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CLINICAL STUDY AGREEMENT

This clinical study agreement (“Agreement”), dated 19-
April-2017 (the “Effective Date”), is entered into by and
among

Medpace, Inc., with its head office at 5375 Medpace
Way, Cincinnati, Ohio 45227, USA, represented by
XXXXXXXXXX., Clinical Trial Manager
("Medpace™); and

Fakultni nemocnice Kralovske Vinohrady, with its head
office at Srobarova 1150/50, 10034 Praha 10, Czech
Republic, reference number KH 1/2017, cost center
21007, represented by XXXXXXXXXXXX, Director
("Institution™).

Medpace and Institution are sometimes collectively
referred to herein as parties (the “Parties”).

WHEREAS, ChemoCentryx, Inc., (“Sponsor”) is
sponsoring a clinical study on the compound CCX168,
in conjunction with, OE Prednisone [Prednisone acis®
5mg and 20mg tablets] (collectively called the “Study
Drug”), in accordance with Protocol No. CL010_168,
titled “A Randomized, Double-Blind, Placebo-
Controlled, Phase 3 Study to Evaluate the Safety and
Efficacy of CCX168 (Avacopan) in Patients with Anti-
Neutrophil Cytoplasmic Antibody (ANCA)- Associated
Vasculitis Treated Concomitantly with Rituximab or
Cyclophosphamide/Azathioprine” (the “Protocol”), and
Institution possesses expertise in the conduct and
performance of clinical studies. The performance of the
Protocol shall be referred to herein as the “Study”; and

WHEREAS, Medpace and XXXXXXXXXXXX,
having an address at I. Internal clinic of the Institution
(“Investigator”) executed a separate agreement
governing Investigator’s obligations and responsibilities
with respect to the performance of the Study;

WHEREAS, Investigator is an employee of the
Institution and possesses expertise in the conduct and
performance of clinical studies;

WHEREAS, Medpace is a contract research
organization which has been contracted by Sponsor to
manage and administer the Study, including, but not
limited to, negotiation and execution of this Agreement;
and

SMLOUVA O KLINICKE STUDII

Tato smlouva o klinické studii (dale jen ,,smlouva‘®) s
ucinnosti od 19.dubna 2017 (dale jen ,,datum tc¢innosti*)
se uzavird mezi:

spole¢nosti Medpace, Inc., se sidlem na adrese 5375
Medpace Way, Cincinnati, Ohio 45227, USA,
zastoupenou XXXXXXXXXXXX(dale jen ,,Medpace®),
,a

Fakultni nemocnici Kralovské Vinohrady s sidlem na
adrese Srobarova 1150/50, 100 34 Praha 10, Ceska

republika, ¢&islo jednaci: KH 1/2017, nékladové
sttedisko: 21007, zastoupenou
XXXKXXXXXXXXXXXK,  teditelem  (dale  jen

»zdravotnické zatrizeni®).

Spolecnost Medpace a zdravotnické zatfizeni jsou v
nékterych piipadech v tomto dokumentu spolecné
oznacovany jako smluvni strany (dale jen ,,strany*).

VZHLEDEM K TOMU, ZE spolec¢nost
ChemoCentryx, Inc., (dale jen ,,zadavatel”) sponzoruje
klinickou studii tykajici se slou¢eniny CCX168 ve
spojeni s EO Prednisonem [tablety Prednison acis® 5mg
a 20mg ] (dale jen ,,hodnoceny ptipravek®), v souladu s
protokolem ¢. CLO10_168, s ndzvem ,,Randomizovana,
dvojité zaslepena, placebem kontrolovana studie faze 3
hodnotici bezpe¢nost a u¢innost CCX168 (Avacopan) u
pacient s ANCA asociovanou vaskulitidou, kteti jsou
soucasné 1é¢eni rituximabem nebo
cyklofosfamidem/azathioprinem* (dale jen ,,protokol),
a zdravotnické zafizeni ma odborné znalosti v oblasti
provadéni a vykonu klinickych studii. Provadéni
protokolu bude v této smlouvé uvadéno jako ,,studie”; a

VZHLEDEM K TOMU, ZE spoleénost Medpace a
XXXXXXXXXXXXXX (dale jen ,,zkousejici”) uzavieli
samostatnou smlouvu upravujici zdvazky a povinnosti
zkousejiciho s ohledem na vykonavani studie;

