Clinical Trial Agreement

Smlouva o klinickém hodnoceni

THIS AGREEMENT is made by and between

TATO SMLOUVA se uzavira mezi

(1) PAREXEL International (IRL) Limited,

(1) PAREXEL International (IRL) Limited,

70 Sir John Rogerson's Quay

70 Sir John Rogerson's Quay

Dublin 2 Dublin 2
Ireland Irsko
Company number 541507 registracni Cislo spole¢nosti 541507
Tax ID Number: IE 3249971HH DIC: IE3249971HH
(hereinafter CRO) (dale jen CRO)
and A
(2) Fakultni nemocnice Kralovské Vinohrady (2) Fakultni nemocnice Kralovské Vinohrady

Srobarova 1150/50

100 34 Praha 10

Czech Republic

ID#: 00064173

Tax ID #: CZ 00064173

Internal Reference #: KH 21/2020

Costing center: 43061

Represented by: Prof. MUDr. Petr Arenberger, DrSc, MBA, FCMA,
Director

Established by the Ministry of Health, Founding Deed — Decision
of Minister for Health as of 25" November 1990, ref. No. OP-054-
25.11.90, as amended by Decision of Ministry of Health as of 29t
May 2012, ref. No. MZDR 17266-111/2012, as amended by
Provision of Ministry of Health as of 315 May 2016, ref. No. MZDR
33222/2016 — 2/ OPR

Srobarova 1150/50

100 34 Praha 10

Ceska republika

IC: 00064173

DIC: CZ 00064173

Cislo jednaci: KH 21/2020

Nakladové stredisko: 43061

Zastoupena: Prof. MUDr. Petrem Arenbergerem, DrSc, MBA,
FCMA, feditelem

zfizend rozhodnutim Ministerstva zdravotnictvi ze dne 29.5.2012
¢.j.: MZDR 17266-111/2012, kterym se méni a doplfiuje rozhodnuti
ministra zdravotnictvi ze dne 25.11.1990 ¢.j. OP-054-25.11.90 ve
znéni zmén provedenych Opatienim Ministerstva zdravotnictvi
vydaného pod ¢.j.: MZDR 33222/2016 — 2/ OPR ze dne 31.kvétna
2016

(hereinafter Institution and/or Provider)

(dale jen poskytovatel anebo instituce)

and

A

(3) MUDr. Jan Hamouz
date of birth:
with residence at:

Employee of the Institution and attending physician,
Opthalmology Clinic of the Institution

(3) MUDr. Jan Hamouz
narozen:
bytem:

Zaméstnanec poskytovatele zdravotnich sluzeb a |ékaf
Oftalmologické kliniky Fakultni nemocnice Kradlovské Vinohrady

(hereinafter Investigator)

(dale zkousejici)

hereinafter collectively referred to as the Parties (to the
Agreement) or individually as Party (to the Agreement)

dale spolecné jako (smluvni) strany a jednotlivé jako (smluvni)
strana

regarding

Ohledné

Protocol No: 20170542 (hereinafter Protocol)

Protokolu ¢.: 20170542 (dale protokol)

A Randomized, Double-masked, Phase 3 Study of ABP 938
Efficacy and Safety Compared to Aflibercept (Eylea®) in Subjects
with Neovascular Age-related Macular Degeneration
(hereinafter Study)

Randomizovana, dvojité maskovana studie faze 3 hodnotici
ucinnost a bezpecnost pripravku ABP938 v porovnani s
afliberceptem (Eylea®) u pacientd s neovaskularni formou vékem
podminéné makularni degenerace
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ABP 938 (hereinafter Study Drug)

ABP 938 (dale hodnoceny lécivy pripravek)

of

Spole¢nosti

SPONSOR: Amgen Inc.

ZADAVATEL: Amgen Inc.

at 1 Amgen Center Drive, Thousand Oaks, California, USA 91320

1 Amgen Center Drive, Thousand Oaks, Kalifornie, USA 91320

(hereinafter SPONSOR)

(d4le ZADAVATEL)

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

VZHLEDEM KTOMU, ZE ZADAVATEL je zadavatelem
multicentrické studie zaméfené na klinické hodnoceni
hodnoceného lécivého pripravku a CRO (nebo jeji spfiznéna
osoba) byla angaZovdna ZADAVATELEM (podle samostatné
pisemné smlouvy), aby jednala jako dodavatel ZADAVATELE a
zmocnénec pro fizeni studie pro ZADAVATELE; a

WHEREAS Institution and Investigator 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 of
SPONSOR'’s Study rights that lie with SPONSOR on the basis of
Applicable Law and GCP regulations as though such rights were
CROQO’s own rights, as has been delegated by SPONSOR to CRO;
and

VZHLEDEM K TOMU, ZE poskytovatel a zkousejici budou plné
spolupracovat s CRO a dovoli CRO plnit jakékoliv zavazky studie
ZADAVATELE a vykondvat veskera prava plynouci ze studie
ZADAVATELE, ktera ma ZADAVATEL na zakladé platného prava a
nafizeni o spravné klinické praxi, jako kdyby takova prava byla
vlastnimi pravy CRO, jak byla svéfena ZADAVATELEM CRO; a

WHEREAS the Investigator and will conduct the Study in the
premises of:

Opthalmology Clinic

Fakultni nemocnice Kralovské Vinohrady
Srobérova 1150/50

100 34 Praha 10

(“Study Site”)

and all Study Personnel will conduct the Study under the
supervision of Investigator; and

VZHLEDEM K TOMU, ZE zkousejici bude provadét klinické
hodnoceni v prostorach:

Oftalmologicka klinika

Fakultni nemocnice Kralovské Vinohrady
Srobérova 1150/50

100 34 Praha 10

(“studijni centrum”)

a vsichni ¢lenové tymu provadéjiciho klinické hodnoceni budou
toto klinické hodnoceni provadét pod dohledem zkousejiciho; a

WHEREAS, Institution and Investigator each desire to participate
in the Study as described in this Agreement; and

VZHLEDEM K TOMU, ZE poskytovatel a zkousejici si preji Gcastnit
se studie, jak je popsano v této smlouveé; a

WHEREAS, this Agreement explains the joint and several
obligations and rights of Institution, the obligations and rights of
CRO with respect to the performance of the Study and the rights
of the SPONSOR as an intended third-party beneficiary; and

VZHLEDEM K TOMU, ZE tato smlouva vysvétluje spole¢né a
nerozdilné zdvazky a prdva poskytovatele, prdva a povinnosti
CRO ohledné provadéni studie a prava ZADAVATELE jako
zamysleného pfijemce — treti strany; a

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.

VZHLEDEM K TOMU, ZE podle této smlouvy CRO nejedna ani
nemad v Umyslu jednat jako smluvni zastupce ZADAVATELE, ale
spiSe jako jmenovany zmocnénec ZADAVATELE pro provadéni
studie.

1. DEFINITIONS

1. DEFINICE

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

Definice termin( pouZitych vtéto smlouvé jsou uvedeny
v priloze B.
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2. CONDUCT OF THE STUDY

2. PROVADENI STUDIE

2.1 Institution agrees, and commits itself to CRO, to allow
Investigator and other Study Personnel to conduct the Study in
the premises of the Institution, in accordance with this
Agreement and the Protocol (as defined including subsequent
amendments), and represents and warrants that Investigator
and other Study Personnel are employed by Institution.

2.1 Poskytovatel souhlasi a zavazuje se CRO, Ze umozni
zkousSejicimu a ostatnim pracovnikiim spolupracujicim na studii
provadét studii v prostorach poskytovatele v souladu s touto
smlouvou a protokolem (jak je definovan véetné naslednych
dodatkd) a prohlasuje a zarucuje, Ze zkousejici l1ékaF a ostatni
pracovnici  spolupracujici na studii jsou zaméstnanci
poskytovatele.

2.2 Investigator agrees, and commits itself to CRO, to
conduct the Study in the premises of the Institution and
warrants that he/she is employed by Institution. Investigator
shall personally supervise the conduct of the Study by the Study
Personnel to the full extent contemplated by this Agreement,
the Protocol and by Applicable Law.

2.2 Zkousejici souhlasi a zavazuje se CRO, Ze bude provadét
studii v prostorach poskytovatele, a zaruCuje, Ze je
zaméstnancem poskytovatele. Zkousejici bude osobné dohlizet
na provadéni studie pracovniky spolupracujicimi na studii
v plném rozsahu uvazovaném touto smlouvou, protokolem a
platnym pravem.

23 Investigator and Institution acknowledge that
SPONSOR is the sponsor of the Study, and as such is an intended
third-party beneficiary of this Agreement, whereas SPONSOR
transfers any or all of the SPONSOR's Study-related functions to
CRO in compliance with ICH-GCP, sec. 5.2.1 pursuant to a
separate written agreement between CRO and SPONSOR.
Institution and Investigator acknowledge and agree that this
Agreement shall be enforceable by the SPONSOR and its
Affiliates. In addition to the foregoing, Investigator and
Institution agree that CRO may provide 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 else) derive from
SPONSOR’s status as such, as set out by Applicable Law and GCP
regulations, and Investigator and Institution agree to all such
instances. Investigator and Institution will Fully Cooperate with
CRO and SPONSOR.

23 ZkouSejici a poskytovatel potvrzuji, Ze ZADAVATEL je
zadavatelem této studie a jako takovy je zamyslenou
opravnénou osobou - tfeti stranou této smlouvy, pfi¢emz
ZADAVATEL prevadi jakékoliv nebo veskeré funkce ZADAVATELE
souvisejici se studii na CRO v souladu s pravidly Mezinarodni
konference o harmonizaci spravné klinické praxe (ICH-GCP), cl.
5.2.1 podle samostatné pisemné smlouvy mezi CRO a
ZADAVATELEM. Poskytovatel a zkousejici potvrzuji a souhlasi, Ze
tato smlouva bude vymahatelnd ZADAVATELEM a jeho
pfidruzenymi osobami. Kromé vySe uvedeného zkoulejici a
poskytovatel souhlasi, Ze CRO muZe poskytnout jakékoliv
informace anebo dokumenty tykajici se této smlouvy anebo
tykajici se ucasti zkousejiciho a poskytovatele na studii (vCetné
bez omezeni jakychkoliv zprav nebo jinych dokumentd nebo
materiald poskytnutych zkousejicim nebo poskytovatelem CRO
podle této smlouvy) ZADAVATELI. Veskeré zde uvedené odkazy
na ZADAVATELE (v souvislosti s poskytnutim informaci,
podavanim Zzadosti, financnimi podminkami nebo ¢imkoliv
jinym) se odvozuji od statutu ZADAVATELE jako takového, jak je
stanoveno v platném pravu a nafizenich o spravné klinické praxi,
a zkousejici a poskytovatel souhlasi se vSemi takovymi pripady.
Zkousejici a poskytovatel budou plné spolupracovat s CRO a
ZADAVATELEM.

2.4 Investigator and Institution acknowledge that CRO is
the recipient of Services described in this Agreement and, for the
avoidance of any doubt, that SPONSOR is not the recipient of
Services described in this Agreement.

2.4 Zkousejici a poskytovatel potvrzuji, Ze CRO je
prijemcem sluzeb popsanych v této smlouvé, a pro odstranéni
pochybnosti, Ze ZADAVATEL neni pfijemcem sluZzeb popsanych
v této smlouvé.

25 Institution and Investigator specifically agree, and
commit themselves to CRO, to (and the Investigator warrants
that Study Personnel will) conduct the Study in a diligent,
efficient, and skilful manner, using the degree of skill, diligence,
prudence and foresight which would reasonably and ordinarily be
expected from skilled and experienced professionals engaged in
the provision of, and activities comprising, a Study, in strict
compliance with the terms and conditions of this Agreement,
the Protocol including subsequent amendments, any specific

2.5 Zkousejici a poskytovatel konkrétné souhlasi a zavazuji
se CRO, Ze, a zkousejici se zarucCuje se i za pracovniky
spolupracujici na studii, budou provadét studii svédomité,
efektivné a s odbornou péci s vyuzitim takovych dovednosti,
svédomitosti, obeztfetnosti a predvidavosti, které lze pfimérené
a obvykle ocekavat od kvalifikovanych a zkusenych profesionalli
zapojenych do poskytovani cinnosti vyZadovanych studii pfi
prisném dodrZovani podminek této smlouvy, protokolu vcetné
naslednych dodatk(, jakychkoliv konkrétnich pokynt CRO,
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CRO Instructions, Applicable Law, regulations and guidance, all
requirements of the Institution, and any other professional
standards applicable to their professional industries and fields.
Neither Institution nor Investigator nor any Study Personnel
shall commit any negligent acts or any willful misconduct in
connection with the Study. Neither Institution nor Investigator
nor any Study Personnel shall make any unauthorized
warranties to any person (including Subjects) concerning the
Study Drug. Institution and Investigator accept responsibility for
the acts and omissions of all Study Personnel in the Study.

platného prava, nafizeni a pokyn(, veskerych poZzadavki
poskytovatele a jakychkoliv jinych profesnich standardd platnych
pro jejich profesni obory a pole plsobnosti. Poskytovatel,
zkousejici ani pracovnici spolupracujici na studii se nedopusti
zadného nedbalostniho ¢inu nebo védomého pochybeni
v souvislosti se studii. Poskytovatel, zkousejici ani pracovnici
spolupracujici na studii neposkytnou zadné neoprdvnéné zaruky
jakékoliv osobé (vcetné subjektl) tykajici se hodnoceného
|éCivého pFipravku. Zkousejici pfijimaji odpovédnost za jedndni a
necinnost vSech pracovnikd spolupracujicich na studii.

2.6 SPONSOR/CRO will obtain the written approval of the
appropriate Ethics Committee(s) (EC) and of the State Institute
for Drug Control (SUKL) prior to commencement of the Study.

2.6 Ziskani souhlasnych stanovisek etickych komisi a
povoleni Statniho Gstavu pro kontrolu lé¢iv (SUKL) k provedeni
studie pred jejim zahdjenim je odpovédnosti ZADAVATELE/CRO.

2.7 If required by Applicable Law, CRO shall make, or
procure that SPONSOR makes, the necessary submissions or
notifications to the regulatory authorities. The Study may not
commence until the Investigator has been informed by CRO that
such authorizations has been granted and that this Agreement
was disclosed in the Register of Contracts.

2.7 PoZaduje-li to platné pravo, CRO ucini nebo zajisti, aby
ZADAVATEL ucinil nezbytnd podani nebo oznameni regulatornim
organlim. Studie nesmi zacit, dokud zkousSejici nebude
informovan ze strany CRO, Ze takova povoleni byla udélena a ze
tato smlouva byla uverejnéna v Registru smluv.

2.8 Institution and Investigator represent and warrant that
they have obtained, and will maintain for the term of this
Agreement, all licenses, authorizations, approvals, and reviews
required by any governmental authority for performance of
their obligations hereunder. Investigator represents that he is
qualified by training and experience in pharmaceutical clinical
research and has expertise in the field of the clinical research
relating to the Study.

2.8 Poskytovatel a zkousejici prohlasuji a zarucuji, Ze ziskali
a budou po dobu platnosti této smlouvy udrZovat v platnosti
veskeré licence, opravnéni, souhlasy a posudky poZadované
jakymkoliv statnim organem pro pInéni jejich zavazkl podle této
smlouvy. Zkousejici prohlasuje, Ze je kvalifikovan Skolenim a
zkusenosti ve farmaceutickém klinickém vyzkumu a ma znalosti
v oblasti klinického vyzkumu tykajiciho se studie.

29 Investigator shall, prior to a Subject’s participation in
the Study, obtain the Subject's written informed consent to
participate in the Study. Each Subject’s written informed
consent shall be in a form that is in accordance with the
requirements of Applicable Laws, this Agreement and the
Protocol and has been approved by the IRB/EC. The Investigator
shall ensure that the Study Subjects included in the Study do not
participate in a specific treatment program according to Section
49 of Act No. 378/2007 Coll., on Medicinal Products (“Act on
Medicinal Products”) or in any other clinical trial in which the
trial subjects would use medicinal products not registered in the
Czech Republic in the course of the Study or during any
suspension period specified in the Protocol without the prior
written consent of the SPONSOR.

