO:

PAREXEL International (IR1.) Limited
One Kilmainham Square

Inchicore Road

Kilmainham

Dublin 8

[rsko

K rukam : Studie 235320

Zdravotnické zatizeni:
Nemocnice Bieclav p.o.
LI Nemocnice 3066/1
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390 02 Bieclav
Czech Republic
Attn:

16.11  Any party may change its address or number for
notice by giving notice in accordance with Section 16.10
and 16.12.

16.12 Any delivery that is called for under this
Agreement shall be complete when made by personal
delivery, fax, email, registered post, certified post or
courier, in each case with confirmation of delivery/receipt.

16.13 The parties agree that this Agreement shall be
governed by the laws of Czech Republic. without regard to
the conflicts of law provisions thereof. In case a dispute is
brought before a court of law. the courls of Prague will
have sole jurisdiction over the litigation.

16.14 Institution represents that, with respect to
employment and conducting the Study under this
Agreement, Institution will:

(a) not use child labor in circumstances that could
cause physical or emotional impairment to the child:

(b) not use forced labor (prison, indentured, bonded or
otherwise);
(c) provide a safe and healthy workplace: safe housing

(it housing is provided by Institution 1o its employees); and
access to clean water, food, and emergency healtheare in
the event of accidents in the workplace:

(d) not discriminate against employees on any grounds
(including race, religion, disability or gender):

(¢) not use corporal punishment or cruel or abusive
disciplinary practices:;

(N pay at least the minimum wage and provide any
legally mandated benefits;

(g) comply with laws on working hours and
employment rights:

(h) respect employees” right to join and form
independent trade unions;

(i) encourage subcontractors under this Agreement to
comply with these standards;
235320 CZE CUSA Inst_Site no0
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390 02 Breclav

Ceska republika

k rukam:

16.11 Kazda ze smluvnich stran mize zménil svou adresu
zaslinim  pisemného  upozornéni  ostatnim  smluvnim

stranam v souladu s ustanovenim ¢lanki 16.10a 16.12.

16.12 Vedkeré pisemnosti v souvislosti s touto smlouvou

Jsou povazovany za fadné dorucené. pokud byly doruéeny

osobnim  dorucenim, faxem, elektronickou  postou,
doporucenou postou s doruc¢enkou nebo kuryrem a ovéfeny
potvrzenim o doruceni/pievzeti.

16.13 Smluvni strany se dohodly. Ze se tato smlouva Fidi
pravnim fadem Ceské republiky, bez ohledu na konfliktni
ustanoveni jednotlivych ziakonu. V pripadé, Z¢ bude spor
prednesen soudu, jsou mistem soudni pfisluSnosti vvhradné
mistné prislusné soudy v Praze.

16.14 Zdravotnické zatizeni prohladuje. 7e v souvislosti se
zaméstnavanim osob a provadénim klinick¢ho hodnoceni
na zaklade této smlouvy:

(a) nebude vyuzivat praci déti za okolnosti, které by
mohly détem zpusobit fyzickou nebo emoéni Gjmu:

(b) nebude vyuzival nucenou praci (praci véznénych,
prici svazanych osob, osob v okovech. apod. );

(¢) zajisti bezpecné a zdravé pracovni prostiedi. Tim se
mimo jin¢ rozumi bezpecné prostory & ubytovani (pokud
prostory ¢i ubytovani zajistuje pro své zaméstnance
zdravotnick¢ czafizeni) a zajiSténi pfistupu k pitné vodeé.
potravindm a akutni zdravotni péc¢i v pripadé nehody ¢i
Urazu na pracovisti;

(d) ncbude diskriminovat své zaméstnance Zzadnym
zpusobem (v&etné rasové ¢i nabozenské diskriminace,
diskriminace handicapovanych osob a diskriminace v
zavislosti na pohlavi);

(e) nebude pouzival télesné tresty &i jiné kruté &
nadmeérne tvrde disciplindmi tresty:

() bude vyplacet zaméstnancim alespori minimalni
mzdu a poskytoval jim zakonem predepsané vyhody:

(g) bude dodrzovat zikony o pracovni dobé a zakony o
pravech zaméstnancu:

(h) bude respektovat priva zaméstnancu na zaloZeni a
vstup do nezavislych odborovych organizaci;

(i) pouci subdodavatele poskytujici své sluzby pro
ucely této smlouvy o nutnosti dodrzovani téchto norem:
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() maintain a complaints process to address any
breach of these standards.