VZHLEDEM K TOMU, ZE zkouiejici je
zaméstnancem zdravotnického zafizeni a ma odborné
znalosti v oblasti provadéni a vykonu klinickych studii;

VZHLEDEM K TOMU, ZE spolecnost Medpace je
smluvni vyzkumnou organizaci, ktera byla zadavatelem
najata pro fizeni a spravu této studie, mimo jiné vcetné
vyjednani a uzavieni této smlouvy; a
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WHEREAS, Medpace desires that Institution
participates in the conduct of the Study in accordance
with the Protocol and the terms and conditions of this
Agreement, and Institution desires to participate in the
conduct of the Study in accordance with the Protocol and

the terms and conditions of this Agreement.

NOW THEREFORE, in consideration of the foregoing
and the mutual covenants and promises set forth herein
and other good and valuable consideration, the receipt
and adequacy of which are hereby acknowledged, the
Parties agree as follows:

1 SCOPE OF WORK

1.1 Institution shall perform the Study in strict
compliance with the terms and conditions of this
Agreement, any written instructions from Sponsor
and/or Medpace, all generally accepted standards
of Good Clinical Practice, including those adopted
by the International Conference on Harmonization
of Technical Requirements for Registration of
Pharmaceuticals for Human Use, the Protocol, and
with all applicable local laws and regulations
governing the performance of clinical
investigations. The Study location will not be
changed without Medpace’s prior written consent.

1.2 Prior to the start of Study, Medpace/Sponsor will
obtain any and all necessary approvals of the
applicable regulatory authorities and central Ethics
Committee. Medpace/Sponsor will be responsible
for the costs associated with obtaining these
approvals. Investigator will cooperate in any
submissions to Institution’s local Ethics

Committee, if applicable.

1.3 Institution agrees to provide the Investigator with
free access to the Institution’s applicable subject
population to recruit the number of subjects set
forth in the Investigator Responsibilities Section
below to participate in the Study, and will facilitate

the proper performance of the Study.

1.4 A copy of the Protocol and an updated
Investigator's Brochure have been provided to
Institution and Investigator, and by signing this
Agreement, Institution confirms that it has

received, accepted and became familiar with the

VZHLEDEM K TOMU, ZE si spoletnost Medpace
pieje, aby se zdravotnické zafizeni zucastnilo provadéni
studie v souladu s protokolem a podminkami této
smlouvy, a zdravotnické zafizeni se chce zucastnit
provadéni studie v souladu s protokolem a podminkami

této smlouvy.

PROTO s ohledem na vyse uvedené¢ skutecnosti,
vzajemna ujednani a piisliby vyjadiené v této smlouve a
fadnou a hodnotnou odménou, jejiz piijeti a pfiméfenost
se timto potvrzuje, bylo smluvnimi stranami ujednano
nasledujici:

1 ROZSAH PRACIH

Zdravotnické zafizeni bude provadét studii v
prisném souladu se smluvnimi podminkami této
smlouvy, jakymikoliv  pisemnymi  pokyny
zadavatele a/nebo spolecnosti Medpace, vSemi
obecné pfijimanymi standardy spravné klinické
praxe, vcetné¢ téch, které pfijala Mezindrodni
konference o harmonizaci technickych pozadavki
na registrace humannich 1éCivych piipravkd,
protokolem a v8emi platnymi mistnimi zékony a
pfedpisy upravujicimi provadéni klinického
vyzkumu. Misto provadéni studie nebude ménéno
bez piedchoziho pisemného souhlasu spolecnosti
Medpace.

1.2 Pred zahajenim studie zajisti spolecnost
Medpace/zadavatel od pfislusnych kontrolnich
organi a etické komise pro multicentricka
hodnoceni veskera nezbytna povoleni. Spole¢nost
Medpace/zadavatel bude odpovédny za naklady
spojené se zajisténim téchto povoleni. V
relevantnich  pfipadech  bude  zkousSejici
spolupracovat na podani k mistni etické komisi,
pod kterou spada zdravotnické zafizeni.

1.3 Zdravotnické  zafizeni se  zavazuje, Ze
zkousejicimu poskytne volny piistup k piislusné
populaci subjektii zdravotnického zafizeni, mezi
nimiz provede ndbor stanového poctu subjekti,
které se zucastni studie a jejichZ pocet je uveden v
niZze uvedeném oddilu Povinnosti zkousejiciho, a
umozni fadné provedeni studie.