2.9 Zkousejici pred zahajenim Ucasti subjektu ve studii ziska
pisemny informovany souhlas subjektu s Géasti na studii.
Pisemny informovany souhlas subjektu musi mit formu, ktera je
v souladu s poZadavky platného prava, této smlouvy a protokolu
a byla schvalena IRB/EK. Zkousejici zajisti, Ze se subjekty studie
zarazené do studie nebudou uUcastnit specifického Iécebného
programu podle §49 zdkona ¢. 378/2007 Sh., o |éivech (,,zakon
o lécivech”), nebo jakéhokoliv jiného klinického hodnoceni, ve
kterém subjekty hodnoceni uZivaji lé¢iva neregistrovana v Ceské
republice v pribéhu studie nebo béhem jakéhokoliv obdobi
pozastaveni uvedeného v protokolu bez predchoziho
pisemného souhlasu ZADAVATELE.

2.10 Following Study initiation, Investigator shall 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, Investigator agrees that SPONSOR or, with
SPONSOR’s approval, CRO may unilaterally revise the number of
Subjects that Investigator may enroll, and/or the timeframe for
such enrollment, at any time. Further, Investigator shall cease to

2.10 Po zahdjeni studie zkousejici provede nabor takového
poctu radné kvalifikovanych (podle protokolu) subjektl studie,
jak je stanoveno v pfiloze A, a ucini tak podle casového
harmonogramu uvedeného v ptiloze A. Bez ohledu na vyse
uvedené zkousejici souhlasi, Zze ZADAVATEL nebo se souhlasem
ZADAVATELE CRO mohou kdykoliv jednostranné zrevidovat
pocet subjektd studie, které zkousSejici mlZe zaradit, anebo
Casovy ramec pro takovy nabor subjektl studie. Zkousejici
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enroll Subjects into the Study upon notification from CRO or
SPONSOR.

ukonéi nabor subjektd do studie na zdkladé oznameni od CRO
nebo ZADAVATELE.

2.11 The Investigator and/or a delegated Study Personnel shall
(a) keep a detailed and written inventory of Study and other
Drugs and, as applicable, other materials and supplies, per
protocol provided by SPONSOR or CRO or their Affiliates and
shall store such materials according to the Protocol or Study
Instructions; (b) limit access to Study and other Drugs provided
by SPONSOR or CRO or their Affiliates to only delegated Study
Personnel; (c) at all times hold, store, handle, and transport the
Study Drug in compliance with CRO and SPONSOR or their
Affiliates instructions and Applicable Laws; (d) cause Study Drug
to be administered only to Subjects under Investigator's or
delegated Study Personnel personal supervision; (e) not transfer
Study or other Drugs to any third party without CRO’s or
SPONSOR’s prior written consent; (f) upon termination or
completion of the Study, destroy all unused Study or other Drugs
provided by SPONSOR or, at SPONSOR’s sole option and at
SPONSOR’s expense, return to SPONSOR, in accordance with
SPONSOR'’s instruction and Applicable Laws; and (g) retain, in
Institution premises, all necessary Subject records and/or
documents whether electronic, paper, or in any other form
relating to the Study for fifteen (15) years after the end or the
premature termination of the Study or longer if required by
Applicable Law and take reasonable and customary precautions
to prevent the loss or alteration of any such records. Institution
and Investigator shall provide to CRO or their Affiliates all study
data collected on case report forms as instructed by CRO.

2.11 Zkousejici nebo jim povéreny pracovnik spolupracujici
na studii bude vést detailni pisemny seznam zdasob
hodnoceného lécivého pripravku a dalSich pfipravkd a pfipadné
dalsich materidll a dodavek dle protokolu poskytnutych
ZADAVATELEM nebo CRO nebo jejich pfidruzenymi osobami a
bude skladovat takové dodané pfipravky a materidly podle

protokolu nebo pokynl studie; (b) omezi pfistup
k hodnocenému |éCivému pfipravku a dalSim pripravkim
poskytnutym  ZADAVATELEM nebo CRO nebo jejich

pfidruzenymi osobami pouze na pracovniky spolupracujici na
studii; (c) trvale bude drzet, skladovat, nakladat a prepravovat
hodnoceny pfipravek v souladu s pokyny CRO a ZADAVATELE a
platnymi pravnimi predpisy; (d) zajisti, aby hodnoceny pfipravek
byl vydavén subjektim studie pouze pod osobni kontrolou
zkousejiciho nebo jim povéreného pracovnika spolupracujiciho
na studii (e) neprevede hodnoceny pripravek ani dalsi pfipravky
dle protokolu poskytnuté ZADAVATELEM Zadné treti strané bez
predchoziho pisemného souhlasu CRO nebo ZADAVATELE; (f) pfi
ukonéeni nebo dokonéeni studie zni¢i veSkery nespotifebovany
hodnoceny pfipravek nebo dal$i pripravky dle protokolu
poskytnuté ZADAVATELEM a to na jeho ndklady nebo je podle
vyhradniho uvdZeni ZADAVATELE vrati ZADAVATELI v souladu
s pokyny ZADAVATELE a platnymi pravnimi predpisy; a (g)
ponecha v prostorach poskytovatele veskeré nezbytné zaznamy
nebo dokumenty subjektl studie, v elektronické, papirové nebo
jakékoliv jiné formé, tykajici se studie po dobu patnacti (15) let
po ukonceni nebo predéasném ukonceni studie, nebo déle, je-li
to pozadovano platnym pravem, a pfijme pfiméfena a obvykla
opatreni k zamezeni ztraty nebo poruseni takovych zaznamd.
Poskytovatel a zkousejici poskytnou CRO nebo jejim
pfidruzenym osobam veskeré U(daje studie shromazdéné
v zdznamech subjektl hodnoceni podle pokynd CRO.

2.12 Institution and Investigator agree that they are not
presently under any agreement or obligation which conflicts
with the duties and obligations owed to CRO or SPONSOR under
this Agreement, and further agree not to undertake any such
obligation or agreement during the period that this Agreement
is in effect. Investigator warrants that no Study Personnel are
presently under any agreement or obligation which conflicts
with the duties and obligations owed to SPONSOR or CRO under
this Agreement and shall ensure that no Study Personnel will
undertake any such obligation during the course of the Study.

2.12 Poskytovatel a zkousejici souhlasi, Ze v soucasné dobé
nejsou vazani zadnou smlouvou nebo zidvazkem, které by byly
Vv rozporu s povinnostmi a zavazky vici CRO nebo ZADAVATELI
podle této smlouvy, a ddle souhlasi, Ze se nezavazou zadnym
takovym zdvazkem nebo smlouvou po dobu platnosti této
smlouvy. Zkousejici zarucuje, Ze Zadni pracovnici spolupracujici
na studii nejsou v soucasné dobé vazani zadnou smlouvou nebo
zavazkem, které jsou v rozporu s povinnostmi vici ZADAVATELI
nebo CRO podle této smlouvy, a zajisti, aby Zadny pracovnik
spolupracujici na studii nepfijal takovy zdvazek po dobu
provadeéni studie.

2.13 Institution and Investigator hereby acknowledge and
agree that each has received sufficient Information regarding
their respective participation in the Study. In addition,
Investigator further warrants (i) that he/she has distributed all
relevant Information to the Study Personnel who have a need to
know such Information in order to perform their assigned tasks

2.13 Poskytovatel a zkousejici timto potvrzuji a souhlasi, ze
obdrZeli dostate¢né informace ohledné jejich Ucasti na studii.
Kromé toho zkousejici dale zarucuje, (i) Ze poskytl vSechny
relevantni informace pracovnikim spolupracujicim na studii,
ktefi pottfebuji znat takové informace, aby mohli plnit pridélené
ukoly ve studii, a (ii) Ze zkousSejici a vSichni pracovnici
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on the Study, and (ii) that he, and all Study Personnel (as
applicable), has read and understands such Information.

spolupracujici na studii (podle potfeby) si precetli a rozuméji
témto informacim.

2.14 Institution agrees that it shall, throughout the duration
of the Study, provide Study Personnel with all necessary
Resources for the adequate performance of the Study. For the
purposes of a due Study conduct and finalisation throughout the
duration of the Study, the investigator shall ensure that
adequate Study Personnel are available. Institution and
Investigator shall inform CRO without delay in writing (including
by email) about all changes impacting the Resources and/or the
Study Personnel but in no event may Institution change
Investigator for the Study without CRO’s and SPONSOR'’s prior
written consent.

2.14 Poskytovatel souhlasi, Ze po dobu trvani studie umozni
dostupnost pracovnikd spolupracujicich na studii a poskytne
pracovniklim spolupracujicim na studii vSechny nezbytné zdroje
pro radné provadéni studie. Zkousejici zajisti, aby po dobu
provadéni studie a pro potreby jejiho Fadného dokonceni byli
k dispozici pracovnici spolupracujici na studii. Poskytovatel
a/nebo zkousejici bez prodleni bez prodleni pisemné (véetné e-
mailem) oznami CRO vsSechny zmény majici dopad na zdroje
anebo na pracovniky spolupracujici na studii, ale vzadném
pfipadé nesmi poskytovatel zménit zkousSejiciho bez
predchoziho pisemného souhlasu CRO nebo ZADAVATELE.

2.15 The Protocol, including any amendments thereto,
constitutes an integral part of this Agreement by reference. In case
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.

2.15 Protokol véetné vsech dodatk(i tvofi nedilnou soucast
této smlouvy odkazem. V pfipadé jakychkoliv nesrovnalosti mezi
touto smlouvou a protokolem ma protokol prednost
v zélezitostech mediciny, védy a provadéni studie, jinak maji
prednost podminky této smlouvy.

2.16 Institution and Investigator agree that if any Study
Personnel is a government employee, official and/or performing a
governmental function, such relationship may be disclosed to the
SPONSOR and any compensation that such individual receives with
respect to the Study may be disclosed to the Institution and is
hereby approved.

2.16 Poskytovatel a zkousejici souhlasi, Ze je-li pracovnikem
spolupracujicim na studii statni zaméstnanec, urednik anebo
osoba vykonavajici statni funkci, takovy vztah mize byt sdélen
ZADAVATELI, a odména, kterou takova osoba dostava v souvislosti
se studii, mGZe byt sdélena poskytovateli a timto se schvaluje.

2.17 Institution and Investigator warrant that neither they,
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 and Investigator further warrant that
neither they nor any Study Personnel shall make any offer,
payment, promise to pay or authorize such offer, payment,
promise of payment, either directly or indirectly, of any money
or anything of value (hereinafter Payment), to any individual or
entity (hereinafter collectively Officials) that would constitute
violation of any Laws, rules and regulations concerning or
relating to public or commercial bribery or corruption,
applicable in the domicile country of the Institution, and the U.S.
Foreign Corrupt Practices Act (“Anti-Corruption Laws”). In no
event shall Institution, Investigator, or any Study Personnel
make any Payment either directly or indirectly to Officials if such
Payment is for the purpose of obtaining or retaining business or
any improper advantage or 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 and
Investigator warrant that the books, accounts, records and
invoices of Institution and Investigator related to this Agreement
or related to any work conducted for or on behalf of CRO or
SPONSOR are and will be complete and accurate. Institution and
Investigator shall report any violation of these warranties of

2.17 Poskytovatel a zkousejici zarucuji, Ze ani oni, ani Zzadny z
pracovnikd spolupracujicim na studii neni Urednikem, agentem
nebo zastupcem Zzadné vlady nebo politické strany nebo
mezinarodni organizace, kde mohou byt v pozici autority, ktera
mUZe neopravnéné pomoci CRO nebo ZADAVATELI ziskat
obchodni vyhody. Poskytovatel a zkousejici dale zarucuji, ze ani
oni, ani kterykoliv pracovnik spolupracujici na studii neucini
Zadnou nabidku, platbu, slib uhradit ani neschvali takovou nabidku,
platbu, slib platby, pfimo nebo neptimo, za penize nebo cokoliv
hodnotného (déale platba) jakékoliv osobé nebo subjektu (dale
spolecné urednici), které by predstavovaly poruseni jakéhokoliv
prava, pravidel nebo nafizeni tykajicich se nebo vztahujicich se
k vefejnému nebo obchodnimu podplaceni nebo korupci platné
v zemi poskytovatele a U.S. Foreign Corrupt Practices Act
[americky zakon o zahranicnich korupcnich
praktikach](,protikorupcni  zdkony”). V Zadném  pripadé
poskytovatel, zkousejici ani pracovnici spolupracujici na studii
nebudou pfimo ani nepfimo provadét Zzadné platby vykonnym
Gredniktim, pokud by cilem platby bylo ziskani nebo zachovani
obchodni cinnosti nebo jakékoliv nepatticné vyhody nebo
ovlivnéni rozhodnuti nebo jednani ohledné predmétu této
smlouvy nebo jakékoliv jiné obchodni cinnosti CRO nebo
ZADAVATELE. Poskytovatel a zkousejici zarucuji, Ze knihy, Ucty,
zaznamy a faktury poskytovatele nebo zkousejiciho souvisejici
s touto smlouvou nebo souvisejici s jakoukoliv praci provadénou
pro CRO nebo ZADAVATELE nebo jejich jménem, budou Uplné a
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which they will become aware of promptly to CRO and SPONSOR
and agree to respond to any CRO or SPONSOR inquiries about
any potential violations and make appropriate records available
to CRO or SPONSOR upon request. CRO may terminate this
Agreement following consultation with SPONSOR (a) if
Institution, Investigator or Study Personnel fails to comply with
the Anti-Corruption Laws or this provision; (b) if CRO or
SPONSOR has a good faith belief that Institution, Investigator or
Study Personnel has violated, intends to violate, or has caused a
violation of the Anti-Corruption Laws. At any time upon the
request of CRO or SPONSOR, Institution and Investigator agree
to promptly certify in writing their compliance (and the
compliance of all other Study Personnel) with the terms
contained in this Section 2.17. CRO may terminate this
Agreement following consultation with SPONSOR if Institution
or Investigator (1) fails to complete a certification of compliance
with the terms as included in this Section 2.17, (2) fails to
complete it truthfully and accurately, or (3) fails to comply with
the terms of that certification. For the purposes of this section,
Study Personnel shall be deemed to further include owners,
directors, officers, or other third party acting for or on behalf of
Institution or Investigator.

presné. Poskytovatel a zkousejici budou hlasit jakékoliv poruseni
téchto zaruk, kterych jsou si védomi, okamzité CRO a ZADAVATELI
a souhlasi, Ze na pozadani odpovi CRO nebo ZADAVATELI na
jakékoliv dotazy ohledné potenciondlniho poruseni a zpfistupni
prislusné dostupné zdznamy CRO nebo ZADAVATELI. CRO mize
ukoncit tuto smlouvu po konzultaci se ZADAVATELEM (a) jestlize
poskytovatel, zkouSejici nebo pracovnici spolupracujici na studii
nedodrzi protikorupcni zakony nebo toto ustanoveni; (b) jestlize
CRO nebo ZADAVATEL v dobré vife véfi, ze poskytovatel,
zkousejici nebo pracovnici spolupracujici na studii porusili, maji
v umyslu porusit nebo zpUsobi poruseni protikorupcnich
zdkonU. Poskytovatel a zkousejici souhlasi, Ze kdykoliv na Zadost
CRO nebo ZADAVATELE okamZité pisemné osveédci, ze dodrzuiji (i
vsichni pracovnici spolupracujici na studii) pravidla obsazené
vtomto ¢lanku 2.17. CRO muZe ukoncit tuto smlouvu po
konzultaci se ZADAVATELEM, jestlize poskytovatel nebo
zkousejici (1) nevyhotovi osvédceni o dodrZovani pravidel
obsaZenych v ¢lanku 2.17, (2) nevyhotovi ho pravdivé a presng,
nebo (3) nedodrzuji podminky tohoto osvédceni. Pro ucely
tohoto ¢lanku se bude mit za to, Ze ¢lanek zahrnuje i majitele,
reditele, vykonné uredniky nebo jiné tfeti strany jednajici za
poskytovatele nebo zkousejiciho nebo jejich jménem.