16.15 The Institution agrees and undertakes to fully comply
with the terms of Exhibit D — SPOSOR’s ANTI-BRIBERY
AND ANTI-CORRUPTION TERMS attached hereto and
made part hereof.

17.1 “Loaned Equipment” means any equipment
temporarily provided to Institution by PAREXEL (or its
affiliates) or Sponsor pursuant to this Agreement only for
use in the Study, including, but not limited to computer
hardware and software if provided for the Principal
Investigator and Study Staff to use, collecl. enter. and
report Study data to Sponsor.

I applicable, with respect to Loaned Equipment provided
by Sponsor for use in the Study. Institution and Principal
Investigator agree that no title to nor any proprictary rights
related to the Loaned Equipment is transferred to Institution
or Principal Investigator, that the Loaned Equipment will
be used only for the Study and only as described in the
Protocol and any other written directions provided by
PAREXEL (or its affiliates) or Sponsor. that the Loaned
Equipment will not be transferred by Institution or Principal
Investigator to the possession ot any third party without the
written consent of Sponsor, and that. at the completion of
the Study or at Sponsor’s request, Institution and Principal
Investigator will return the Loaned Equipment and all
related training materials and documentation to Sponsor or
to a vendor designated by PAREXEL (or its affiliates) or
Sponsor.

Principal Investigator and Study Staff will attend scheduled
training to use the Loaned Equipment following reasonable
advance notice of scheduling. The Loaned Equipment will
be kept in a safe and secure location and Institution will be
responsible for any theft, damage, or loss to the Loaned
Equipment other than normal wear and tear. Institution will
be responsible for arranging and paying for any required
internet connection, telephone line, and/or facsimile line as
necessary to use the Loaned Equipment.

If Institution fails to return the Loaned Equipment within
the timeframe specified by PAREXEL (or its afTiliates) or
Sponsor. Institution and Principal Investigator will be
responsible for reimbursing PAREXEL (or its alfiliates) for
any penalties, late fees, and/or replacement costs.

235320
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(j) bude mit vypracovan postup feSeni stiznosti tak. aby
bylo mozné zjistit poruseni téchto norem a prijmout
prislusna napravna opatfeni.

16.15 Zdravotnické zafizeni se zavazuje dodrzoval a
souhlasi s ustanovenim Pfilohy D - PROTIUPLATKOVE
A PROTIKORUPCNI PODMINKY ZADAVATELE, kieré
tvofi prilohu a nedilnou sou¢ast této smlouvy.

17.1 “Pfevedené vybaveni” znamena vedkeré vybaveni.
které  spolecnost PAREXEL (nebo jeji  sesterské
spoleCnosti) jménem ZADAVATELE na zakladé této
smlouvy trvale poskytnou zdravotnickému zafizeni, véetné,
mimo  jiné, pocitacového hardwaru i softwaru,
poskytnutého  hlavnimu  zkouSejicimu ¢ pracovnikum
podilejicim se na provadéni klinického hodnoceni za
Géelem pouzivani. shromazd'ovani, zadavani a poskytovani
tdaji z klinického hodnoceni spole€¢nosti ZADAVATELL

V souvislosti se zapujCenym vybavenim poskytnutym
ZADAVATELEM pro pouzivani v klinickém hodnoceni
berou zdravotnické zafizeni a hlavni zkousejici na védomi a
souhlasi s tim, Ze ani zdravotnickému zafizeni ani hlavnimu
zkousejicimu nevznikaji k zaptjcenému vybaveni Zadna
vlastnicka ani jina prava a zavazuji se pouzivat zap(jcené
vybaveni vyhradné pro tcely tohoto klinického hodnoceni,
a to v souladu s ustanovenim protokolu a vSech ostatnich
pisemnych pokyni  firmy PAREXEL (nebo jejich
sesterskych spolecnosti) nebo ZADAVATELE.
Zdravotnické zafizeni a hlavni zkouSejici se soutasné
zavazuji neposkyvtovat zapujcené vybaveni tretim stranam
bez predchoziho pisemného souhlasu ZADAVATELE. Po
ukonceni tohoto klinického hodnoceni se zdravotnicke
zatizeni a hlavni zkousejici zavazuji. na zaklad¢ Zadosti
ZADAVATELE wratit zapajcené wvybaveni a vSechny
souvisejici skolici materialy a dokumentaci ZADAVATELI
nebo prodejci, uréenému spolecnosti PAREXEL (nebo jeho
sesterskymi spole¢nostmi) nebo ZADAVATELEM.