1.4 Zdravotnickému zafizeni a zkouSejicimu byl
poskytnut vytisk protokolu a aktualizovany soubor
informaci pro zkousejiciho a podpisem této
smlouvy zdravotnické zafizeni potvrzuje, Ze
obdrzelo, pfijalo a sezndmilo se s protokolem,
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Protocol, the Investigator's Brochure and any other
provided information. The Protocol is hereby
incorporated by reference, together with any and
all amendments thereto, into this Agreement.

souborem informaci pro zkouSejictho a s
jakymikoliv dalS§imi poskytnutymi informacemi.
Protokol je timto odkazem zaélenén do této
smlouvy, a to spoleéné¢ s veSkerymi svymi
dodatky.

1.5 Sponsor or its designee will provide Institution | 1.5 Zadavatel nebo jim urend osoba doda
with sufficient quantities of Study Drug for use in zdravotnickému zafizeni bezplatné hodnoceny
the Study at no cost to Institution. Institution and pfipravek v mnoZstvi dostate¢ném pro pouziti ve
Investigator agree that the Study Drug and all studii. Zdravotnické zafizeni a zkouSejici se
equipment provided by the Sponsor may only be zavazuji, Zze hodnoceny pfipravek a veskeré
used for the purposes of the Study, and shall only vybaveni poskytnuté zadavatelem pouziji pouze
be used in accordance with the Protocol and any pro ucely studie a budou jej pouzivat vyluéné v
written instructions of the Sponsor. souladu s protokolem a jakymikoliv pisemnymi

pokyny zadavatele.

2 INVESTIGATOR 2 ZKOUSEIJICI LEKAR

2.1 Investigator will be responsible for the direction of 2.1 Zkousejici ponese odpovédnost za Hzeni studie v

the Study in accordance with applicable Institution
policies, which Institution warrants and represents
are not inconsistent with the terms of this
Agreement and the Protocol. If, for any reason,
he/she is unable to continue to serve as
Investigator and a successor acceptable to
Institution, Medpace, in close consultation with
Sponsor, is not available, this Agreement shall be
terminated as provided in the Term and
Termination section. Institution warrants and
represents that Investigator is fully qualified to
conduct the Study and to serve in the capacity of
Investigator. Investigator and all persons or
entities who perform any portion of the Study
(“Study Personnel”) shall be qualified physicians
and medical personnel who have not been
debarred from working on clinical studies and who
are employees or subcontractors of Institution and
Institution shall be responsible for expertise of
Study Personnel to fulfill the terms of this
Agreement. Institution shall notify Medpace in
writing if it becomes aware of any Study Personnel
member has been debarred or proceedings have
been initiated with respect to debarment.
Institution represents that Institution is not a
citizen or resident of the United States, or a
corporation or partnership that is and has been
treated as a U.S. corporation or U.S. partnership,
and that all payments Institution received under
this Agreement will be for services rendered
outside the United States.

souladu s prislusnymi ptedpisy zdravotnického
zafizeni a zdravotnické zafizeni zaruCuje a
prohlasuje, Ze tyto nejsou v rozporu s podminkami
této smlouvy a s protokolem. Pokud z jakéhokoliv
divodu jiz dale nebude schopen vykonavat funkci
zkousejictho a nebude k dispozici nastupce
pfijatelny pro zdravotnické zafizeni a spolecnost
Medpace v Uzké spolupréci se zadavatelem, bude
tato smlouva ukoncena, jak je uvedeno v oddilu
Platnost smlouvy a jeji ukonceni. Zdravotnické
zafizeni zaruCuje a prohlasuje, Ze zkousSejici je
plné kvalifikovan k provadéni studie a vykonu
funkce zkousejiciho. Zkousejici a veskeré osoby ¢i
subjekty provadéjici kteroukoliv z casti studie
(dale jen ,,pracovnici studie®) budou kvalifikovani
l1ékati a zdravotnicky personal, kterym nikdy
nebyla zakazana prace na klinickych studiich,
pricemz se jednd o zaméstnance nebo
subdodavatele  zdravotnického  zafizeni; a
zdravotnické zafizeni ponese odpovEdnost za
odbornost pracovniki studie, aby spliovali
podminky této smlouvy. Pokud zdravotnické
zafizeni dospéje ke zjisténi, Ze kterémukoliv z
pracovnikli studie byla tato ¢innost zakazana,
pripadné bylo v souvislosti se zakazem zahajeno
fizeni, bude =zdravotnické zafizeni pisemné
informovat spole¢nost Medpace. Zdravotnické
zafizeni prohlaSuje, ze zdravotnické zafizeni neni
obCanem ani rezidentem Spojenych statl, ani
obchodni spole¢nosti nebo konsorciem, které bylo
a je povazovano za americkou obchodni
spole¢nost nebo americké konsorcium, a Ze
vSechny platby, které zdravotnické zafizeni obdrzi
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2.2