2.18 Protocol Deviations. If principles outlined in the ICH
Harmonized Tripartite Guidelines for Good Clinical Practice ("ICH
GCP") relating to the safety of Subjects require a deviation from
the Protocol, ICH GCP should be followed, and the deviation
shall immediately be reported to SPONSOR or CRO in writing.
Investigator shall also, within twenty-four (24) hours, notify CRO
and SPONSOR of any Serious Breach of which he becomes
aware. For the purposes of this provision, a "Serious Breach"
shall mean a breach of ICH GCP or Study Protocol, which is likely
to affect (i) the safety of physical or mental integrity of the
Subjects of the Study; or (ii) the scientific value of the Study. In
addition, Investigator shall promptly inform the IRB or EC and
any governmental authority as may be required by Applicable
Law of such deviation or breach.

2.18 Odchylky od protokolu. Jestlize zasady uvedené
v Harmonizovanych tripartitnich pokynech pro spravnou
klinickou praxi (,ICH GCP“) tykajici se bezpecnosti subjektl
studie vyzaduji odchylku od protokolu, musi byt vyhovéno ICH
GCP a odchylka musi byt okamZité pisemné nahlasena
ZADAVATELI nebo CRO. Zkousejici do ctyriadvaceti (24) hodin
oznami CRO a ZADAVATELI jakékoliv zavazné poruseni, o kterém
se dozvédél. Pro ucely tohoto ustanoveni bude ,zavainé
poruseni” znamenat poruseni ICH GCP nebo protokolu studie,
které mlze mit vliv na (i) bezpecnost fyzické nebo mentalni
integrity subjektd studie; nebo (ii) védeckou hodnotu studie.
Kromé toho zkousejici bude okamzité informovat IRB nebo ES a
jakykoliv statni organ, jak mlZe pozadovat platné pravo ohledné
takové odchylky nebo poruseni.

2.19 Study Drug shall be provided by SPONSOR free of
charge and shall be supplied to Institution’s Pharmacy.
Institution and Investigator agree and warrant that they will not
seek payment or reimbursement from any Subject or third-party
for the cost of the Study Drug. CRO or SPONSOR will provide
Drugs and/or materials, as required by the Protocol for Subjects
participating in the Study ("Required Material(s)"). They may
also require Institution to source them. If CRO or SPONSOR
requests Institution to source Required Materials, Institution will
source such Required Materials if indicated in Exhibit A at the
expense of CRO and CRO will reimburse Institution and
Investigator as detailed in a proper invoice according to Exhibit A.
Institution and Investigator warrant that they will only source
Required Materials that comply with the specifications of the
Protocol. Institution and Investigator agree and warrant that
they will not seek payment or reimbursement from any Subject
or third-party for the cost of any Required Material(s) that is
provided without charge or reimbursed by SPONSOR. Institution

2.19 Hodnoceny lécivy pripravek bude bezplatné poskytnut
ZADAVATELEM a bude dodan do Iékarny poskytovatele.
Poskytovatel a zkousejici souhlasi a zarucuji, Ze nebudou
pozadovat od subjektu studie ani treti strany naklady na
hodnoceny |écivy pripravek. Naklady na Iécivé pripravky anebo
materialy neposkytnuté ZADAVATELEM pozadované
protokolem (dale jen ,pozadované materidly“) budou
poskytnuty poskytovatelem na ndklady CRO. CRO uhradi
poskytovateli ndklady na pozadované materidly na zakladé
podrobné faktury. Poskytovatel a zkousSejici zarucuji, Ze budou
pouZivat pouze poZadované materidly, které splnuji specifikace
uvedené v protokolu. Poskytovatel a zkousejici souhlasi a zarucuji,
Ze nebudou pozadovat platbu nebo thradu od Zadného subjektu
ani treti strany za naklady poZadovanych materiald, které jsou
poskytnuty zdarma nebo hrazeny ZADAVATELEM. Poskytovatel a
zkousejici rovnéz zarucuji, Zze nebudou pozadovat ani pfijimat
Uhradu od Zadného subjektu ani platce-tfeti strany za postupy,
testy, |éceni, predméty nebo sluzby, které jsou hrazeny nebo
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and Investigator also warrant that they shall not seek or accept
reimbursement from any Subject or third-party payor for
procedures, tests, treatments, items or services that are funded
or provided by CRO or SPONSOR pursuant to the Agreement.
Institution hereby agrees that the Study Drug will be stored,
prepared, inspected and distributed in compliance with the
Protocol, Applicable Law, and all provisions of the LEK-12
guideline issued by the State Institute for Drug Control. The
Institution represents that the Delegated Study Pharmacists do
meet qualification requirements for the position of a pharmacist
pursuant to Act no. 95/2004 Coll., on conditions for acquisition
and recognition of professional qualifications and specialized
qualifications for physicians, dentists and pharmacists, as
amended, or for pharmaceutical assistants pursuant to Act no.
96/2004 of Coll., on non-medical health professions, as
amended. Delegated Study Pharmacists shall be responsible for
handling the Study Drug and for keeping related records and
documentation. The Investigator shall notify CRO about the first
and last name and contact details of such appointees.

poskytnuty CRO nebo ZADAVATELEM podle této smlouvy.
Poskytovatel timto souhlasi, Zze hodnoceny léCivy pfipravek bude
skladovan, pfipravovan, kontrolovan a distribuovan v souladu
s protokolem, platnymi pravnimi predpisy vSemi ustanovenimi
pokynd LEK-12 vydanych Statnim Ustavem pro kontrolu léciv.
Poskytovatel potvrzuje, ze delegovani studijni Iékarnici spliuji
kvalifikaéni poZzadavky pro pozici lékarnika podle zdkona ¢.
95/2004 Sb., o podminkach ziskavani a uznavani odborné
zplUsobilosti a  specializované zplsobilosti  k  vykonu
zdravotnického povolani lékare, zubniho Iékare a farmaceuta,
v platném znéni, nebo farmaceutického asistenta podle zakona
¢. 96/2004 Sb., o nelékafskych zdravotnickych povolanich,
v platném znéni. Delegovani studijni Iékarnici spolupracujici na
studii budou odpovédni za naklddani s hodnocenym I[é¢ivym
pripravkem a za vedeni souvisejicich zaznamG a dokumentace.
ZkouSejici ozndmi CRO jméno a pfijmeni a kontaktni udaje
delegovanych Iékarnika.

2.20 Study Personnel and/or Investigator shall attend any
meetings regarding the Study as reasonably requested by CRO or
SPONSOR ("Investigator Meetings"). Such meetings may be
conducted by CRO or SPONSOR to convey or exchange information
with investigators, sub-investigators, or other research site staff to
support the effective conduct or close-out of the Study.
Investigator agrees that CRO, SPONSOR and their respective
authorized representatives may (i) record any Investigator
Meetings through audio and visual recording technology (whether
existing or future technology), which may include attendees’
(including Study Personnel) names, words, images, and likeness
("Recordings"); and (ii) use, edit, and reproduce Recordings
worldwide for education and training purposes related to
SPONSOR'’s clinical trials. Institution and Investigator may contact
the Amgen Privacy Office at privacyoffice@amgen.com for further
information about any rights to access and remedy information
held by SPONSOR.

2.20 Pracovnici spolupracujici na studii a/nebo zkousejici se
budou ucastnit vSech setkdni tykajicich se studie, jak to bude
pfimérené pozadovano CRO nebo ZADAVATELEM (,setkani
zkousejicich”). Takova setkani mohou byt organizovana CRO nebo
ZADAVATELEM za ucelem predavani nebo vymény informaci se
zkousejicimi, dalSimi zkousSejicimi nebo dalSimi pracovniky
spolupracujicimi na studii pro podporu ucinného provadéni nebo
ukonceni studie. Zkousejici souhlasi, ze CRO, ZADAVATEL a jejich
prislusni opravnéni zastupci mohou (i) zaznamenavat libovolné
setkani zkousejicich zvukovou a obrazovou zaznamovou
technologii (stavajici nebo budouci), ktera mize obsahovat jména,
slova, obrazy a podoby ucastniki (vCetné pracovnik
spolupracujicich na studii) (,zaznamy”); a (ii) uzivat, editovat a
reprodukovat zaznamy celosvétové pro vzdélavaci a sSkolici ucely
souvisejici s klinickymi hodnocenimi ZADAVATELE. Poskytovatel a
zkousSejici mohou kontaktovat Amgen Privacy Office na
privacyoffice@amgen.com pro daldi informace o pravech na
pFistup a ndpravné informace drzené ZADAVATELEM.

2.21 Unless otherwise agreed by the parties, in the event that
the Protocol for the Study requires the collection of blood, tissue,
or other biological materials from Study Subjects ("Biological
Materials"), the Institution and Investigator agree that the
collection, processing and use of such Biological Materials shall be
limited to those tests, analyses, or procedures identified in the
Protocol and informed consent as approved by the IRB/EC.
Furthermore, within a reasonable time following conclusion of the
Study, at CRO’s or SPONSOR’s direction and consistent with the
informed consent, Institution and/or Investigator shall provide to
SPONSOR or destroy such Biological Materials in compliance with
Applicable Laws as defined herein. Institution will be required to
transfer Biological Materials only in compliance with Applicable
Laws.

2.21 Nebude-li mezi stranami dohodnuto jinak, v pfipadé, ze
protokol studie vyzaduje sbér krve, tkani nebo jiného biologického
materidlu od subjektu studie (dale jen ,biologické materialy”),
poskytovatel a zkousejici souhlasi, Ze sbér, zpracovani a uziti
takovych biologickych materiadlll bude omezeno na takové testy,
analyzy nebo postupy uvedené v protokolu a informovaném
souhlasu tak, jak byly schvéleny IRB/EC. Déle v pfiméreném case
po ukonceni studie na pokyn CRO nebo ZADAVATELE a v souladu
s informovanym souhlasem poskytovatel a/nebo zkousejici
poskytne ZADAVATELI nebo zni¢i takové biologické materidly
vsouladu sezde uvedenymi platnymi pravnimi predpisy.
Poskytovatel bude smét prevést biologické materidly pouze
v souladu s platnymi pravnimi predpisy.
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2.22 The parties acknowledge that certain equipment may
be needed to properly conduct the Study. If CRO, Institution and
Investigator agree that Institution does not have sufficient
access to some or all of that certain equipment, then such
equipment shall be identified in Exhibit A and referred to as
"Required Equipment". Unless otherwise specified, CRO or its
Affiliate, through a third-party vendor, shall lend to Institution
for the duration of the Study such Required Equipment. CRO or
its Affiliate shall arrange for the delivery of such Required
Equipment. At the completion or earlier termination of the
Study, CRO or its Affiliate may retrieve any or all of the Required
Equipment, title to which remains with the vendor. If any
Equipment is provided a separate Equipment Provisioning
Agreement shall be entered into.

2.22 Strany potvrzuji, Ze pro fadné provedeni studie bude
zapotiebi urcité vybaveni. Jestlize CRO, poskytovatel a zkousejici
souhlasi, Ze poskytovatel nema dostatecny pristup k nékterému
nebo veskerému vybaveni, pak takové vybaveni bude urceno
v pfiloze A a oznaceno jako ,poZadované vybaveni“. Neni-li
stanoveno jinak, CRO nebo jeho pridruzené osoby
prostiednictvim prodejce-tfeti strany zaplj¢i poskytovateli po
dobu studie takové poZadované vybaveni. CRO nebo jeho
pfidruzend osoba zajisti dodavku takového poZadovaného
vybaveni. Pfi dokonceni nebo pred¢asném ukonceni studie CRO
nebo jeho pridruzena osoba mohou prevzit zpét nékteré nebo
veskeré poZadované vybaveni, které zlstdvd majetkem
prodejce. V ptFipadé zapUjéeni vybaveni bude o zapujceni
vybaveni sepsana samostatna smlouva o vyptjcce.

While the Required Equipment is on Institution’s premises,
Required Equipment shall remain the vendor's property at all
times and shall be identified as such and can only be used to
perform the Study. The Investigator shall ensure that the
Required Equipment is stored and used properly.

Zatimco se pozadované vybaveni nachazi v prostorach
poskytovatele, zUstdva trvale v majetku prodejce a jako takové
je identifikovano a lze jej pouZit pouze pro provedeni studie.
Zkousejici zajisti, aby poZadované vybaveni bylo skladovano a
uzZivano radné.

Institution will allow the Investigator to use any electronic
system for use in the reporting and monitoring of Study Results
and Study findings.

Poskytovatel umozni zkousejicimu pouzivat elektronicky systém,
pro pouziti k hlaseni a monitorovani vysledku a zjisténi studie.

3. REPORTS, MONITORING AND COOPERATION

3. ZPRAVY, MONITOROVANI A SPOLUPRACE

3.1 Investigator shall submit to CRO, and CRO has a right to
claim under this Agreement, all completed eCRFs or CRFs
resulting from the Study in accordance with any Study
Instructions and shall (i) enter such Study data into the
Electronic Data Capture System (“EDC”) system within five (5)
business days of the Study Subject visit; (ii) resolve all queries
issued in the EDC system within five (5) business days of the
query being issued; and (iii) verify the accuracy and
completeness of the data entered into the EDC system and
provide an electronic signature within twenty (20) business days
of the Study Subject’s visit. Any delay by the Investigator may, at
the SPONSOR’s absolute discretion, and upon a prior notice from
CRO, result in delayed payments, locking of the Interactive
Web/Voice Response System (“IXRS”), suspension of enrolment,
conduct of an audit or any other appropriate remedy.
Investigator warrants that all eCRFs or CRFs submitted to CRO
are true, complete, correct and accurately reflect the results of
the Study. eCRF data entry shall be conducted under the
supervision of the Investigator.

3.1 Zkousejici predlozi CRO a CRO ma pravo pozadovat
podle této smlouvy vSechny vyplnéné formulaie eCRF nebo CRF
vyplyvajici ze studie vsouladu s pokyny studie a bude (i)
zapisovat takové udaje studie do systému Electronic Data
Capture System (,,EDC”) do péti (5) pracovnich dni od navstévy
subjektu studie; (ii) Fesit veskeré dotazy vydané v EDC systému
do péti (5) pracovnich dni od uvedeni dotazu; and (iii) ovérovat
presnost a Uplnost Udajll zapisovanych do systému EDC a pfipoji
elektronicky podpis do dvaceti (20) pracovnich dni od navstévy
subjektu studie. Jakékoliv zpoZzdéni ze strany zkousejiciho mize
podle vyhradniho uvazieni ZADAVATELE mit, po predchozim
upozornéni CRO, za nasledek zpoZdéni plateb, uzavreni
Interactive Web/Voice Response System (,IXRS”), pozastaveni
nadboru, provedeni auditu nebo jakékoli jiné odpovidajici
napravné opatreni. Zkousejici zarucuje, Ze vSechny formulare
eCRF nebo CRF predloZené CRO jsou pravdivé, Uplné, spravné a
presné odrazeji vysledky studie. Zapis dat do eCRF bude
provadén pod dohledem zkousejiciho.