Hlavni zkouSejici a pracovnici podilejici se na provadeni
klinického hodnoceni se musi  zacastnit  planovan¢ho
zaSkoleni v pouzivani zaputjceného vybaveni. jehoz termin
bude stanoven v priméreném predstihu.  Zapijcené
vybaveni musi byt prechovavino na bezpecném a
zabezpeceném misté a  zdravotnické zafizeni nese
odpovédnost za jeho pripadné poSkozeni, odcizeni nebo
ztritu. s vyjimkou bézného opotfebeni.  Zdravotnické
zatizeni je odpovédné za zajiSténi a Ohradu pozadovancho
internetového  pripojeni. telefonni linky a/nebo faxové
linky. které jsou nutné pro pouzivani zapijceného
vybaveni.

V pripadé, ze zdravotnické zafizeni nevrati zapijcené

vybaveni v casové lhuté  pozadované  spolecnosti

PAREXEL (nebo jejimi sesterskymi spole¢nostmi) nebo

ZADAVATELEM, ponesou zdravotnické zafizeni a hlavni
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Institution acknowledges that the Loaned Equipment may
involve valuable patent, trademark, trade name, trade
secret, and other proprietary rights of the Loaned
Equipment manufacturer. Institution will not violate and
will take appropriate steps and precautions to ensure that
those with access to the Loaned Equipment do not violate
these proprietary rights, including, without limitation:

(1) removing any label or notice of Loaned Equipment
ownership or other rights;

(ii) not making any copy, reproduction, changes,
modification. or alteration of any software or firmware
included with the Loaned Equipment: or

(i) not disassembling or decompiling any such
software or firmware or otherwise attempting 1o discover
any source code or trade secret related 10 such software or
tirmware,

Loaned equipment includes. but is not limited to:
Spirometry laptop

Printer:

Spirometer:

Weather Station:

Calibration Syringe:
Filters/Noseclips:

tablet

IN WITNESS WHEREOF, the parties hereto have set
their hands in duplicate with the intention that this is a
binding agreement as provided herein.

zKkousejici veskerou odpovednost za odSkodnéni spolecnosti
PAREXEL (nebo jejich sesterskvch spolenosti) za veskeré
pokuty, poplatky za opozdéné vraceni a/nebo naklady na
nahradu nevracen¢ho vybaveni.

Zdravotnické zafizeni bere na védomi, Ze zapujcené
vybaveni muze obsahovat patenty. ochranné znamky.
obchodni nazvy, obchodni tajemstvi a dalsi vlastnicka
prava  vyrobcu  daného  zaphjceného  vybaveni.
Zdravotnické zafizeni nesmi porusit zadnd vlastnickd prava
K zaptjCenému vybaveni a sou¢asné jsou povinni piijmout
vhodna opatieni zajistujici, ze ani osoby. Které maji pristup
Kk zapujcenému vybaveni, zadna vlastnicka prava K
zapiij¢enému vybaveni neporusi. Mimo jiné toto plati i pro:

(i) zakaz odstranovani jakychkoli oznaceni &i Stitkt ze
zapujceného vybaveni, na kterych jsou uvedeny
informace o vlastnickych a jinych pravech.

(i1) zakaz pofizovani Kopii, opisovéni, provadéni zmén
¢i jakychkoli jinych tprav na softwaru a firmwaru,
ktery je soucasli zaptjceného vybaveni: a

(lii)zakaz zpéné analyzy a dekompilace softwaru &i
firmwaru a zakaz jakychkoli  pokust  zjistit
zdrojovy kod nebo obchodni tajemstvi tykajici se
takového softwaru ¢i firmwaru.

Mezi zaptijcené vybaveni patfi:

PFenosny pocitac pro spirometrii

Tiskdrna:

Spirometr:

Meteostanice:

Kalibracni strikacka:
Filtry/Nosni svorky:

NA DUKAZ CEHOZ smluvni strany  této  smlouvy
vyjadrily svym podpisem na viech tiech stejnopisech svij
souhlas s uzavienim této ziavazné smlouvy za zde
uvedenych podminek.