23

2.4

2.5

2.6

Pharmacist who is employed by the Institution will
be member of the Study Personnel and he will be
responsible for performance of the activities
specified by the Protocol of the Study. Fees for the
pharmacist will be listed in and ensured by the
separate agreement fully executed between
Medpace and Investigator.

Investigator  shall enroll in the Study
approximately X evaluable subjects who meet the
inclusion criteria of the Protocol during the
enrollment period of approximately XXXXXXX
to XXXXX. The actual enrollment period may be
extended or shortened upon written notice by
Medpace or Sponsor. As enrollment will be
competitive across all sites participating in the
Study, Medpace reserves the right to instruct the
Investigator to enroll fewer or more subjects than
the number agreed at the time of the signature of
this Agreement.

Institution agrees that Investigator shall obtain the
necessary written informed consent of each
subject prior to performing any Study related
procedures. Investigator shall comply with all
applicable ethical principles and good clinical
practice to obtain each subject’s informed consent.

Institution agrees that Investigator will assist
Medpace upon Medpace’s request to provide any
required updates and/or information related to the
Study for Medpace’s submission to the applicable
central Ethics Committee and regulatory
authorities. Medpace shall be responsible for any
dealings with and submission of reports and
information to the applicable central Ethics
Committee and regulatory authorities. Investigator
will cooperate in any submissions to Institution’s
local Ethics Committee, if applicable.

Institution agrees that Investigator shall notify
Medpace of adverse events and serious adverse
events within the timeframes and pursuant to the
process set forth in the Protocol and/or other
written instructions of Medpace and/or Sponsor.

2.2

23

2.4

25

2.6

na zaklad¢ této smlouvy, budou za sluzby
poskytované mimo tizemi Spojenych statd.

Pracovnikem studie bude farmaceut, ktery je
Vpracovnim poméru ke  zdravotnickému
zafizeni a ktery bude zodpovédny za provadéni
¢innosti stanovenych mu Vv protokolu
studie. Odmeéna farmaceuta bude uvedena
a zajiSténa v rdmci separatni smlouvy uzaviené
mezi spole¢nosti Medpace a zkousejicim.

Zkousejici zafadi do studie pfiblizné X
hodnotitelné subjekty, které v priibéhu obdobi pro
zafazovani, tj. pifiblizné¢ od XXXX do XXXXX,
spliuji kritéria protokolu pro zafazeni. Samotné
obdobi pro zafazovani muize byt na zakladé
pisemného oznameni spole¢nosti Medpace ¢i
zadavatele prodlouZeno ¢i zkraceno. Jelikoz bude
zafazovani probihat v konkuren¢nim duchu napii¢
vSemi centry, které se studie ucastni, vyhrazuje si
spole¢nost Medpace pravo dat zkouSejicimu
nez bylo ujedndno v okamziku podpisu této
smlouvy.

Zdravotnické  zafizeni  souhlasi, Ze pted
provedenim jakychkoliv ukont souvisejicich se
studii zajisti zkouSejici od kazdého ze subjektl
nezbytny informovany souhlas v pisemné podob¢.
Pti zajistovani informovaného souhlasu kazdého
ze subjekti se zkousejici bude fidit veskerymi
platnymi etickymi zasadami a spravnou klinickou
praxi.

Zdravotnické zafizeni souhlasi, Ze zkouSejici na
vyzadani poskytne spole¢nosti Medpace jakékoliv
nezbytné aktualizace a/nebo informace tykajici se
studie, a to pro ucely podani k ptislusné etické
komisi pro multicentricka hodnoceni a regula¢nim
organim ze strany spolecnosti Medpace.
Spolecnost Medpace ponese odpovédnost za
jakakoliv jednani souvisejici se zpravami a
informacemi a jejich podani pfislusné etické
komisi pro multicentricka hodnoceni a regulaénim
organim. V relevantnich pfipadech bude
zkousejici spolupracovat na podani k mistni etické
komisi, pod kterou spada zdravotnické zafizeni.