3.2 Investigator shall Fully Cooperate with CRO and will
meet with representatives of CRO, or its designee, at mutually
convenient times according to a schedule set forth in Study
Instructions for monitoring visits, consultations and to allow
direct inspection of all Study related records, including Study
Subject medical files, as requested by CRO and for any other
purposes relating to the Study as deemed necessary by CRO.
Investigator shall ensure that all Study Personnel Fully

3.2 Zkousejici bude plné spolupracovat s CRO a bude se
setkdvat se zastupci CRO nebo jejimi zmocnénci ve vzajemné
vyhovujicich terminech podle c¢asového planu stanoveného
v pokynech studie pro monitorovani navstév, konzultaci a
k umoznéni primé kontroly vsSech se studii souvisejicich
zaznam{, v€etné zdravotnich zaznamU subjekt( studie na Zadost
CRO a pro jakékoliv jiné ucely tykajici se studie, které bude CRO
povaZovat za nezbytné. Zkousejici zajisti, aby vSichni pracovnici
spolupracujici na studii plné spolupracovali s CRO, vcetné
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Cooperates with CRO, including meeting with personnel of CRO,
or its designee, as set forth in the preceding sentence.

setkavani s pracovniky CRO nebo jejimi zmocnénci, jak je
uvedeno v predchazejici vété.

33 Investigator shall comply with all adverse events and
serious adverse events reporting requirements, including
without limitation: (i) requirements set forth in the Protocol, (ii)
requirements established by Applicable Law, and (iii)
requirements established by the IRB/EC. Investigator shall
diligently cooperate with SPONSOR or CRO to follow-up on any
adverse events.

33 Zkousejici bude plnit veskeré pozadavky ohledné
hlaseni nezadoucich pfihod a zavaznych nezddoucich prihod
véetné zejména: (i) pozadavk( stanovenych v protokolu, (ii)
pozadavkd stanovenych platnym zdkonem a (iii) poZadavkd
stanovenych IRB/EC. Zkousejici bude svédomité spolupracovat
se ZADAVATELEM nebo CRO na nasledném sledovani veSkerych
nezadoucich pfihod.

4. AUDITS AND REGULATORY INSPECTIONS

4. AUDITY A REGULATORNiI KONTROLY

4.1 Institution and Investigator shall Fully Cooperate (at no
additional cost to SPONSOR or CRO) with audits or inspections,
applicable to the Study, performed during or after completion of
the Study, by SPONSOR or CRO. Institution and Investigator shall
allow SPONSOR, CRO and governmental or regulatory
authorities, including but not limited to the U.S. Food and Drug
Administration, access to Resources used to perform tasks
related to the Study, shall make all requested documents
available to them for examination and duplication and shall
provide them with any further requested Information (including
but not limited to medical records, whether in electronic or
paper format, related authorisations, informed consent forms)
as may be requested. Further, direct access by SPONSOR or CRO
to electronic medical records for the purpose of
monitoring/auditing source data is preferred, where possible,
and in all cases, Institution and Investigator will provide the
same level of access to source records to the monitor/auditor
from the SPONSOR or CRO as provided to inspectors.

4.1 Poskytovatel a zkousejici budou plné spolupracovat
(bez dalSich nakladd pro ZADAVATELE nebo CRO) na auditech
nebo kontrolach studie provadénych v pribéhu nebo po
ukonceni studie ZADAVATELEM nebo CRO. Poskytovatel a
zkouSejici umoini ZADAVATELI, CRO nebo statnim nebo
regulatornim organlim, vcéetné zejména U.S. Food and Drug
Administration, pfistup ke zdrojim pouzitym k plnéni ukoll
souvisejicich se studii, zpfistupni vSechny poZadované
dokumenty pro kontrolu a kopirovani a poskytnou jim veskeré
dalsi pozadované informace (vCetné zejména zdravotnich
zaznamU v elektronické nebo papirové podobé, souvisejicich
opravnéni, formulari informovanych souhlast), které mohou
byt poZzadovany. Je preferovan pfimy pfistup ZADAVATELE nebo
CRO kelektronickym zdravotnim zaznamim pro Ucely
monitorovani/auditovani zdrojovych udaji tam, kde je to
mozné, a ve vsech pripadech zkousejici poskytne stejnou Uroven
pfistupu  k zdrojovym  zdznamlm  monitorovi/auditorovi
ZADAVATELE nebo CRO, jaky je poskytnut inspektordm.

4.2 In the event the audit by SPONSOR or CRO or
governmental/regulatory inspection identifies a lack of
compliance with this Agreement on the part of Institution or
Investigator (or failure by any Study Personnel to act in
accordance with the terms and conditions of this Agreement),
CRO, following SPONSOR’S instructions, may terminate this
Agreement in accordance with Section 16.1 (a).

4.2 V pfipadé, Ze audit ZADAVATELE nebo CRO nebo
vladni/regulatorni inspekce odhali nedodrzeni této smlouvy ze
strany poskytovatele nebo zkousSejiciho (nebo poruseni
podminek této smlouvy ze strany pracovnikl spolupracujicich na
studii), CRO na pokyn ZADAVATELE mUzZe ukondit tuto smlouvu
v souladu s odstavcem 16.1 (a).

43 Institution and Investigator shall not initiate any
communications involving or relating to the Study with any
governmental or regulatory authority, such as the State Institute
for Drug Control (Statni ustav pro kontrolu leciv -SUKL), unless
required by Applicable Law or requested to do so by SPONSOR
and, then, only upon prior consultation with SPONSOR.
Institution and Investigator shall without undue delay notify CRO
by telephone, email or fax if a governmental or regulatory
authority, including but not limited to the State Institute for
Drug Control, requests to carry out an inspection of Institution’s
facilities, or does so. Institution and Investigator 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
and Investigator receives, obtains or generates pursuant to or in

4.3 Poskytovatel a zkouSejici nedaji podnét kzZadné
komunikaci zahrnujici nebo tykajici se studie s vldadnim nebo
regulatornim orgdnem, jako je Statni ustav pro kontrolu IécCiv
(SUKL), neni-li to poZzadovéno platnym pravem nebo nevyzaduje-
li to ZADAVATEL, a pfipadné pouze po predchozi dohodé se
ZADAVATELEM. Poskytovatel a zkousSejici bez zbytecného
prodleni oznami CRO telefonem, e-mailem nebo faxem, jestlize
statni nebo regulatorni organ, véetné zejména Statniho Ustavu
pro kontrolu léciv, pozada o provedeni kontroly v prostorach
poskytovatele, nebo tak ucini. Poskytovatel a zkousejici umozni
ZADAVATELI a CRO, aby byli pfitomni v priibéhu takové kontroly,
a poskytnou ZADAVATELI a CRO kopie vsech materidl,
korespondence, prohlaseni, formulari a zaznamd(, které
poskytovatel a zkousejici pfijmou, obdrzi nebo vygeneruji podle
jakékoliv takové kontroly nebo v souvislosti s ni, véetné zejména
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connection with any such inspection, including but not limited

upozornéni, poruseni, nedostatkl nebo kontrolnich zprav, a

to warnings, violations, deficiencies or inspection reports, and | umozni ZADAVATELI a CRO vyjadfit stanovisko k navrhu
allow SPONSOR and allow CRO the opportunity to comment on  dokumentd, které maji byt predloZeny statnim nebo
draft documents that are required to be submitted to : regulatornim organim.

governmental or regulatory authorities.

4.4 For the purposes of this Agreement, Institution shall | 4.4 Pro ucely této smlouvy poskytovatel zajisti, ze

ensure that the Investigator and, as the case may be, additional
Study Personnel with applicable experience and knowledge are
present during any audits or inspections.

jakéhokoliv auditu nebo kontroly se zucastni zkousejici,
pfipadné dalsi pracovnik spolupracujici na studii s odpovidajici
zkuSenosti a znalostmi.

5. FINANCIAL DISCLOSURE

5. ZVEREJNENI FINANENICH INFORMACI

5.1 During the conduct of the Study and for one (1) year
after its completion, Investigator, Sub-Investigator(s) if
applicable, and Study Personnel, shall execute and update such
forms, disclosures and certifications now or subsequently
required by SPONSOR or any applicable regulatory bodies
related to his/her financial interests in the SPONSOR and/or the
Study Drug.

5.1 V pribéhu provadéni studie a jeden (1) rok po jejim
dokonceni zkousejici, pripadné dalsi zkousejici a pracovnici
spolupracujici na studii vyhotovi a budou aktualizovat formulare,
prohldseni a osvédéeni nyni i vbudoucnu pozadované
ZADAVATELEM nebo jakymkoliv regulatornim orgdnem
souvisejici s jeho/jejich finanénimi zajmy vac¢i ZADAVATELI
anebo hodnocenému Ié¢ivému pfipravku.

The Parties acknowledge that the SPONSOR may disclose on the
central website of the Amgen Group and/or on the website
www.transparentnispoluprace.cz owned and operated by the
Association of Innovative Pharmaceutical Industry any payment
and any transfer of value relating to research and development,
i.e. payments made by SPONSOR under this Agreement, all this
in an anonymized way, i.e. on aggregated level.

Strany berou na védomi, Ze ZADAVATEL miuZe zvefejnit na
centralni webové strance Amgen Group anebo na webové
strance www.transparentnispoluprace.cz  vlastnéné a
provozované Asociaci pro inovativni farmaceuticky pramysl
jakoukoliv platbu a jakykoliv pfevod hodnoty tykajici se vyzkumu
a vyvoje, tj. platby provedené ZADAVATELEM podle této
smlouvy, toto vSe v anonymni podobé, tj. v souhrnu.

5.2 Disclosure of the Agreement in the public Register of
Contracts of the Czech Republic.

5.2 Zveiejnéni Smlouvy ve vefejném Registru smluv Ceské
republiky.

The Parties hereby acknowledge and agree that, pursuant to Act.
No. 340/2015 Coll, on the Register of Contracts, this Agreement
is subject to disclosure in the public Register of Contracts
(“Register”) and, as such, shall be published in the Register. The
Parties have agreed that trade secrets designated by the
Sponsor shall be removed from the Agreement prior to its
publication in the Register and that the Attachments to this
Agreement shall only be published to the necessary extent, as
required by the Register. Prior to the execution of this
Agreement, CRO shall send the final version of the Agreement,
in a machine-readable format (e.g. in WORD) to Institution, with
parts of the text, deemed Sponsor’s trade secrets, redacted.
Institution will then ensure its due publication.

Smluvni strany timto berou na védomi a souhlasi s tim, Ze podle
zédkona ¢. 340/2015 Sb., o registru smluv, podléha tato smlouva
zverejnéni ve verejném Registru smluv (dale jen jako ,Registr”)
a jako takovd vném bude uvefejnéna. Smluvni strany se
dohodly, Ze obchodni tajemstvi ur¢ena Zadavatelem budou ze
Smlouvy pfed jejim zvefejnénim v Registru odstranéna a Ze
pfilohy této Smlouvy budou zvefejnény pouze v nezbytném
rozsahu, jak to vyZaduje Registr. Pfed uzavienim této Smlouvy
zasSle CRO konecnou verzi této Smlouvy ve strojové Citelném
formatu (napf. ve formatu .PDF nebo WORD) poskytovateli; ¢asti
textu povazované za obchodni tajemstvi Zadavatele budou
redigovany. Poskytovatel zajisti radné zverejnéni této Smlouvy
v Registru.

6. CONFIDENTIAL INFORMATION

6. DUVERNE INFORMACE

6.1 Institution and Investigator agree that any and all
Confidential Information that they receive from CRO, SPONSOR
or otherwise in connection with this Agreement shall be
received and maintained by them 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 and Investigator agree to use the
Confidential Information only for the purposes of this
Agreement except as otherwise specifically provided for herein.

6.1 Poskytovatel a zkousejici souhlasi, Ze jakékoliv dlvérné
informace, které obdrzi od CRO, ZADAVATELE nebo jinak
v souvislosti s touto smlouvou, pfijmou a budou uchovavat jako
pfisné dlvérné a nezverejni je Zadné treti strané (jiné nez
ZADAVATELI) v pribéhu provadéni studie a po dobu patnacti
(15) let poté. Ddle poskytovatel a zkousejici souhlasi, Zze budou
vyuZivat ddvérné informace pouze pro Ucely této smlouvy, neni-
li zde vyslovné uvedeno jinak.
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6.2 Institution and Investigator may provide Confidential
Information only to (a) Study Personnel, or other employees or
staff who require access thereto for the purposes of this
Agreement provided, however, that prior to making any such
disclosures Institution binds such 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 the
appropriate EC or IRB having jurisdiction over the performance
of the Study at Institution premises, and (c) to State Institute for
Drug Control.

6.2 Poskytovatel a zkousejici mohou poskytnout divérné
informace (a) pracovnikiim spolupracujicim na studii nebo jinym
zaméstnancim nebo personalu, ktefi pozaduji pFistup k nim pro
Ucely této smlouvy, nicméné za predpokladu, Ze pred
poskytnutim takovych informaci poskytovatel zavaze takového
pracovnika spolupracujictho na studii, zaméstnance nebo
persondl ke stejnym zdvazkim, které jsou uvedeny zde, aby
dlvérné informace zUstaly dGvérnymi a nebyly pouZity pro Ucely
jiné nez v souladu s podminkami této smlouvy, (b) pfislusné ES
nebo IRB majici pravomoc nad provadénim této studie
v prostordch poskytovatele a (c) Statnimu uUstavu pro kontrolu
[éCiv.

6.3 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 and Investigator in accordance with Section 6.1
above. If, however, Institution or Investigator is required by
Applicable Law to disclose such Confidential Information, or any
other Confidential Information, they may do so without
breaching their obligations under this Section provided, (i) in
advance of disclosure, they notify CRO or SPONSOR (as
applicable) of the Confidential Information to be disclosed, the
reason for disclosure, and the date of disclosure; (ii) use their
best efforts to minimize the disclosure of the Confidential
Information and (iii) cooperate with CRO or SPONSOR (as
applicable) should CRO or SPONSOR seek to obtain a protective
order or other appropriate remedy.

6.3 Podminky této smlouvy, vcetné zejména financnich
podminek, jsou dlvérnymi informacemi ZADAVATELE a CRO a
budou uchovavany jako dlivérné poskytovatelem a zkousejicim
v souladu s ¢lankem 6.1 vySe. Jestlize vSak jsou poskytovatel
nebo zkousejici nuceni podle platného zakona zverejnit takové
dlvérné informace nebo jakékoliv jiné dlvérné informace,
mohou tak ucinit bez poruseni svych zavazk(l podle tohoto
¢lanku, pokud (i) predem oznami CRO nebo ZADAVATELI (podle
potfeby) dlvérné informace, které maji byt zvefejnény, divod
jejich zverejnéni a datum zverejnéni; (ii) vynaloZi maximalni Usili
minimalizovat zvefejnéni dlvérnych informaci a (iii) budou
spolupracovat s CRO nebo ZADAVATELEM (podle potieby),
pokud by se CRO nebo ZADAVATEL snazil ziskat zajistovaci pfikaz
nebo jiny odpovidajici opravny prostredek.

6.4 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:

6.4 Nic vtéto smlouvé vzZadném pfipadé neomezi ani
nezhorsi pravo jakékoliv strany uZivat, zverejiovat nebo jinak
nakladat s dlvérnymi informacemi, které v dobé jejich pfijeti:

(a) is generally available to the professionals in the public
domain or becomes available to the professional
public through no act of the party receiving said
Confidential Information; or

(a) jsou vseobecné dostupné odborné verejnosti nebo se
staly dostupnymi odborné verejnosti nikoliv jednanim
strany prijimajici dGvérné informace;

(b) is independently known by the party receiving the
Confidential Information, prior to receipt thereof,
which said party can demonstrate by documented

(b) jsou nezavisle znamy stranou pfijimajici davérné
informace pred jejich pfijetim, coZ uvedena strana muize
prokazat; nebo

proof; or

(c) is lawfully given to the receiving party by a third party (c) jsou legdlné poskytnuty pfijimajici strané treti stranou,
who is not bound by any obligation to preserve it as kterd neni vazana Zadnou povinnosti uchovavat jejich
confidential. dlvérny charakter.