PAREXEL International
(IRL) Limited :

(1)

(Signature of Authorized Official )

(Typed or Printed Name)

Date

Nemocnice Breclav p.o.:

CZE CSA Inst_Site no0__ Bilingual 20180612 1.0
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(Signature of Authorized Official)

“(Typed or Printed Name)

|| Date

Exhibit B — Definitions

“Affiliate”™ means in relation to either party to this
Agreement, any company. partnership or other entity which
directly or indirectly controls, is controlled by. or is under
common control with such party. For purposes of this

definition, “control™ means the beneficial ownership of

more than fifty (50) per cent of the issued voting shares or
the legal power to direct or cause the direction of the
general management of the company. partnership or other
entity in question. and “controlled” shall be construed
accordingly.

“Applicable Law™
federal,  state.

means any international, national.
provincial. commonwealth. or local

233320 CZE CSA Inst_Site no0
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Priloha B - Definice pojmu

"Sesterskd spole¢nost” ve vztahu k nékteré ze smluvnich
stran t€to smlouvy znamend firmu., partnerstvi nebo

jakykoli jiny subjekt, ktery pfimo ¢ nepfimo danou

smluvni stranu ovlada. je ji ovladin nebo je s dotyénou
smluvni stranou pod spolecnym ovladanim. Pro Géely této
definice pojem “ovladat" znamend vlastnit vice nez
padesati (50) procentni podil na akciich s hlasovacimi
pravy nebo mit vice nez padesdti (30) procentni
rozhodovaci pravomoc v dotyéné spolecnosti, partnerstvi ¢
subjektu. V¥znam pojmu "ovladany" lze vysvétlit stejnym
zpusobem.

"Platné  zakony" jsou vSechny mezindrodni. narodni.
federdlni, statni, krajské. okresni & mistni  zakony,
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government law, statute, rule, requirement. code,
regulation. or ordinance that applies to any party or to a
Study. the Services, or this Agreement, as well as the
current good clinical practices guidelines of the
International Conference on Harmonization of Technical
Requirements for Registration of Pharmaceuticals for
Human Use Topic E6: Guidelines on Good Clinical
Practice, and applicable version(s) of the World Medical
Association Declaration of Helsinki, and, where applicable,
rules governing good manufacturing practice and good
laboratory practice, and rules governing the collection and
processing of Personal Data and the collection and storage
of human tissue samples and the performance of DNA
testing.

“Completed Subject” means any Subject who has
completed the prescribed course of treatment for a subject
in the Study in accordance with the Protocol.

“Confidential Information™ refers to any and all
Information belonging to SPONSOR, CRO and/or their
respective  Affiliates including, but not limited to,
Information that SPONSOR, CRO and/or their respective
Affiliates consider to be trade secrets and / or the release of
which could prejudice legal. commercial or other interests
of SPONSOR, CRO and/or their respective Affiliates and
which are (i) provided, disclosed or submitted to Institution
or Investigator or (ii) which are otherwise obtained by
Institution and Investigator.

“Data Security Breach”™ means: (a) the loss or misuse (by
any means) of Personal Data: (b) the inadvertent,
unauthorized, and/or unlawful Processing, disclosure,
access. alteration, corruption, transfer, or sale or rental,
destruction. or use of Personal Data: or (¢) any other act or
omission that compromises the security. confidentiality, or
integrity of Personal Data.

“eCRFs/CRFs™ (Electronic Case Report Forms or Case
Report Forms) are paper or electronic questionnaires
specifically used by Institution and Investigator pursuant to
the Protocol for Subject data reporting.

“Fully Cooperate™ means lo assist in completing a specified
end or purpose.

“Information™ refers to any and all oral, written (including
all other tangible forms) and other information, material
and assets of any nature, whether or not protected by
Intellectual Property Rights or any applications for such
rights, such as. but not limited to, data, data information,
data and Reports on the Study and the Study Drug. (e)CRFs
(whether completed or not). final Reports. all other clinical
data, manufacturing data, the Protocol, the Investigator
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smérnice, predpisy, pozadavky, normy, kodexy ¢i narizeni.
klerd se vztahuji na jednotlivé smluvni strany nebo na
klinické hodnoceni. sluzby. tuto smlouvu. Patii sem také
aktualné platné zasady spravné klinické praxe Mezinarodni
konference o harmonizaci technickvch pozadavkia na
registrace humannich léCivych pripravki - Clinek E6:
Pokyny pro spravnou klinickou praxi a platné znéni
Helsinské deklarace Svétové Iékarské asociace a téz
predpisy pro spravnou vyrobni a laboratorni praxi a
predpisy, kterymi se Fidi shromazd'ovani a zpracovani
osobnich dajt, odebirani a uchovavani vzorki lidskych
tkani a zpracovani a testovani DNA.