Zdravotnické zafizeni souhlasi, Ze zkouSejici bude
informovat spole¢nost Medpace o nezddoucich
ptihodach a zavaznych nezaddoucich piihodéach v
Casovych lhitdich a v souladu s postupem
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stanovenym v protokolu a/nebo v jinych
pisemnych pokynech spole¢nosti Medpace a/nebo
zadavatele.

3 CONFIDENTIAL INFORMATION 3 DUVERNE INFORMACE

3.1 “Confidential Information” means all information . e .. , L
that is () provided by or on behalf of Sponsor or | ! »Divérnymi informacemi” se rozumi veskeré
Medpace to Institution or Investigator in mformage, , Které . JSQ” (@) po§k¥tquty
connection with this Agreement or the Study, or zdravotnickému  zafizeni nebo zkouSejicimu
(b) developed, obtained, or generated by zadavatelem ¢i ]_ehO jménem nebo spole¢nosti
Institution, Investigator, or Study Personnel as a Med.pace v SOUV'SIO.S“ S t°%“° srnlguvou rlebg
result of performing the Study under this studi; n?bo, (5) Vyf,/mut,e’ ZISkanev ° ,Vytvorene
Agreement (except for a Study subject’s medical zdravotryckym  zarizenim, zkousej}mvm . nebp
records), including, but not limited to, the pracovniky studie jako vysledek provadZni studie
Protocol, Study Data (as hereinafter defined), d'e.‘et‘ﬂ smlquvy (Vyjma”Zdl’.aVOtn.l.C}} zazhamu
results, and reports from all sites conducting the S,ubj.ektu Stud.le);. a ?ahmuﬂ Mmo Jine pr,OtOkOI’
Study. Confidential Information and all tangible udaje ze studie (jak je definovano nize), vysledky
expressions, in any media, of Confidential a zprivy ze vech center, kterd studii provad&ji.
Information are the sole property of Sponsor or Douvvem,e m.fomlace a Ve.Ske,ra hm.oma Vyjadr,erg
Medpace, as applicable. fiuvern’ych 1n’formac1 na Jgkemkollv dmhli’med%

jsou vyhradnim vlastnictvim zadavatele, piipadné
spole¢nosti Medpace.

3.2 Institution ~agrees not to use Confidential | 35 Zdravotnické zafizeni se zavazuje, Ze nebude
Information for any purposes other than to conduct diivérné informace pouzivat pro jakékoliv jiné
the Study. Institution agrees not to disclose G¢ely nez kprovedeni studie. Zdravotnické
Confidential Information to third parties except as zafizeni se zavazuje, ze diivérné informace nesdéli
necessary to conduct the Study and under an 7adné treti strand vyjma pripadf, kdy je to
agreement by the third party to be bound by the nezbytné pro provedeni studie, a to na zakladé
obligations of this section. Institution shall dohody s tieti stranou, e bude vazana
safeguard Confidential Information with the same povinnostmi v tomto oddilu. Zdravotnické
standard of care that is used with Institution’s own zafizeni zabezpedi divérné informace se stejnym
confidential information, but in no event less than standardem péde jako v piipadd divérnych
reasonable care. informaci zdravotnického zafizeni; standard péce

vSak v z&dném piipadé nesmi byt nizS§i nez

3.3 The term Confidential Information shall not be prmeteny.
deemed to include information that: 3.3 Vyraz duvémé informace nebude zahrnovat

. . informace, které:

3.3.1 Is or becomes publicly available

through no fault of Institution; 3.3.1 jsou nebo se stanou vetejné dostupnymi
bez jakéhokoli zavinéni ze strany
zdravotnického zafizeni;

3.3.2 Institution can demonstrate it possessed . L o
prior to, or developed independently 3.3.2 melo zdravotnické zafizeni
from, disclosure or development under prokazatelné v drZeni jiZ pfed jejich
this Agreement; p,oskytnutlm ¢1 zprlstupne_:mm \% r_amCI

této smlouvy, nebo je wvyvinulo
nezavisle na této skutecnosti;