6.5 Institution and Investigator must return to CRO or
SPONSOR all Confidential Information in tangible form, including
without limitation all copies, translations, interpretations,
derivative works and adaptations thereof, immediately upon
request by CRO or SPONSOR. Notwithstanding the foregoing, to
the extent required by Applicable Law, Institution and

6.5 Poskytovatel a zkousSejici museji vratit CRO nebo
ZADAVATELI veskeré duvérné informace v hmotné podobé,
véetné zejména vsech kopii, prekladl, vykladd, odvozenych
praci a jejich Uprav okamzité na zadost CRO nebo ZADAVATELE.
Bez ohledu na vysSe uvedené, v mife pozadované platnymi
pravnimi predpisy si poskytovatel a zkousejici mohou ponechat
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Investigator may retain one (1) copy of applicable Confidential
Information for record keeping purposes.

jednu (1) kopii prislusnych davérnych informaci pro archivni
Gcely.

7. RIGHTS TO INFORMATION AND INVESTIGATIONAL @ 7. PRAVA NA INFORMACE A HODNOCENY PRIPRAVEK
PRODUCT
7.1 All Information and Investigational Product(s) provided : 7.1 Veskeré informace a hodnoceny pripravek(y)

to Institution or Investigator for purposes of performing the
Study are and will remain SPONSOR's property. Institution,
Investigator, (and Study Personnel) 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.

poskytnuty(é) poskytovateli nebo zkousSejicimu pro ucely
provadéni studie jsou a zlstanou majetkem ZADAVATELE.
Poskytovatel, zkousejici (a pracovnici spolupracujici na studii)
nenabydou Z7adna prdva jakéhokoliv druhu ohledné
hodnoceného |é¢ivého pfipravku ani takovych informaci
v dasledku plnéni podle této smlouvy ani jinak.

7.2 Institution and Investigator shall deliver all Information
and/or unused Investigational Product(s) to SPONSOR, CRO or
their respective designee(s) in a timely manner throughout the
performance of the Study, as provided in the Protocol or CRO
Instructions, and in no event later than ten (10) business days
after (i) the date of termination of this Agreement or (ii) the date
on which SPONSOR or CRO otherwise requests delivery of
Information and/or unused Investigational Product(s).

7.2 Poskytovatel a zkousejici vrati veskeré informace anebo
nespotiebovany hodnoceny lécivy pripravek(y) ZADAVATELI,
CRO nebo pfislusSnym jejich zmocnéncim véas v pribéhu
provadéni studie, jak je stanoveno v protokolu nebo pfislusnych
pokynech CRO, a vkaZdém pripadé nejpozdéji deset (10)
pracovnich dni po (i) datu ukonéeni této smlouvy, nebo (ii) datu,
kdy ZADAVATEL nebo CRO pozadaji o vraceni informaci anebo
nespotfebovaného hodnoceného lécivého pripravku(a).

7.3 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.

7.3 Informace a vysledky studie (véetné zverejnéni) mohou
byt uzity ZADAVATELEM jakymkoliv zplisobem, ktery povazuje
za vhodny v souladu se svymi obchodnimi zajmy, a to po dobu
platnosti této smlouvy i po jejim skonéeni.

8. PUBLICITY

8.1 No party to this Agreement shall use the name/legal
name, symbols, trademarks, image or any derivative thereof of
any other party hereto and/or of the SPONSOR (including the
names of the other party's and/or SPONSOR’s subsidiaries or
parent, (if any)) in connection with any advertising, promotion
or other form of publicity without the prior written consent of
such party or SPONSOR, as appropriate.

8. PROPAGACE
8.1 Zadna strana této smlouvy nepouzije jméno/obchodni
nazev, symboly, obchodni zndmky, image nebo jejich

odvozeniny kterékoliv jiné smluvni strany anebo ZADAVATELE
(véetné jména dcefinych nebo materskych spolecnosti jiné
strany anebo ZADAVATELE) (jsou-li takové) v souvislosti
s jakoukoliv reklamou, propagaci nebo jinou formou publicity
bez predchoziho pisemného souhlasu takové strany nebo
pfipadné ZADAVATELE.

8.2 SPONSOR may, without the prior written consent of the
Institution, Investigator, or CRO (i) disclose on publicly-
accessible clinical trial registries or through a SPONSOR-
operated call center the general geographic location of
Institution or Investigator (e.g., city, state, and/or country) and
contact information of any party to this Agreement and (ii)
identify the existence of this Agreement and/or, the name,
and/or contact information of any party to this Agreement as
required by Applicable Law. Institution and Investigator
acknowledge and agrees that SPONSOR and CRO shall have the
right to disclose publicly the terms and conditions of the
Agreement, including, without limitation, Institution’s or
Investigator’s name, description of provided services, and
amount of payment.

8.2 ZADAVATEL mUGZe bez predchoziho pisemného
souhlasu poskytovatele, zkousejiciho nebo CRO (i) zverfejnit ve
verejné pristupnych registrech klinickych zkousek nebo
prostfednictvim ZADAVATELEM provozovaného call centra
obecné geografické umisténi poskytovatele nebo zkousejiciho
(napf. mésto, stat anebo zemi) a kontaktni informace kterékoliv
strany této smlouvy, jak to pozaduji platné pravni predpisy.
Poskytovatel a zkousSejici potvrzuji a souhlasi, Zze ZADAVATEL a
CRO maji pravo zverejnit podminky této smlouvy véetné bez
omezeni nazvu poskytovatele a jména zkousejiciho, popisu
poskytovanych sluzeb a vyse Ghrady.
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8.3 SPONSOR, CRO, Institution or Investigator may, without
prior written consent, disclose the other’s names in connection
with publications hereunder.

8.3 ZADAVATEL, CRO, poskytovatel nebo zkousejici mohou
bez predchoziho pisemného souhlasu vzdjemné zverejnit sva
jména/obchodni nazvy v souvislosti s publikacemi podle této
smlouvy v souladu s ustanovenim nize.

9. PUBLICATION

9. PUBLIKACE

9.1 Institution and Investigator shall have the right, and
shall exercise all reasonable efforts, to publish or present the
Study Results in a timely manner but only in accordance with this
Section 9 and the rest of the Agreement. Authorship will be
based on scientific contribution. Before submission for
publication or presentation, Institution and/or Investigator shall
allow SPONSOR not less than sixty (60) days to review any
manuscript and not less than thirty (30) days to review any
poster presentation, abstract or any other written or oral
material derived from the Study Results. If SPONSOR or CRO so
requests in writing, Institution and/or Investigator shall withhold
any publication or presentation for an additional sixty (60) days.
Any such publication withhold requests, by the SPONSOR or CRO
pursuant to this clause, shall not be unreasonable.

9.1 Poskytovatel a zkousejici maji pravo a vyvinou veskeré
pfimérené Usili, aby zvefejnili nebo prezentovali vysledky studie
vcas, ale pouze v souladu s timto ¢ldnkem 9 a se zbytkem této
smlouvy. Autorstvi bude vychazet z védeckého vkladu. Pred
predloZenim ke zvefejnéni nebo prezentaci poskytovatel anebo
zkousejici poskytnou ZADAVATELI nejméné Sedesat (60) dni na
posouzeni rukopisu a nejméné tricet (30) dni na posouzeni
védecké prezentace, resumé nebo jiného pisemného nebo
ustniho materialu odvozeného od vysledkl studie. Jestlize
ZADAVATEL nebo CRO pisemné pozadaji, poskytovatel anebo
zkousejici zadrzi jakékoliv zvefejnéni nebo prezentaci o dalSich
Sedesat (60) dni. O zadrZeni zvefejnéni nebo prezentace nebude
ZADAVATELEM nebo CRO zadano neodlvodnéné.

9.2 SPONSOR reserves the right to remove all Confidential
Information from any publications or presentations. In the
event that SPONSOR deems that such removal would not
sufficiently protect its Intellectual Property Rights, then
SPONSOR may require that Institution and/or Investigator does
not publish such publication or presentation, and Investigator
and Institution agree not to publish any such publication or
presentation in any such case. Any such Confidential
Information removals or publication ban requests, by the
SPONSOR or CRO pursuant to this clause, shall not be
unreasonable.

9.2 ZADAVATEL si vyhrazuje pravo na odstranéni veskerych
dlvérnych informaci z jakékoliv publikace nebo prezentace.
V pfipadé, Ze se ZADAVATEL domniva, Ze takové odstranéni by
dostate¢né nechranilo prdva duSevniho vlastnictvi, pak
ZADAVATEL mUZe pozadat, aby poskytovatel anebo zkousejici
nezverejnili takovou publikaci nebo prezentaci a v takovém
pfipadé poskytovatel a zkousSejici souhlasi, Ze nezverejni
jakoukoliv takovou publikaci nebo prezentaci. O odstranéni
divérnych informaci a nezverejnéni publikace nebo prezentace
nebude ZADAVATELEM nebo CRO Zadano neodlvodnéné.

9.3 Institution and Investigator agree that because the
Study is part of a multi-center Study, any publication by
Institution or Investigator of the Study Results shall not be made
before the first multi-center publication. For the purposes of this
Section 9, "multi-center publication" means a publication of the
manuscript in a peer-reviewed scientific journal that reports on
the results of the primary outcome measure(s) of a multi-center
Study. Authorship of any multi-center publication will be
determined by SPONSOR based upon substantial contribution to
the design, acquisition, analysis, interpretation of data, drafting,
and/or critical revisions to any manuscript(s), derived from the
Study. Manuscript or abstract development shall be consistent
with SPONSOR’S publication policies (see description at
www.amgen.com/about/how-we-operate/policies-practices-

9.3 Poskytovatel a zkousejici souhlasi, Ze jelikoz je studie
soucasti multicentrické studie, jakékoliv zverejnéni vysledk
studie poskytovatelem nebo zkousSejicim nebude provedeno
pred prvnim zverejnénim vysledkd multicentrické studie. Pro
Ucely tohoto clanku 9 ,multicentrické zverejnéni“ znamena
zverejnéni rukopisu v recenzovaném védeckém casopise, ktery
zverejnuje hlavni vysledky multicentrické studie. Autorstvi
jakékoliv multicentrické publikace stanovi ZADAVATEL na
zakladé podstatného vkladu do navrhu, ziskdni, analyzy,
interpretace dat, vypracovani anebo kritickych revizi jakéhokoliv
rukopisu(t) odvozenych od studie. Zpracovani rukopisu nebo
resumé bude v souladu s publikaénimi principy ZADAVATELE (viz
popis na www.amgen.com/about/how-we-operate/policies-
practices-and-disclosures/ethical-research/amgen-guidelines-

and-disclosures/ethical-research/amgen-guidelines-for-

publications/). In the event that, as verified with SPONSOR,
there is no multi-center publication within eighteen (18) months
after completion or termination of the Study at all
centers/Institutions, data has been received and analyzed by
SPONSOR, and all queries have been resolved, Institution and
Investigator shall have the right to publish the results from the

for-publications/). V pfipadé, ze — jak se ovéri u ZADAVATELE -
nevznikne multicentrickd publikace do osmnacti (18) mésicl od
dokonceni nebo ukonceni studie u vSech poskytovatelll, udaje
budou prijaty a analyzovany ZADAVATELEM a vsechny dotazy
budou zodpovézeny, poskytovatel a zkousejici budou mit pravo
zverejnit vysledky studie podle poZadavk( popsanych vyse.
V souladu s pozadavky popsanymi vySe poskytovatel nebo
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Study subject to the requirements described above. Subject to
the requirements described above, Institution or Investigator
may publish the results of the Study earlier to the extent
reasonably necessary in the event of any perceived public health
risk related to the Study Drug and provided that Institution and
Investigator reasonably consider any SPONSOR comments
regarding such publication.

zkousejici mohou zverejnit vysledky studie dfive v nezbytné mire
v pfipadé jakéhokoliv vnimaného zdravotniho rizika pro
obyvatelstvo souvisejiciho s hodnocenym pripravkem a za
predpokladu, Ze poskytovatel a zkousSejici rozumné zvazi
jakékoliv pfipominky ZADAVATELE ohledné takového zverejnéni.

9.4 Institution and Investigator shall reference SPONSOR’S
support of the Study in any resulting manuscript, study report,
presentation, poster, other publication, or abstract submission
to a scientific or medical congress (including reference in the
abstract itself) where feasible.

9.4 Poskytovatel a zkouSejici uvedou podporu studie ze
strany ZADAVATELE v kaidém vysledném rukopisu, studijni
zpravé, prezentaci, védecké praci, jiné publikaci nebo podani
resumé na védeckych nebo Iékarskych kongresech (vcetné
odkazu na samotné resumé) tam, kde je to vhodné.

9.5 Subject to publisher’s rights, Institution and
Investigator hereby grants SPONSOR a non-exclusive,
irrevocable, fully paid-up, royalty-free, worldwide license (i) to
distribute copies of any publication regarding the Study within
the SPONSOR and to its licensees, licensors, affiliates, and
authorized representatives and (ii) to prepare derivative works
of any such publication.

9.5 S vyhradou prav vydavatele poskytovatel a zkousejici
timto udéluji ZADAVATELI nevyhradni, nezrusitelné, plné
splacené, bezplatné, celosvétové licence (i) na distribuci kopif
jakékoli publikace tykajici se studie v rdmci ZADAVATELE a jeho
poskytovatell a pfijemcl licence, pfidruZzenych osob a
opravnénych zastupcl a (ii) na vyhotoveni odvozenych praci
jakékoliv takové publikace.

10. INTELLECTUAL PROPERTY

10. DUSEVNI VLASTNICTVIi

10.1 Any and all Study Results and Information, inventions,
discoveries, know-how, improvements, material or assets
relating to the Study Drug, the Protocol or the Study, including
but not limited to material that may be subject to patent,
trademark or copyright protection and including any and all
existing or future rights therein (hereinafter collectively referred
to as “Assets”), whether patentable or not, conceived by
Institution or Investigator or Study Personnel, solely or jointly
with others as a result of work performed under this Agreement,
shall be promptly made know to the SPONSOR, and shall 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
10.3). 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 and Investigator hereby assign 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.
Institution and Investigator represent and warrant that they
have obligated Study Personnel to perform any and all acts
required to enable SPONSOR to obtain, secure and perfect said
rights. SPONSOR and its subsidiaries or affiliates shall be free to
use the Assets. Institution and Investigator shall furnish to
SPONSOR all Study data, results, case report forms and an
acceptable investigator's report. Any copyright in any such data,
results, case report forms and investigator's report shall be the
sole property of SPONSOR.

10.1 Jakékoliv vysledky studie a informace, vynalezy, objevy,
know-how, zlepSeni, materidly nebo aktiva tykajici se
hodnoceného Iécivého pripravku, protokolu nebo studie, véetné
zejména materialu, ktery mlzZe podléhat patentové ochrané,
ochrané ochranné znamky nebo autorského prdva a vcetné
jakychkoliv stavajicich nebo budoucich prav k nim (dale spole¢né
jako ,aktiva“), patentovatelné ¢i nikoliv, vytvorené
poskytovatelem nebo zkousejicim nebo pracovniky Ucastnicimi
se studie, samostatné nebo spolecné s ostatnimi jako vysledky
prace provadéné podle této smlouvy, budou okamzité

rozsahu podle platného prava veskerd prava dusevniho
vlastnictvi k nim (s vyhradu prav vyslovné vyhrazenych CRO
podle odstavce 10.3). V mife poZadované ZADAVATELEM
k ziskani, zajisténi a zdokonaleni uvedenych prav a zakonnych
pozic podle platného prava budou aktiva automaticky udélena
ZADAVATELI a v poZzadované mire poskytovatel a zkousejici
timto postupuji vSechna prdva, tituly a podily na jakychkoli
aktivech ZADAVATELI a ucini jakékoliv jiné ukony nutné k tomu,
aby ZADAVATEL ziskal, zajistil a zdokonalil prava na uvedena
aktiva. Poskytovatel a zkousejici prohlasuji a zarucuji, Ze ulozili
pracovnikiim spolupracujicim na studii povinnost ucinit jakékoli
kroky nutné k tomu, aby ZADAVATEL ziskal, zajistil a zdokonalil
uvedend prava. ZADAVATEL a jeho dcefiné nebo ptidruzené
spolecnosti budou moci aktiva volné uZivat. Poskytovatel a
zkousejici poskytnou ZADAVATELI veskeré udaje, vysledky,
zaznamy subjektd studie a pfijatelnou zpravu zkousejiciho.
Jakakoliv autorska prava na takové udaje, vysledky, zaznamy
subjektll studie a zpravu zkousejiciho budou vyhradnim
vlastnictvim ZADAVATELE.
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10.2 Institution and Investigator 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 (hereinafter referred to 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 representative of CRO, who will disclose to
SPONSOR.