"Dokonceny pacient” je kazdy léCeny pacient. Ktery
dokongil lécbu predepsanou v ramei klinického hodnoceni.
v souladu s protokolem.

“Divérne informace™ jsou vSechny informace patfici
ZADAVATELL,  CRO a/mebo  jejich  Sesterskym
spole¢nostem, véetné mimo jiné téz informaci, které
ZADAVATEL. CRO a/nebo jejich Sesterské spolecnosti
povazuji za obchodni tajemstvi a/nebo informace, jejichz
zvefejnéni by mohlo poSkodit pravni. obchodni & jiné
zajmy ZADAVATELE, CRO a/nebo jejich Sesterskych
spole¢nosti, které jsou (i) poskytovany, sdéloviny nebo
predavany Zdravotnickému zafizeni nebo ZkouSejicimu:
a/nebo (i) které Zdravotnické zarizeni a ZkouSejici jinym
zplusobem ziskali.

“Porusenim bezpe¢nosti dat™ se rozumi: (a) ztrata nebo
zneuziti osobnich udaju (jakymkoli zpusobem): (b)
nedbalé, neopravnéné a/nebo nezikonné  zpracovani,
sdéleni, zpiistupnéni, zména, prevod, prodej. pronajem.
zniCeni ¢ vyuZiti osobnich Gdaji; nebo (c¢) jakvkoli jiny
skutek ¢i pochybeni. které ovliviuje bezpecnost. divémost
¢i celistvost osobnich tdaji.

“eCRFs/CRFs™ (Electronic Case Report Forms/Case
Report Forms) jsou papirové nebo elektronické dotazniky,
které zdravotnické zafizeni a zkousejici pouzivaji v souladu
s ustanovenim protokolu pro zaznamenavéni Gdaji o
subjektech hodnoceni (zaznamy pacienta).

"Poskytnout plnou soucinnost" znamena pomahat pfi
dokonceni konkrétniho tkonu nebo cile.

“Informace™ jsou veskeré ustni pisemné (véetné viech
ostatnich forem) informace. materidly a aktiva jakéhokoli
charakteru, bez ohledu na to zda jsou nebo nejsou chranény
pravy duSevniho vlastnictvi, véetné mimo jiné viech dat,
informaci a hlaseni tykajicich se Klinického hodnoceni
a/nebo Studijniho 1é¢iva, zaznamu pacienta (e)CRF (a to
jak vyplnénvch tak nevyplnénych). ziavérecnych Zprav,
viech Klinickych ddaja, vyrobnich informaci, Protokolu,
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Brochure, laboratory records, information contained in
submissions to regulatory authorities, unpublished data and
Reports. any and all other Study documentation. technical
information, findings. samples. interim results and results,
Intellectual Property Rights and any other information and
assets potentially subject to any kind of intellectual
property rights, whether protectable or not, and any
existing or future rights therein: Subjects’ medical files and
documents facilitating identification of the Study Subjects,

“Intellectual Property Rights” refers to existing and / or
future patents, patent applications, trade marks, trade
names. service marks, domain names, copyrights, moral
rights, rights in and to databases (including rights 1o prevent
the extraction or reutilization/reutilisation of Information
from a database), design rights, topography rights, know-
how, trade secrets and all rights or forms of protection of a
similar nature or having equivalent or the similar effect 1o
any of them which may subsist anywhere in the world.
whether or not any of them are registered and including
applications for registration of any of them: furthermore
rights of use, rights of exploitation, rights of utilization and
licenses, whether royalty-free or otherwise.

“Investigational ~ Product™ refers to  SPONSOR’s
investigational product(s) including the Study Drug and / or
investigational device and to placebo, comparator drug /
device or any other control material as defined in the
Protocol.

“Investigator” is the individual named in item (3) in the
introduction 10 this Agreement. and is the person
responsible for the conduct of the Study at Institution. If a
Study is conducted by a team of individuals at an
Institution, Investigator is the responsible leader of the
team and may be called the principal investigator.