3.3.3 Institution receives from a third party 3.3.3 zdravotnické zafizeni obdrzi od tieti
which is not legally prohibited from strany, které nebylo  poskytnuti
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3.4

disclosing such information;

takovych informaci z pravniho hlediska
zakézéno; nebo

3.3.4 Institution is required by law to disclose,
provided that Medpace and Sponsor are 3.3.4 zdravotnické zafizeni musi poskytnout
notified of any such requirement with ze zékona, a to za predpokladu, ze o
sufficient time to seek a protective order jakémkoliv takovém pozadavku budou
or other modifications to the spole¢nost Medpace a zadavatel s
requirement; or dostatenym pfedstihem informovani,
aby mohli usilovat o ochranné natizeni
3.3.5 Is appropriate to include in a publication nebo jinou upravu pozadavku; nebo
pursuant to the Publications and ) ) )
Publicity section. 3.3.5 je vhodné tyto informace zatadit do

Institution agrees that Medpace may compile a
database of information from Institution and its
personnel (including Investigator), and Study
Personnel for use in connection with the Study
(including but not limited to feasibility
guestionnaires, CVs, licenses, medical specialties,
participation in clinical trials, financial disclosure
forms) and/or may use this information for
purposes related to its business. Institution agrees
that Investigator shall have secured any necessary
consents from other Study Personnel to allow for
this sharing of information. Such information is
used solely in connection with the initiation of
studies and feasibility studies and is accessible
only to the sponsor of the respective study and
personnel assigned to study management and for
whom the information is needed in the
performance of their duties (further described as
"Authorized Personnel”). As some Medpace
studies are being conducted worldwide, the
personal information collected is available to
Authorized Personnel who may be located in
countries outside the European Union. In order to
provide for the protection of personal data,
Medpace has established policies and procedures
governing the security of and limited access to this
data that are uniform throughout Medpace and its
affiliates and comply with the standards of
personal data protection applicable within the
European Union. When applicable, Medpace
enters into data processing agreements with
sponsors in line with applicable European Union
data protection Laws. In accordance with the laws
pertaining to the protection of personal data, the
individuals' whose data is collected have a right to
access, to modify, to rectify, and to suppress their
personal data, simply by requesting it to the
attention of the Medpace Privacy Officer at
privacy@Medpace.com, or to the following

3.4

publikace dle oddilu tykajiciho se
zvetejnéni a propagace.

Zdravotnické zafizeni souhlasi s tim, ze spole¢nost
Medpace miize sestavit databazi informaci od
zdravotnického zafizeni a jeho pracovnikl (véetné
zkousejiciho) a pracovnikd studie pro ucely
pouziti v souvislosti se studii (mimo jiné vcetné
dotaznikt proveditelnosti, zivotopist, licenci,
1ékatskych odbornosti, ucasti na klinickych
hodnocenich, formulaii o financnich tdajich)
a/nebo muzZe tyto informace pouzit pro ucely
souvisejici se svym podnikanim. Zdravotnické
zatizeni souhlasi stim, aby zkouSejici zajistil
veskeré nezbytné souhlasy od pracovnika studie,
aby bylo umoznéno sdileni téchto informaci. Tyto
informace se pouZzivaji vyhradné v souvislosti se
zahajenim studii ase studiemi proveditelnosti
a jsou pristupné pouze zadavateli piislusné studie
a pracovnikiim pfifazenym do vedeni studie, ktefi
tyto informace potiebuji pfi plnéni svych
povinnosti (dale popisovani jako ,,opravnéni
pracovnici®). Jelikoz se nékteré studie spolecnosti
Medpace provadi celosvétove, jsou shromazdéné
osobni Udaje k dispozici opravnénym
pracovnikiim, ktefi mohou sidlit v zemich mimo
Evropskou unii. Aby bylo mozné zajistit ochranu
osobnich 1daj, zavedla spole¢nost Medpace
zasady apostupy upravujici  zabezpeCeni
a omezeny piistup k témto udajim, které jsou
jednotné v celé spolecnosti Medpace a jejich
sesterskych spolecnostech a spliiuji  standardy
ochrany osobnich tdaju platné v Evropské unii.
Je-li to zapotiebi, uzavira spole¢nost Medpace se
zadavateli smlouvy o zpracovani idaji v souladu
Splatnymi pravnimi piedpisy Evropské unie
oochrané¢ Udaji. V souladu se zikony
upravujicimi ochranu osobnich idaji maji osoby,
jejichz udaje jsou shromazd’ovany, pravo pfistupu
k nim, k jejich dpravdm, opravdm nebo jejich
vymazu na zakladé zadosti zaslané pracovnikovi
spole¢nosti Medpace pro ochranu udajii na adresu
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address: Medpace Privacy Officer, Medpace, Inc., privacy@Medpace.com, piipadné na nasledujici

5375 Medpace Way, Cincinnati, Ohio, 45227, adresu: Medpace Privacy Officer, Medpace, Inc.,

USA. 5375 Medpace Way, Cincinnati, Ohio, 45227,
USA.