10.2 Poskytovatel a zkousejici poskytnou CRO, ktera je
poskytne ZADAVATELI, veskeré vysledky studie, informace a
zejména vsechny vynalezy, zjiSténi, objevy a jiné tvlréi myslenky
a nové vyvinuté véci (dale jako objevy), vymyslené nebo
omezené na praxi jako primy vysledek studie. Takové objevy
budou / musi byt vplném rozsahu a okamiité pisemné
pfedloZeny oprdvnénému zdstupci CRO, ktery je predlozi
ZADAVATELI.

10.3 All parties to 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. CRO and SPONSOR
acknowledge that Institution and Investigator may possess
certain inventions, methods, techniques, know-how, trade
secrets, and other intellectual property that was independently
developed by Institution and Investigator and is not related to or
in any way derived from the Study or any Confidential
Information (“Institution/Investigator IP”). As between the
parties and the SPONSOR, all Institution/Investigator IP shall
remain the sole property of Institution or Investigator, including
any Institution/Investigator IP which is used, improved or
modified by Institution or Investigator during the term of this
Agreement. For the sake of clarity, Study Subject medical
records shall remain the sole property of Institution. Neither
SPONSOR, Institution nor Investigator transfers to the other by
operation of this Agreement any patent right, copyright right, or
other proprietary right of any party, except as described in this
Agreement.

10.3 VSechny strany této smlouvy a ZADAVATEL si ponechaji
vSechna prava, tituly a podily na jakémkoliv dusSevnim
vlastnictvi, které vlastnila tato strana nebo ZADAVATEL pred
uzavienim této smlouvy nebo je ziskali mimo ni. CRO a
ZADAVATEL potvrzuji, ze poskytovatel a zkousejici mohou
vlastnit urcité vynalezy, metody, techniky, know-how, obchodni
tajemstvi a ostatni duSevni vlastnictvi, které bylo samostatné
vyvinuto poskytovatelem a zkouSejicim a nesouvisi ani neni
v Zadném pripadé odvozeno od studie nebo dGvérnych
informaci (,dusevni vlastnictvi poskytovatele / zkousejiciho”).
Stejné jako mezi stranami a ZADAVATELEM, veskeré dusevni
vlastnictvi poskytovatele / zkousejiciho zlstane vyhradnim
majetkem poskytovatele nebo zkousejiciho, véetné jakéhokoliv
dusevniho vlastnictvi poskytovatele / zkousejiciho, které je
pouzivano, zlepSovano nebo upravovano poskytovatelem nebo
zkousejicim po dobu platnosti této smlouvy. V zajmu jasnosti,
zdravotni zaznamy subjektl studie zlstanou vyhradnim
majetkem poskytovatele. ZADAVATEL, poskytovatel ani
zkousejici neprevedou jinému na zakladé této smlouvy Zadna
patentova prava, autorska prava ani jina vlastnickd prava
jakékoliv strany, kromé pfipadl popsanych v této smlouvé.

10.4 Institution and Investigator agree that use of the Study
Drug provided under this Agreement for any purpose outside of
the Study is prohibited. If Institution, Investigator or Study
Personnel use the Study Drug provided under this Agreement for
any purpose outside the Study, all data, results, conclusions,
observations, discoveries, inventions, ideas, know-how,
procedures, advancements and the like, whether patentable or
not, shall be treated in all respects as Assets in accordance with
this Agreement and shall be the sole property of SPONSOR.

104 Poskytovatel a zkousSejici souhlasi, Ze uziti
hodnoceného lécivého pfripravku poskytnutého podle této
smlouvy pro jakykoliv ucel mimo studii je zakdzano. Jestlize
poskytovatel, zkousejici nebo pracovnici spolupracujici na studii
pouziji hodnoceny lécivy pripravek pro ucel jiny neZ pro studii,
veskeré udaje, vysledky, zavéry, sledovani, objevy, vynalezy,
myslenky, know-how, postupy, pokroky a podobng,
patentovatelné i nikoliv, budou chapany ve viech ohledech jako
aktiva v souladu s touto smlouvou a budou vyhradnim majetkem
ZADAVATELE.

11. DATA PROTECTION & PRIVACY

11. OCHRANA A DUVERNOST UDAJU

11.1 The Institution and Investigator shall:

11.1 Poskytovatel a zkousejici:

(a) comply with the data protection exhibit attached
hereto as Exhibit D and incorporated herein by reference;

(a) budou dodrZovat zasady o ochrané tdajl uvedené
v pfipojené priloze D a odkazem zahrnuté do této smlouvy;

(b) promptly provide CRO with such reasonable
cooperation, information and assistance as required from
time to time to enable CRO to comply with its obligations
under Applicable Law and under any agreement with
SPONSOR; and

(b) okamZzité poskytnou CRO takovou primérenou
spoluprdci, informace a pomoc, jaké budou obcas
pozadovany, aby CRO splnila své zdvazky podle platnych
pravnich predpisd a podle smlouvy mezi CRO a
ZADAVATELEM; a
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(c) perform their obligations under this Agreement
and in accordance with Applicable Law.

(c) budou plnit své povinnosti podle této smlouvy a
podle platného prava.

11.2 Without limiting the generality of Section 11.1,
Investigator hereby represent and warrant that they shall utilize
one or more lawful bases under Applicable Law legitimizing the
Personal Data Processing, and notify Subjects, Investigator’s and
Study Personnel of the Personal Data Processing, so that such
Study Subjects’, Study Personnel’s and Investigator’s Personal
Data can be Processed by (including transferred to) CRO, any of
its Affiliates, and SPONSOR or any of its Affiliates and regulatory
authorities in each case within or outside the country where
such data originates.

11.2 Bez omezeni obecnosti odstavce 11.1, zkousejici timto
prohlasuje a zarucuje, Ze vyuZije jeden nebo vice pravnich
zékladd podle platného prava legitimizujici zpracovani osobnich
Gdaju a oznami subjekttiim studie, zkousejicimu a pracovnikim
spolupracujicim na studii zpracovani osobnich udajt, aby takové
osobni Udaje subjekth studie, pracovnikli spolupracujicich na
studii a zkousejictho mohly byt zpracovany (vCetné prevedeny
na) CRO, jejimi pfidruzenymi osobami a ZADAVATELEM nebo
jeho pridruzenymi osobami a regulatornimi organy v kazdém
pripadé v zemi, kde tyto Udaje vznikaji, ale i mimo ni.

11.3 If requested by SPONSOR or CRO in order to enable
SPONSOR or CRO to comply with any Applicable Law and to
perform Processing of any Trial Data, Institution and Investigator
will work with SPONSOR or CRO in good faith to address any
issue relating to the Processing of Trial Data.

11.3 Jestlize ZADAVATEL nebo CRO pozadaji, aby mohl
ZADAVATEL nebo CRO dodrzet platné pravo a provést
zpracovani udajd klinického hodnoceni, poskytovatel a
zkousejici budou spolupracovat se ZADAVATELEM nebo CRO
v dobré vife, aby vyresSili jakoukoli zalezitost tykajici se
zpracovani udaju klinického hodnoceni.

11.4 Institution and Investigator warrant and covenant that
they will comply with internationally recognized standards and
Applicable Laws protecting personally identifiable information,
including without limitation, Study Subject health information as
required by and in accordance with the Study. CRO and SPONSOR
shall have authorization to use such protected health information
for the purposes of monitoring the accuracy and completeness of
the research data, performing new clinical and scientific research,
and medical product development. Any such authorization and
any modifications thereto, shall be in a form reasonably acceptable
to CRO and SPONSOR.

11.4 Poskytovatel a zkousejici zaruCuji a zavazuji se, Ze budou
dodrZovat mezindrodné uznavané standardy a platné pravni
predpisy chranici osobné identifikovatelné informace, vcetné
zejména zdravotnich informaci subjektl studie, jak je to
pozadovano touto smlouvou a v souladu s ni. CRO a ZADAVATEL
budou mit opravnéni uzivat takové chranéné zdravotni informace
pro ucely monitorovani presnosti a uUplnosti vyzkumnych dat,
provadéni nového klinického a védeckého vyzkumu a vyvoj
|éCivych pripravk(. Jakékoliv takové opravnéni a jakékoliv jeho
Upravy budou ve formé primérené akceptovatelné pro CRO a
ZADAVATELE.

The parties and SPONSOR agree to adhere to applicable personal
data protection laws, especially Regulation (EU) 2016/679 of the
European Parliament and of the Council of 27 April 2016 on the
protection of natural persons with regard to the processing of
personal data and on the free movement of such data, and
repealing Directive 95/46/EC (General Data Protection
Regulation), the law regulating personal data processing.

Strany a ZADAVATEL souhlasi, Ze budou dodrzovat platné zakony o
ochrané osobnich daji, zejména nafizeni (EU) 2016/679
Evropského parlamentu a Rady z27. dubna 2016 o ochrané
fyzickych osob v souvislosti se zpracovanim osobnich Gdajl a o
volném pohybu takovych Gdajd, a zrusujici smérnici 95/46/ES
(vSeobecné nafizeni o ochrané udajt), zakon upravujici zpracovani
osobnich udaju.

12. INDEMNIFICATION

12. ODSKODNENI

12.1 Institution and Investigator shall immediately notify
CRO in writing of any claim from a Study Subject of health
damage that is claimed to be due to an adverse reaction to the
Study Drug administered pursuant to the Protocol or any of the
clinical intervention or procedures that are provided for or
required by the Protocol to which the Study Subjects would not
have been exposed but for their participation in the Study.
Institution and Investigator shall allow SPONSOR to handle such
claim (including, if applicable, settlement negotiations), and
shall cooperate fully with SPONSOR in its handling of the claim.

12.1 Poskytovatel a zkouSejici bez zbytecného prodleni
pisemné oznami CRO jakykoliv ndrok subjektu studie ohledné
poskozeni zdravi, u ného? je tvrzeno, Ze je disledkem nepfiznivé
reakce na hodnoceny lécivy pFipravek podavany podle protokolu
nebo jakychkoliv klinickych intervenci nebo postupd, které jsou
uréeny nebo pozadovany protokolem, kterym by subjekt studie
nebyl vystaven nebyt jeho ucasti ve studii. Poskytovatel a
zkousejici umozni ZADAVATELI, aby vyfidil takovy narok (véetné
pfipadnych jednani o vyporadani) a budou plné spolupracovat
se ZADAVATELEM pfi feSeni tohoto naroku.
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12.2 Neither CRO nor SPONSOR will be responsible for, and
Institution shall defend, indemnify and hold CRO and its
Affiliates, and SPONSOR and its Affiliates (and their respective
directors, officers and employees) harmless from, any loss,
claim, or demand arising from, but not limited to any (a) health
damage incurred if they are the result of or are alleged to be the
result of proven negligence or wilful misconduct on the part of
the Institution, Investigator or Study Personnel; (b) activities
proven to be contrary to the Protocol, any Study Instructions,
this Agreement, or Applicable Law; (c) unauthorized warranties
made by the Institution, Investigator or Study Personnel
concerning the Investigational Study Drug being tested; or (d)
case in which Study Subject’s written informed consent was not
obtained in accordance with the Protocol.

12.2 CRO a ZADAVATEL nebudou odpovédni za Zadnou
ztratu, ndrok nebo pozadavek vyplyvajici, ale neomezujici se na
(a) jakékoliv poskozeni zdravi, je-li disledkem nebo Udajnym
disledkem prokazané nedbalosti nebo Umysiného pochybeni ze
strany  poskytovatele, zkousejictho nebo  pracovnikd
spolupracujicich na studii; (b) prokazané cinnosti porusujici
protokol, jakékoliv pokyny studie, tuto smlouvu a platné pravo;
(c) neopravnéné zaruky ucinéné poskytovatelem, zkousejicim
nebo pracovniky spolupracujicimi na studii tykajici se
hodnoceného |écivého pripravku; nebo (d) pfipad, kdy nebyl
ziskan informovany souhlas subjektu studie v souladu
s protokolem, a poskytovatel bude h3jit, odSkodni a ochrani
pred ujmou CRO a jeho pridruzené osoby a ZADAVATELE a jeho
pridruZzené osoby (a jejich fteditele, vykonné uredniky a
zaméstnance).

12.3 Institution and Investigator shall be liable under this
Agreement for damages resulting from proven negligence or
wilful misconduct in the execution of the Study.

12.3 Poskytovatel a zkousejici budou odpovédni podle této
smlouvy za Skody vyplyvajici z prokdzané nedbalosti nebo
umysliného pochybeni pfi provadéni studie.

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

124 CRO bude odpovédna podle této smlouvy za Skody
vyplyvajici z jeji nedbalosti nebo Umyslného pochybeni pfi plnéni
jejich zavazkl podle této smlouvy.

13. INSURANCE

13. POJISTENI

131 CRO procures that SPONSOR shall, to the extent
required by Article 52, paragraph 3(f) of Act No. 378/2007 Coll.,
Pharmaceuticals Act, maintain in full force and effect
throughout the performance of the Study sufficient insurance,
for Investigator and SPONSOR, to cover health damage suffered
by Study Subjects as a result of their participation in the Study,
including death to of the Study Subject. The terms of any
insurance or the amount of coverage shall not relieve SPONSOR
of any liabilities under this Agreement.

13.1 CRO prohlasuje, Ze ZADAVATEL, v mife poZzadované § 52
odst. 3 pism. f) zdkona €. 378/2007 Sb., o léCivech, bude po celou
dobu provadéni klinického hodnoceni mit uzaviené platné a
ucinné pojisténi odpovédnosti pro zkousejiciho a ZADAVATELE
za skodu a poskozeni zdravi subjekt( studie (v€etné odskodnéni
v pfipadé smrti subjektu studie) v dasledku jejich uUcasti v
klinickém hodnoceni. Podminky jakékoli pojistky ani limity
pojistného plnéni nezprostuji ZADAVATELE odpovédnosti dle
této smlouvy.

13.2.  Provider hereby represents that, pursuant to Article 45,
paragraph 2(n) of Act No. 372/2011 Coll., on Healthcare
Services, it maintains insurance contract, covering Provider’s
liability for damages caused as a result of providing healthcare
services, and that, pursuant to the above legislative
requirement, such liability insurance must be in place for the
whole period when healthcare services are provided.

13.2.  Poskytovatel prohlasuje, Ze ma dle § 45 odst. 2 pism. n)
zakona ¢. 372/2011 Sb., o zdravotnich sluzbach uzavienu
pojistnou smlouvu na pojisténi odpovédnosti za Skodu
zpUsobenou pfi poskytovani zdravotni péce. Dle § 45 odst. 2
pism. n) zakona ¢. 372/2011 Sb. musi byt pojisténi uzavieno po
celou dobu, po kterou poskytovatel poskytuje zdravotni péci.