“Investigator Request Form™ (IRF) shall mean the form
containing the information that PAREXEL Finance
Department requires from the payee prior to being able to
process payments for said payee.

“Personal Data™ means any information relating to an
identified or identifiable natural person: an identifiable
person is one who can be identified. directly or indirectly.
in particular by reference to an identification number or to
one or more factors specific to his physical, physiological.
mental, economic, cultural or social identity.

“Process™ means any operation or set of operations which
is performed upon Personal Data, whether or not by
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Manudlu  pro  ZkouSejiciho, laboratornich  zaznama,
informaci obsazenych v hlasenich pro kontrolni organy a
organy statniho dozoru, nepublikovanych dat a zprav a
veskeré ostatni dokumentace ke Klinickému hodnoceni.
véetné  technickyeh  informaci,  zjisténi.  vzork(,
predbéznych ¢i koneénych vysledkl, Prav duSevniho
viastnictvi a vSech ostatnich stavajicich i1 budoucich
informaci a aktiv, na ktera se mohou potencidlné vztahovat
prava duSevniho vlastnictvi. Dile sem patii také
zdravotnicka  dokumentace  Subjekttt  hodnoceni  a
dokumenty usnadiujici a umoznujici identifikaci Subjektd
hodnoceni.

“Prava dusevniho vlastnictvi™ jsou viechny stavajici a/nebo
budouci patenty, Zzidosti o udé&leni patentd, ochranné
znamky, obchodni znacky. oznageni sluzeb, doménova
jména, autorskda prava, moralni prava, prava k databazim
(véetné prav branicich vyjimani &i opétovné pouzivani
informaci z databazi), designova prava, topograficka prava,
know-how, obchodni tajemstvi a vSechna ostatni prava ¢i
zpusoby ochrany dusevniho vlastnictvi se stejnym pravnim
vyznamem pouzivana v jednotlivych zemich svéta. Za
prava dusevniho vlastnictvi jsou také povazovany zadosti ¢i
registrace k ziskani shora uvedenych prav a také pravo na
pouzivini a poskytovani licenci. a to jak bezplatné ¢i jinak.

"Hodnoceny  pripravek”  je  hodnoceny  piipravek
(hodnocené pripravky) ZADAVATELE, véetné Studijniho
lé¢iva a/mebo  hodnoceného  prostiedku.  placeba,
srovnavaciho léCiva/prostredku ¢i ostatnich Kkontrolnich
materialt definovanych v Protokolu.

"Zkousejici" je fyzicka osoba uvedend v odstavei (3)
Gvodnich ustanoveni této smlouvy a jednd se o osobu
odpovédnou za provedeni klinick¢ho hodnoceni ve
zdravotnickém zarizeni. Pokud je klinické hodnoceni
provadéno ve zdravotnickém zafizeni tymem nékolika
osob, je zkousejici odpovédny vedouci tohoto tymu a muze
byt nazyvan 1z hlavnim zkousejicim.

"Formular pro zkousejiciho (IRF)" je formulaf obsahujici
informace, kieré financni Gsek firmy PAREXEL potrebuje k
tomu, aby mohl fadn¢ zpracovavat vyplaty odmén danému
prijemci odmény.

“Osobni  udaje” jsou vsechny informace tykajici se
totoznosti  nebo  ztotoznitelnosti  fyzické  osoby.
Ztotoznitelna fvzicka osoba je osoba, jejiz totoZnost lze
primo ¢i neprimo urcit. zejména dle identifikaéniho ¢isla
nebo  jinvch  télesnych, fyziologickych, duSevnich,
ekonomickych, kulturnich ¢i ekonomickych parametra.

znamena operaci nebo soubor operaci
adaji (jak automaticky tak

Zpracovani"
provadénych s osobnimi
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automatic means., such as collection. recording.
organization, storage, adaptation or alteration, retrieval,
consultation, use, disclosure by transmission, dissemination
or otherwise making available, alignment or combination,
blocking, erasure or destruction.

“Reports™ means any reports that are required by the
applicable regulatory committee to close out the Study.

“Resources™ refers to any facilities and equipment that are
utilized for the conduct of the Study.

“Services” means the services to be provided by the
Institution. the Investigator and/or the Study Personnel
under the terms of this Agreement.