3.5  The Parties agree to adhere to the principles of | 3-5 ~ Smluvni strany se zavazuji, Ze budou ve vztahu k
medical confidentiality in relation to Study subjektiim studie, které se ji ucastni, dodrZovat
subjects involved in the Study. Personal data shall zasady 1ékafskeho tajemstvi.  Zadavateli - ani
not be disclosed to the Sponsor or Medpace by the spolecnosti ) Medpaf? n,ebudou, osobni 5 ‘,{dﬁ‘le
Institution or the Investigator save where this is zdravotnickym  zafizenim ani  zkouSejicim
required to satisfy the requirements of the Protocol poskytnuty vyjma pfipadi, kdy je to nezbytné za
or for the purpose of monitoring or serious adverse ucelem splnéni pozadavki protokolu, pro potfeby
reactions reporting, or in relation to a claim or monitorovdni ~ nebo  hlaSeni  zdvaznych
proceeding brought by the Study subject in nezadoucich GCinki nebo ve vztahu k uplatnéni
connection with the Study. Neither the Sponsor naroku ¢ fizeni iniciovaného  subjektem
nor Medpace shall disclose the identity of Study hodncgcem v souvislosti se §tud||.vZadavate] ani
subjects to third parties without prior written spolecnost Medpace nesdéli totoznost subjekti
consent of the Study subject, except in accordance hodnoceni ~ tfetim  stranim bez pfedchoziho
with the provisions of the relevant data protection pisemného souhlasu subjekiu hodnoceni vyjma
and privacy laws, unless in relation to a claim or pipadt, kdy je tato skutecnost v souladu s
proceeding brought by the Study subject in ustanorvenn’m .Ia)rlslusnych Zakon’u na ocflrang
connection with the Study. The Parties and osobnich 1iidajli, a pokud k této skutecnosti
Sponsor hereby acknowledge and agree that any nedochazi ve vztahu k uplatnéni niroku Ci fizeni
personal data collected in connection with the iniciovaného subjektem hodnoceni v souvislosti se
Study will be transferred outside the European studii. Smluvni strany a zadavatel timto berou na
Union. When applicable, data processing Védom’lva §01’1hlasi stim,. ze quékohv osq‘?nl udaje
agreements are concluded between the Parties for shromdzdéné v souvislosti se studii budou
the transfer of such data and these agreements prevedeny mimo Uzemi Evropske unie. Je-li to
include protections for the Study subjects’ data as zapotfebi, uzaviraj | S& mezl Smluynlml stranami
required by the European Union. Study subjects smlouvy 0 zpracovani Udajit pro prenos takovych
also consent to having their data transferred Udajii atyto smlouvy zahrnuji ochranu udaji
outside the European Union. subjekti studie, jak vyzaduje Evropska unie.

Subjekty studie také souhlasi s tim, ze nechaji své
udaje prenaset mimo Evropskou unii.

4 RECORDKEEPING 4 UCHOVAVANIZAZINAMU

4.1 Subject to the requirements of the Confidential | 4 S vyhradou pozadavk oddilu tykajictho se
Informa_tlon section, Institution may retain in its dtvérnych informaci si zdravotnické zafizeni
possession a copy of Confidential Information that mize ponechat vdrreni kopii davérnych
consists of any and all data, documents or informaci, které sestivaji z veskerych wdajt,
information related to the performance of this dokumentti nebo informaci souvisejicich
Agreement solely as required for regulatory, legal, s plnénim této smlouvy, a to pouze v rozsahu
Or Insurance purposes. nezbytném pro regula¢ni, pravni ¢i pojistné tcely.