14. DEBARMENT

14. VYLOUCENI

14.1 Institution and Investigator hereby represent and
warrant that neither Institution, Investigator nor any Study
Personnel , including any subcontractor permitted pursuant to
Section 17.2, has been:

14.1 Poskytovatel a zkousejici timto prohlasuji a zarucuji, ze
poskytovatel, zkousejici ani pracovnici spolupracujici na studii
véetné jakéhokoliv subdodavatele povoleného podle odstavce
17.2 nebyli a nejsou:

(a) debarred by any relevant authorities, pursuant to
any Applicable Law or rules, in any jurisdiction in
which they have practiced, in particular Europe or
the United States (where the applicable texts

(a) vylouceni prislusnym organem podle platného
prava nebo pravidel v Zadné jurisdikci, v které
pUsobi, zejména v Evropé nebo ve Spojenych
statech americkych (kde platné texty zahrnuiji,
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include but are not limited to Generic Drug
Enforcement Act of 1992, Title 21 Code of Federal
Regulations ("C.F.R.") Section 312.70 and 42 C.F.R.
Part 1001 et seq., Section 306(a) and (b) of the US
Federal Food, Drug and Cosmetic Act), or
disqualified or excluded as a clinical investigator
under any Applicable Law or rules in any
jurisdiction in which they have practiced, in
particular Europe or the United States;

ale nejsou omezeny na Generic Drug
Enforcement Act z roku 1992, Title 21 Code of
Federal Regulations (,,C.F.R.") ¢lanek 312.70 a
42 C.F.R. Cést 1001 a nasl., ¢lanek 306(a) a (b)
US Federal Food, Drug and Cosmetic Act),
nebo diskvalifikovani nebo vylouceni jako
klinicky zkousejici podle jakéhokoliv platného
prava nebo pravidel v jakékoliv jurisdikci, v
které plsobili a plsobf, zejména v Evropé a ve
Spojenych statech americkych;

(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;

(b) ohrozeni tim, Ze budou vylouceni nebo
obvinéni z trestného ¢inu nebo jinak zapojeni
do jednani, za které mlze byt osoba vyloucena
podle platného prava;

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

(c) podrobeni disciplindarnimu fizeni
nebylo  zakdzano  pfislusnym
provadéni klinickych zkousek.

ani  jim
organem

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

Pro ucely tohoto ¢lanku se bude mit za to, Ze cokoli vySe uvedené
znamena byt ,vyloucen/a“.

In addition, Institution and Investigator agree that no debarred
person will in the future cooperate (including on a contract
basis) with Institution or Investigator on performing the Study.
If during the course of the Study, Institution or Investigator
becomes debarred or learns that any person connected with the
Study is debarred, or that there is a threat of debarment, an
inquiry concerning debarment or commencement of any
proceeding concerning debarment of any such person, then
Institution and Investigator must immediately notify SPONSOR
and CRO. CRO may immediately terminate this Agreement in
the event any of the foregoing occurs or Institution or
Investigator fails to notify CRO and SPONSOR under this Section.

Kromé toho poskytovatel a zkousejici souhlasi, Ze vyloucena
osoba nesmi v budoucnosti spolupracovat (véetné na smluvnim
zdkladé) s poskytovatelem a zkousejicim na provadéni studie.
Jestlize v pribéhu studie budou poskytovatel nebo zkousejici
vylouceni nebo se dozvédi, Ze jakdkoliv osoba spolupracujici na
studii je vylou¢ena nebo Ze existuje nebezpeci vylouceni,
vySettovani ohledné vylouceni nebo zahajeni fizeni tykajiciho se
vylouceni jakékoliv takové osoby, pak to poskytovatel a
zkousejici musi okamzité oznamit ZADAVATELI a CRO. CRO mze
okamZité ukondit tuto smlouvu v pfipadé, ze dojde k ¢emukoliv
uvedenému vySe nebo poskytovatel nebo zkousejici neoznami
ZADAVATELI nebo CRO pfipady podle tohoto odstavce.

15. PAYMENT TERMS AND CONDITIONS

15. PLATEBNi PODMINKY

15.1 In full consideration for the Services of Institution
rendered in compliance with the Protocol, 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 as may be amended represent
the fair market value for the Services provided by Institution,
comply with Applicable Laws, are consistent with fees charged
for similar activities in Institution’s geographical area, have been
negotiated at arms-length, and are unrelated to any
procurement decision or promotion of SPONSOR’S (or its
Affiliates') products, the volume or value of any referrals or
other business otherwise generated between SPONSOR,
Institution. Payments shall be made in accordance with the
provisions set forth in Exhibit A, with the last payment being

15.1 CRO souhlasi, Ze v pIné Ghradé za sluzby poskytovatele
poskytnutych v souladu s protokolem uhradi odmény a vydaje
stanovené v priloze A. Takové odmény a naklady budou
vyplaceny vyhradné poskytovateli, neni-li vyslovné stanoveno
jinak v pfiloze A. Strany souhlasi, Ze pfiloha A —rozpis plateb —je
soucasti této smlouvy objasnujici rozpis plateb souvisejicich
s touto smlouvou a Ze odmény a vydaje stanovené v priloze A
v platné vysi predstavuji redlnou trini hodnotu sluzeb
poskytovanych poskytovatelem, jsou vsouladu s platnym
pravem a sodménami uUctovanymi za podobné Ccinnosti
v geografické oblasti poskytovatele, byly dohodnuty za béZznych
trznich podminek a nesouvisi s Zddnym rozhodnutim o verejné
zakdzce nebo propagaci produktld ZADAVATELE (nebo jeho
pridruzenych osob), objemem nebo hodnotou doporuceni nebo

jiného obchodu jinak generovaného ZADAVATELEM a
poskytovatelem.  Platby budou provedeny v souladu
s ustanovenimi pfilohy A, pficemz posledni platba bude
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made after Institution completes all of it’s obligations under this
Agreement and any Exhibits thereto. Institution shall not seek
reimbursement for any medical services or Investigational Product
from any third-party payers if such costs are already covered by
payments made under this Agreement. CRO shall have no
obligation to compensate Institution for a Study Subject who is
determined to be ineligible for a Study, except for screen fails if
provided for in Exhibit A, or for additional individuals who are
enrolled in a Study without SPONSOR’S and CRQO’s prior written
approval. In the event that a Study Subject (i) withdraws
voluntarily; or (ii) is withdrawn from a Study for any reason other
than the Subject failing to meet eligibility requirements, then CRO
shall compensate Institution pursuant to the terms of Exhibit A for
the procedures completed through the date of such withdrawal.

provedena poté, co poskytovatel spini veskeré své zdvazky podle
této smlouvy a jejich pfiloh. Poskytovatel nebude pozadovat
Uhradu za zdravotni sluzby nebo hodnoceny produkt od Zadného
platce-treti strany, jestlize jsou takové ndklady jiz hrazeny
platbami provedenymi podle této smlouvy. CRO nebude
povinna platit poskytovateli za subjekt studie, ktery je oznacen
jako nezplsobily pro studii s vyjimkou nelspésného skriningu,
je-li tak stanoveno v pfiloze A, nebo za dalsi osoby, které jsou
zarazeny do studie bez predchoziho pisemného souhlasu
ZADAVATELE nebo CRO. V ptipadé, Ze subjekt studie (i) odstoupi
dobrovolné nebo (ii) je vyloucen ze studie z divodu jiného nez
toho, Ze nespliiuje podminky zpUsobilosti, pak CRO uhradi
poskytovateli podle podminek pfilohy A za postupy provedené
do data takového vylouceni nebo odstoupeni.

15.2 Institution shall comply with all obligations with respect
to taxes and social security contributions, if applicable, which
relate to the subject matter of this Agreement including, without
limitation, those that relate to any payments made hereunder to
Institution.  Institution, not CRO or SPONSOR, shall be
responsible for any and all taxes on any and all income
Institution receives under this Agreement.

15.2 Poskytovatel spini veskeré zavazky ohledné pfipadnych
dani a davek socidlniho zabezpeceni, které se tykaji predmétu této
smlouvy vcetné zejména téch, které se tykaji jakékoliv platby
ucinéné podle této smlouvy poskytovateli. Poskytovatel, nikoliv
CRO nebo ZADAVATEL, budou odpovédni za jakékoliv dané a
veskeré prijmy, které poskytovatel obdrzi podle této smlouvy.

15.3 Institution acknowledge and agree that its, his or her
judgment with respect to its, his or her advice to and care of
each Study Subject is not and shall not be affected by the
compensation Institution receive in accordance with this
Agreement.

15.3 Poskytovatel potvrzuje a souhlasi, Ze jeho usudek
ohledné jeho rad a péce o kazdy subjekt studie neni a nebude
dotéen Uhradou, kterou poskytovatel obdrzi vsouladu s touto
smlouvou.

15.4 Institution agrees that SPONSOR and CRO may disclose
the fees and expenses payable or paid under this Agreement to
any governmental authorities according to Applicable Law.

154 Poskytovatel souhlasi, Zze ZADAVATEL a CRO mohou
zverejnit odmeény a naklady splatné nebo uhrazené podle této
smlouvy jakémukoliv statnimu orgdnu podle platného prava.

15.5 The pricing, fees, and compensation stated herein are
inclusive of all applicable taxes (except Value Added Tax
("VAT")). VAT, will be paid by CRO at the applicable rate and
upon receipt of a valid invoice.

15.5 Ceny, odmény a uUhrady uvedené v této smlouvé
zahrnuji vSechny platné dané kromé dané z pfidané hodnoty
(,DPH). DPH bude hrazena CRO v zdkonné sazbé a pfi prijeti
platné faktury.

15.6 Institution acknowledges that CRO has entered into a
separate Agreement with the Investigator, through which the
Investigator and his participating Study Personnel shall be
compensated for performing this Study.

15.6 Poskytovatel bere na védomi, Ze CRO uzavrela
se zkousejicim samostatnou smlouvu, na zakladé které bude
zkousejici a pracovnici spolupracujici na studii odménéni za
provedeni tohoto klinického hodnoceni.

16. TERMINATION

16. UKONCENI

16.1 This Agreement will become valid upon the date it is
fully executed by all parties. This Agreement shall take effect
upon the date of its disclosure in the Register of Contracts. The
Agreement 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
suspend or terminate this Agreement immediately, in whole or
in part, upon written notice to Institution and Investigator for
any reasons, including without limitation upon any of the
following occurrences:

16.1 Tato smlouva nabyva platnosti k datu podpisu vSemi
smluvnimi stranami. Tato smlouva nabyva ucinnosti k datu
jejiho zverejnéni v Registru. Jeji platnost a Ucinnost trva po
celou dobu trvani studie podle protokolu, nebude-li ukonéena
dfive vsouladu s ustanovenimi tohoto ¢lanku. CRO muze
pozastavit nebo ukoncit tuto smlouvu okamZité, jako celek nebo
Castecné, pisemnym ozndmenim poskytovateli a zkouSejicimu
z jakéhokoliv divodu véetné bez omezeni nasledujicich pfipada:
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(a) Institution or Investigator has failed to cure a breach to
this Agreement within thirty (30) days of receipt of written
notice specifying such breach; or

(a) poskytovatel nebo zkousejici nenapravi poruseni této
smlouvy do tficeti (30) dni od pfrijeti pisemného oznameni
takového poruseni; nebo

(b) Investigator becomes personally unavailable to conduct
the Study and a replacement acceptable for CRO and SPONSOR
has not been identified by Institution and/or Investigator; or

(b) zkousejici nebude osobné k dispozici k provedeni studie
a poskytovatel a/nebo zkousejici neuréi ndhradniho zkousejiciho
akceptovatelného pro CRO a ZADAVATELE; nebo

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

(c) dva mésice po dodani hodnoceného léc¢ivého pripravku
zkousejici nesplini cil ndboru subjektl studie stanoveny v pfiloze
A nebo provede nabor tak malého poctu subjektl studie, Ze se
CRO mdlZe opravnéné domnivat, Ze dohodnuty pocet subjekttd
studie nebude dosaZen v souladu s rozpisem v pfiloze A; nebo

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

(d) regulatorni organ vezme zpét opravnéni a souhlas
s provedenim studie; nebo

(e) the audit or regulatory inspection identifies a serious
breach or lack of compliance with this Agreement; or

(e) audit nebo regulatorni kontrola zjisti zdvazné poruseni
nebo nedodrzeni této smlouvy; nebo

(f) if any of the circumstances permitting termination
pursuant to Section 14.1 occur.

() jestlize vzniknou okolnosti umoznujici ukonceni podle
odstavce 14.1.

16.2 This Agreement may be terminated by Institution, upon
sixty (60) days’ prior written notice, for breach of contract by
CRO if the breach is not cured within thirty (30) days of
notification.

16.2 Tato smlouva mizZe byt ukoncena poskytovatelem
vypovédi s Sedesatidenni (60) vypovédni lhitou za poruseni
smlouvy ze strany CRO, neni-li toto poruSeni napraveno do
tficeti (30) dni od oznameni.

16.3 If this Agreement is terminated prematurely in
accordance with Section 16.1 or 16.2, Institution and
Investigator shall only be entitled to compensation in
accordance with the terms of Exhibit A up to the date of
termination and shall:

16.3 Je-li smlouva ukoncena pfedcasné v souladu s odstavci
16.1 nebo 16.2, poskytovatel a zkousSejici budou mit narok na
Uhradu v souladu s podminkami prilohy A k datu ukonceni a:

€)] stop enrolling Study Subjects into the Study
and shall cease conducting procedures on
Study Subjects already enrolled in such Study
as directed by SPONSOR, through the CRO, to

(a) ukondi nabor subjektd studie do studie a
prestanou provadét ukony na subjektech
studie jiz se ucastnicich studie podle
pokynl ZADAVATELE prostfednictvim

the extent medically permissible and CRO v mife lékarsky povolené a vhodné;
appropriate;
(b) minimize further costs while maintaining good (b) budou minimalizovat dalsi naklady pfi
medical care of the Study Subjects; zachovani radné lékarské péce o subjekty
studie;
(c) ensure that all Study Subjects shall complete (c) zajisti, aby vSechny subjekty studie

the Study according to the Protocol unless
dictated otherwise by Study Instructions;

dokoncily studii podle protokolu, neni-li
stanoveno pokyny studie jinak;

(d) return to CRO within 30 calendar days of the
effective date of termination any funds not
expended or irrevocably obligated by

(d) vrati CRO do 30 kalendarnich dni od data
ucinnosti ukonceni veskeré prostredky
nevycerpané nebo neodvolatelné
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Institution or Investigator prior to the effective pozadované poskytovatelem nebo

date of the termination; zkousejicim  pred datem  Ucinnosti
ukoncent;

(e) within 30 calendar days of the effective date of (e) do 30 kalendarnich dni od data uUcinnosti

the termination, Institution shall submit to ukonceni vystavi poskytovatel CRO

CRO a final invoice identifying any amounts kone¢nou fakturu obsahujici veskeré

CRO may owe relative to the terminated Study
and pursuant to the terms of this Agreement;
and;

Castky, které maze CRO dluZit ve vztahu
k ukonéené studii a podle podminek této
smlouvy;

(f) in accordance with CRO’s instructions, (i)
preserve any data relating to the Study; (ii)
turn over such data; and (iii) furnish CRO an
acceptable investigator’s report for the Study.

(f) vsouladu spokyny CRO (i) uchova
jakékoliv udaje tykajici se studie; (ii) preda
takové Udaje; a (iii) predlozi CRO
prijatelnou zpravu zkousejiciho o studii.

16.4 Should Investigator conclude that continuation of the
Study is no longer medically justifiable, due to (i) unexpected
results, (ii) the severity or prevalence of serious adverse events or
(iii) the efficacy of the treatment with Study Drug appears to be
insufficient; then he/she will without undue delay notify CRO and
the EC/IRB in writing, and may suspend treatment of Subjects until
such time as CRO (based on consultations with SPONSOR) and
Investigator reach agreement as to the best course of action.

16.4 Pokud zkousejici dospéje k zavéru, Zze pokracovani studie
jiz neni lékafsky opodstatnéné zddvodl (i) neocekdvanych
vysledkd, (i) vaznosti nebo prevalence zdvainych nezadoucich
pfihod nebo (iii) ucinnost 1é¢by hodnocenym Iécivym pfipravkem
je nedostatecna, pak to bez zbyte¢ného prodleni pisemné oznami
CRO a EC/IRB a mlize pozastavit Iécbu subjektt do doby, kdy CRO
(na zakladé konzultaci se ZADAVATELEM) a zkousejici dospéji
k dohodé o nejlepsim postupu.