“Study™ means the scientific research as defined in the
Protocol.

“Study Instructions™ means any written document. other
than the Protocol, issued by SPONSOR or CRO that
specifically relates to and references the Study and which
provides additional information and/or instructions on how
the Institution and Investigator shall conduct the Study.
Study Instructions may be transmitted from SPONSOR or
CRO to Institution and/or Investigator by personal delivery,
fax, e-mail. registered post, certified post or courier.

“Study Personnel™ means any employees of Institution or
Investigator, and/or contractors engaged by Institution or
Investigator, who are involved in performing the Study,
including Sub-Investigator(s), Study coordinator(s), and
any other contractors, agents and employees of Institution
or Investigator who assist Institution and Investigator with
the Study.

“Study Results™ refers to any and all Information and any
other material and results directly or indirectly arising from
or in connection with the Study. regardless of whether the
Study was aimed at yielding the relevant Study Results or
whether they are ancillary in connection with the Study.

“Sub-Investigator” is any individual member of the Study
team designated and supervised by the Investigator at
Institution to perform critical trial-related procedures
and/or to make important trial-related decisions (e.g..
associates. residents, research fellows).

“Subject” is a person participating in the Study and
identified in the signed informed consent form.
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manualné), jako jsou napiiklad sbhér. nahravani, tfidéni.
uskladnéni, prizpisobeni, zmeéna. vyjmuti. zkoumani,
pouzivani. predavani formou prenosu, distribuce ¢i
jakymkoli jinym zpusobem umoznujicim zpfistupnéni
téchto  informaci, srovnani, slouceni.  zablokovani.
vymazani nebo likvidace.

"Hlaseni" je zprava nebo zpravy. kleré prislusné orginy
statniho dozoru vyzaduji pro Gcely uzavieni klinického
hodnoceni.

"Zdroje" jsou prostory a vybaveni pouzivane pro provadéni
klinick¢ho hodnoceni.

zdravotnickym
provad¢jicim

"Sluzby"  jsou sluzby poskytované
zafizenim, zKkousejicim a/nebo  tymem
klinické hodnoceni na zakladé této smlouvy.

"Klinické hodnoceni” je védecky vyzkum ve smyslu
definovaném v Protokolu.

"Pokyny pro provadéni klinického hodnoceni" jsou viechny
pisemné dokumenty, jiné nez protokol, vydané CRO, které
s¢ tykaji klinického hodnoceni a které poskytuji dalsi
informace a/nebo pokyny jak maji zdravotnické zafizeni a
zkousejici klinické hodnoceni provadet.  Pokyny pro
provadéni  klinického hodnoceni mohou byt CRO
zdravotnickému zafizeni a/mebo zkousejicimu predany
formou osobniho doruceni, faxem, elektronickou postou,
doporucenou postou s dorucenkou nebo kuryrem.

Osoby podilejici se na provadéni klinického hodnoceni” je
tym. ktery zahrnuje zaméstnance zdravotnického zafizeni,
zkousejiciho a/nebo smluvni  partnery zdravotnického
zafizeni a/nebo zkousejiciho, ktefi se podili na provadéni
klinického hodnoceni. véemné vsech ostatnich smluvnich
partneri, zastupcl ¢i zaméstnanci zdravotnického zafizeni
a/nebo zkousejiciho, ktefi zdravotnickému zafizeni a/nebo
zkousejicimu  pomdhaji s provadénim  klinického
hodnoceni.

"Vysledky klinického hodnoceni" jsou veskera data.
informace a zpravy vylvorené v souvislosti s provadénim
klinického hodnoceni. Lékatrské zaznamy predmétd nejsou
souCasti vysledka klinického hodnoceni.

"Spoluzkousejici" je jakakoli fvzicka osoba, ktera je
¢lenem tymu provadéjiciho klinické hodnoceni a kterd je
podiizena zkousejicimu ve zdravotnickém zafizeni, a kiera
provadi dulezitd vySetfeni a Cinnosti v souvislosti s
klinickym hodnocenim a/nebo pfijima rozhodnuti tykajici
se klinického hodnoceni (napfiklad pomocni neatestovani
I¢kari. atestovani Iékari, pomocni vyzkumni pracovnici).

"Subjekt hodnoceni" je osoba (pacient) u€astnici se
klinického hodnoceni, kterd je uvedena ve formulafi
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informovaném souhlasu.
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