16.5 Termination or expiration of this Agreement by any party
shall not affect the rights and obligations of the parties accrued
prior to the effective date of termination of this Agreement. The
parties' rights and obligations under any provisions set forth in this
Agreement related to ownership of Assests, confidentiality,
publications, use of names, Applicable Laws, governing law,
Materials, data protection and privacy, subject injury and
indemnification, and insurance shall survive expiration or
termination. In addition, 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.

16.5 Uplynuti platnosti nebo ukonéeni této smlouvy
kteroukoliv ze stran nebude mit vliv na prava a povinnosti stran
vzniklé pfed datem ucinnosti ukonceni této smlouvy. Prava a
povinnosti stran podle kteréhokoliv ustanoveni této smlouvy
tykajici se vlastnictvi aktiv, ddvérnosti, zverejnéni, uZiti jmen,
platného prava, rozhodného prava, materiall, ochrany udaji a
dlvérnosti, zranéni subjektl a odSkodnéni a pojisténi budou platna
i po uplynuti platnosti nebo ukonéeni smlouvy. Kromé toho
jakékoliv ustanoveni této smlouvy, které ma pretrvat i uplynuti
platnosti nebo ukonceni této smlouvy, aby byl napInén jeho zdmér,
pretrvd i po uplynuti platnosti nebo ukonceni této smlouvy.

17. INDEPENDENT CONTRACTOR

17. NEZAVISLY DODAVATEL

17.1 The relationship of Institution and Investigator to CRO
is that of independent contractor. Institution and Investigator
commit themselves to perform the Services only as independent
contractor and nothing contained herein shall be construed to
be inconsistent with that relationship or status. Institution,
Investigator, and Study Personnel shall not be considered
employees or agents of CRO or SPONSOR and, as such, shall not
be entitled to any benefits available to employees of CRO or
SPONSOR. Institution represents and warrants that it is an
employer subject to, and shall comply with, all Applicable Laws.

17.1 Vztah poskytovatele a zkousejiciho k CRO je vztahem
nezavislého dodavatele. Poskytovatel a zkousejici se zavazuiji, ze
poskytnou sluzby pouze jako nezavisli dodavatelé a nic
obsazeného v této smlouvé nebude vykladano tak, ze odporuje
tomuto vztahu nebo statutu. Poskytovatel, zkousejici a
pracovnici spolupracujici na studii nebudou povaZzovani za
zaméstnance nebo zastupce CRO nebo ZADAVATELE a jako
takovi nebudou mit narok na Zadné benefity poskytované
zaméstnanclim CRO nebo ZADAVATELE. Poskytovatel prohlasuje
a zaruluje, Ze je zaméstnavatelem podléhajicim a spliujicim
platné pravni predpisy.

17.2 Institution and Investigator shall not retain any
subcontractors or affiliates to perform any of their obligations in
whole or in part under this Agreement without the prior written

17.2 Poskytovatel a zkousSejici nebudou angaZzovat zadné
subdodavatele nebo ptidruzené osoby k plnéni svych zavazk(
jako celku nebo jejich ¢asti podle této smlouvy bez predchoziho
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consent of CRO and SPONSOR. Any such consent shall not
relieve Institution and Investigator of its obligations hereunder,
and Institution and Investigator 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),
subject to SPONSOR approval, without releasing CRO from its
responsibility for the appropriate performance of such assigned
obligations towards Institution.

pisemného souhlasu CRO nebo ZADAVATELE. Jakykoliv takovy
souhlas nezbavuje poskytovatel a zkousejiciho jejich zavazka
podle této smlouvy, poskytovatel a zkousejici zGstanou plné
odpovédni za veskera jedndni a opomenuti jakéhokoliv
takového subdodavatele. CRO bude moci postoupit v celku nebo
Casteéné plnéni zavazkl, které prevzala podle této smlouvy,
jakékoliv své pridruzené osobé (nebo adekvatné kvalifikovanym
subdodavateliim-tfetim stranam) se souhlasem ZADAVATELE,
aniz by CRO byla zbavena odpovédnosti za fadné plnéni
takovych postoupenych zavazkd vici poskytovateli.

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

17.3 Tato smlouva nepredstavuje, nevytvari ani zadnym
zplsobem nemuZe byt vykldddna jako spoleény podnik,
partnerstvi nebo obchodni organizace jakéhokoliv druhu.

18. CONTRACTUAL

18. SMLUVNIi UJEDNANI

18.1 Titles to the Sections of this Agreement are solely for
convenience and do not constitute a substantive part of this
Agreement.

18.1 Nazvy clankl této smlouvy jsou uréeny pouze pro
prehlednost a netvofi podstatnou ¢ast této smlouvy.

18.2 If any provision of this Agreement is held illegal, invalid
or unenforceable by a court of law, in whole or in part, such
provision shall be deemed to be restated to reflect as nearly as
possible the original intentions of the parties in accordance with
Applicable Laws and the legality, validity and enforceability of
the remainder of this Agreement shall not be affected thereby.

18.2 Stane-li se jakékoliv ustanoveni této smlouvy jako celek
nebo ¢astecné nezakonnym, neplatnym nebo nevymahatelnym
z rozhodnuti soudu, takové ustanoveni bude pozménéno tak,
aby co nejblize odrazelo pavodni zamér stran v souladu
s platnymi pravnimi predpisy a zakonnost, platnost a
vymahatelnost zbyvajici ¢asti této smlouvy nebude timto
dotéena.

18.3 Failure, or delay, to insist upon compliance with any of
the terms and conditions of this Agreement shall not constitute
a general or continuing waiver or relinquishment of any such
terms or conditions, and the same shall remain at all times in full
force and effect. Terms in this Agreement may only be waived
by an express notice in writing signed by the waiving party. The
waiver of one breach hereunder shall not constitute the waiver
of any other or subsequent breach.

18.3 Nevyzadovani nebo zpozdéni ve vyzadovani dodrzovani
podminek této smlouvy nepredstavuje vSeobecné nebo
pokracujici vzdani se nebo upusténi od takovych podminek, a
tyto podminky zlstanou trvale platné a ucinné. Od podminek
této smlouvy Ize wupustit pouze vyslovnym pisemnym
oznamenim podepsanym stranou, kterda se téchto podminek
vzdava.

18.4 Institution and Investigator understand and agree that,
as set forth in Section 2.3, SPONSOR is an intended third-party
beneficiary of this Agreement.

184 Poskytovatel a zkousejici chapou a souhlasi, Ze, jak je
stanoveno v odstavci 2.3, ZADAVATEL je zamyslenou
opravnénou osobou-treti stranou této smlouvy.

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

18.5 Prislusni signatari stran této smlouvy prohlasuji a
zarucuji, Zze maji pravomoc a schopnost uzavfit tuto smlouvu
jménem ptislusnych stran.

18.6 In the event that either party shall be delayed,
hindered, or prevented from the performance of any act
required hereunder by reason of restrictive governmental or
judicial orders or decrees, riots, insurrection, war, or acts of God
(each, a “Force Majeure”), performance of such act shall be
excused for the length of time not to exceed one (1) month,
unless otherwise agreed to by the parties, to resume
performance. A party shall not be liable for any delays resulting

18.6 V pfipadé, Ze se kterakoliv strana zpozdi, bude ji
branéno nebo znemoinéno provedeni jakéhokoliv udkonu
pozadovaného podle této smlouvy zddvodd restriktivnich
vladnich nebo soudnich nafizeni nebo vynosl, nepokojq,
povstani, valky nebo Zivelnych pohrom (,,vy$si moc”), provedeni
takovych tkonl bude omluveno po dobu nepresahuijici jeden (1)
mésic, nebude-li dohodnuto stranami jinak, k obnoveni vykonu.
Strana nebude odpovédna za zpozdéni v dasledku vyssi moci
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from the Force Majeure, except to the extent such party caused
the delay in performing its obligations hereunder.

s vyjimkou pfipadl, kdy takova strana zpozdéni v plnéni svych
zavazkl podle této smlouvy sama zpUsobi.

18.7 This Agreement may not be assigned in whole or in part
by Institution or Investigator without the prior written consent
of CRO.

18.7 Tato smlouva nesmi byt postoupena poskytovatelem
nebo zkousejicim jako celek ani castecné bez predchoziho
pisemného souhlasu CRO.

18.8 CRO may assign this Agreement to any of its
subsidiaries, Affiliates or to any third party without the prior
consent of Institution or Investigator. This Agreement shall be
binding on the parties and their respective successors and
permitted assigns.

In the event of such assignment the CRO shall notify the
Institution and Investigator without undue delay.

18.8 CRO muZe postoupit tuto smlouvu kterékoliv své
dcefiné nebo pfidruzené spolecnosti nebo treti strané bez
pfedchoziho pisemného souhlasu poskytovatele nebo
zkousejiciho. Tato smlouva bude zdvaznd pro strany a jejich
nastupce nebo schvalené postupniky.

O ptipadném postoupeni bude CRO poskytovatele a zkousejiciho
bez zbyte¢ného prodleni informovat.

18.9 This Agreement, and any amendments thereto,
constitutes 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 numbered amendments, signed by all
parties.

18.9 Tato smlouva a jakékoliv jeji dodatky tvofi uUplnou
dohodu a konec¢né ujedndni mezi stranami ohledné predmétu
této smlouvy a nahrazuje a ukoncuje veSkerd predchozi anebo
soucasna ujednani anebo jednani mezi stranami, pisemnd nebo
ustni, vyslovna nebo implicitni, tykajici se jakkoliv predmétu této
smlouvy. Tato smlouva smi byt ménéna, upravovana,
modifikovana nebo jinak ménéna pouze pisemnymi ¢islovanymi
dodatky podepsanymi vSemi stranami.

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

18.10 Veskerd oznameni, jez maji nebo by méla byt podana
podle této smlouvy, musi byt pisemnd a budou ucinna
okamzikem doruceni pFisluSné strané na adresy uvedené dale.

To CRO:

CRO:

PAREXEL International (IRL) Limited

PAREXEL International (IRL) Limited

One Kilmainham Square

One Kilmainham Square

Inchicore Road

Inchicore Road

Kilmainham Kilmainham
Dublin 8 Dublin 8
Ireland Ireland

To Institution / Investigator:

Poskytovateli a zkousejicimu:

Institution:

Fakultni nemocnice Kralovské Vinohrady
Srobarova 1150/50

100 34 Praha 10

Czech Republic

Attn:
email:

Study Site / Investigator:

Fakultni nemocnice Kralovské Vinohrady
Opthalmology Clinic

Srobarova 1150/50, building E

100 34 Praha 10

Czech Republic

Poskytovatel:

Fakultni nemocnice Kralovské Vinohrady
Srobarova 1150/50

100 34 Praha 10

Ceska republika

email:

Studijni centrum / zkousejici:

Fakultni nemocnice Kralovské Vinohrady
Oftalmologicka klinika

Srobarova 1150/50, pavilon E

100 34 Praha 10
Ceska republika
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Attn: MUDr. Jan Hamouz
email:

k rukdm: MUDr. Jan Hamouz
email:

18.11 Any party may change its address or contact for notice
by giving notice in accordance with Section 18.10 and 18.12.

18.11 Kterakoliv ze stran mlZe zménit adresu nebo kontakt
pro oznamovani podanim oznameni v souladu s odstavci 18.10 a
18.12.

18.12 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.

18.12 Jakékoliv doruceni, které je vyzadovano podle této
smlouvy, mlZe byt provedeno osobnim dorucenim, faxem,
mailem, doporu¢enym dopisem, poStou nebo kuryrem,
v kazdém pripadé s potvrzenim doruceni/pfijeti.

18.13 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 courts of Czech Republic, with
respective local- and subject matter responsibility, will have
sole jurisdiction over the litigation.

18.13 Smluvni strany se dohodly, Ze se tato smlouva Fidi
pravnim fadem Ceské republiky, bez ohledu na konfliktni
ustanoveni jednotlivych zakonl. V pfipadé, Ze bude spor
pfedan soudu, bude feSen vécné a mistné pfisluSnymi soudy
Ceské republiky.

18.14 This Agreement, and any amendments, shall be
executed in three counterparts, each of which shall be an
original and all of which together shall constitute one and the
same document, binding on all parties notwithstanding that
each of the parties may have signed different counterparts.

18.14 Tato smlouva a jakékoliv jeji dodatky budou vyhotoveny
ve tfech originalech, pricemz vSechny dohromady tvofi jeden a
tentyZz dokument zavazny pro vsechny strany bez ohledu na to,
Ze kazda ze stran podepsala rlzna provedeni.

18.15 Each party understands and agrees that money
damages may not be a sufficient remedy for any breach of this
Agreement and that the non-breaching party or SPONSOR shall
be entitled to seek specific performance, injunctive, and other
equitable relief as a remedy for any such breach. Such remedy
shall not be deemed to be the exclusive remedy for breach of
this Agreement but shall be in addition to any and all other
remedies available at law or in equity.

18.15 Kazda ze stran chape a souhlasi, Ze penéini odskodnéni
nemusi byt dostatenym odSkodnénim jakéhokoliv poruseni
této smlouvy a Ze strana, ktera smlouvu neporusila, nebo
ZADAVATEL budou opravnéni poZadovat konkrétni plnéni,
soudni nafizeni nebo jiné spravedlivé odskodnéni za takové
poruseni. Takovy opravny prostfedek nebude povaZovan za
vyhradni odSkodnéni za poruseni této smlouvy, ale bude pouze
dodatkem k jakymkoliv opravnym prostfedkiim dostupnym
podle zakona nebo spravedInosti.

18.16 Institution and Investigator acknowledge and agree
that, under separate agreements, CRO may engage with others
(including without limitation SPONSOR) to perform certain
services in connection with the Study. Institution and
Investigator shall cooperate with, and to the extent appropriate,
coordinate its performance hereunder with the services of such
others so as to ensure successful completion of the Study.

18.16 Poskytovatel a zkousejici berou na védomi a souhlasi,
Ze podle samostatnych smluv mlze CRO angaZovat dalsi osoby
(véetné bez omezeni ZADAVATELE), aby poskytly urcité sluzby
v souvislosti se studii. Poskytovatel a zkousejici budou
spolupracovat a v pfiméreném rozsahu koordinovat sva plnéni
podle této smlouvy se sluzbami takovych ostatnich osob za
ucelem Uspésného provedeni studie.

18.17 Subject to applicable law, SPONSOR and CRO may
collect and process personal data regarding investigators or
other personnel involved in Studies. SPONSOR and CRO will
notify such personnel as required by applicable law.

18.17 Podle platného prava mohou ZADAVATEL a CRO
shromazdovat a zpracovdvat osobni udaje tykajici se
zkousejicich nebo jinych pracovnikd spolupracujicich na studii.
ZADAVATEL a CRO takové zpracovani zkousejicim a jinym
pracovnikiim spolupracujicim na studii fadné oznami, v souladu
s platnymi predpisy.

18.18 This Agreement is executed in both English and Czech
language. In case of any incoherence, contradiction or

18.18 Tato smlouva je vyhotovena v anglickém a ceském
jazyce. V ptipadé nesouladu, rozporu nebo nejednoznacnosti
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discrepancy between the English and the Czech version of this | mezi anglickym a ¢eskym znénim této smlouvy, je rozhodujici
Agreement, the terms of the Czech version will prevail. ustanoveni v ceském jazyce.

IN WITNESS WHEREOF, the parties hereto have set their hands | NA DUKAZ CEHOZ, strany pfipojily své vlastnoruéni podpisy v
in triplicate with the intention that this is a binding agreement | trojim provedeni stim zdmérem, aby se tato smlouva stala
as provided herein. zavaznou, jak je zde uvedeno.

(1) PAREXEL International (IRL)
Limited:

(Signature of Authorized Official / Podpis
opravnéného zastupce)

(Typed or Printed Name / Jméno) Date / datum

(2) Fakultni nemocnice
Kralovské Vinohrady:

Prof. MUDr. Petr Arenberger, DrSc, MBA, Date / datum
FCMA, Feditel / Director

(3) Investigator / Zkousejici:
MUDr. Jan Hamouz Date / datum
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