4.2 All the results of the Study including, without | 4.2 Viechny vysledky studie, mimo jiné véetnd
limitation, all the data taken from the Study and all veskerych udajii ziskanych ze studie a viech
the original case report forms completed for the origindli  zdznam@  subjekti  hodnoceni
Study (collectively referred to as the “Study vyplnénych pro studii (déle souhrnné oznadovany
Data”) shall be and remain the property of Sponsor jako udaje ze studie®), musi byt a zistat
and must be regarded as Confidential Information vlastnictvim zadavatele a musi byt povazovany za
belonging to Sponsor. All the Study Data on the diivérné informace patfici zadavateli. Vegkeré
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4.3

4.4

4.5

5.1

subjects of the Study must be supplied to Sponsor
in coded form which protects the confidentiality of
each subject. It is agreed that all rights, titles and
interests in the Study Data are and shall remain the
exclusive property of Sponsor. Sponsor may use
this information in any manner which the Sponsor
in its sole discretion regards as appropriate
including, without limitation, the submission of
regulatory applications, publication and disclosure
to third parties.

Institution shall maintain all Study Data records
until the later of:

4.3.1 Two (2) years following the date a New
Drug Application is approved for the
Study Drug that is the subject of the

Study;

Two (2) years after the Investigational
New Drug Application for such Study
Drug is terminated or withdrawn; or

4.3.2

4.3.3 As defined by local laws and

regulations.

At the end of such required retention period,
Institution shall not destroy any Study Data
records until it has obtained Medpace’s prior
written permission to do so. Medpace will respond
promptly to Institution’s requests to dispose of
Study Data records.

Subject to the requirements of the Confidential
Information section, following the end of the
required retention period, Institution may retain in
its possession an archival copy of Confidential
Information that consists of any and all data,
documents or information related to the
performance of this Agreement solely as required
for regulatory, legal, or insurance purposes.

ACCESS TO RECORDS AND AUDITS

Medpace and/or Sponsor shall have the right to
inspect progress of the Study on the premises of
Institution at reasonable times during the term of
this Agreement. Medpace and/or Sponsor will
notify Institution and/or Investigator prior to any
inspection of the date and time of the inspection.

4.3

4.4

4.5

5.1

Udaje ze studie, tykajici se subjektt studie, musi
byt dodany zadavateli v kddované podobé, ktera
chrani divérnost kazdého subjektu. Je dohodnuto,
ze veskera prava, tituly a naroky na udaje ze studie
jsou a zustanou vyhradnim vlastnictvim
zadavatele. Zadavatel miZe pouzit tyto informace
jakymkoliv zplisobem, ktery dle svého vlastniho
uvazeni povazuje za vhodny, mimo jiné vcetné
predkladani  Zzadosti regulatnim  organim,
publikace a zptistupnéni tietim stranam.

Zdravotnické zafizeni bude uchovavat veskeré
zédznamy udaji ze studie do doby, neZ nastane
pozdgjsi z téchto situaci:

4.3.1 uplynou dva (2) roky po datu schvaleni
zadosti o registraci nového Iéku v
piipadé hodnoceného ptipravku, ktery

je predmétem této studie;

4.3.2 uplynou dva (2) roky po ukonceni ¢i
stazeni zadosti o registraci nového 1éku
v pripadé takového hodnoceného

pripravku; nebo

4.3.3 dle definice mistn¢ platnych zakond a
ptedpist.

Na konci takového pozadovaného obdobi
uchovavani zdravotnické zafizeni zadné takové
zdznamy Udajil ze studie nesmi znicit, dokud k
tomu predem neziskd pisemné svoleni spolec¢nosti
Medpace. Na pozadavek zdravotnického zafizeni
na likvidaci zaznam® udaji ze studie bude
spole¢nost Medpace reagovat okamzité.

S wvyhradou pozadavkd oddilu tykajiciho se
divérnych informaci si zdravotnické zatfizeni a
zkousejici mohou po skonceni pozadované doby
uchovavani ponechat v drzeni archivni kopii
davérnych informaci, které sestavaji z veskerych
udajl, dokumentli nebo informaci souvisejicich
S plnénim této smlouvy, a to pouze v rozsahu
nezbytném pro regulacni, pravni ¢i pojistné ucely.

PRISTUP K ZAZNAMUM A AUDITY

Spole¢nost Medpace a/nebo zadavatel bude mit
pravo kontrolovat pribéh studie, a to v prostorach
zdravotnického  zafizeni a v pfiméfenych
terminech po dobu platnosti této smlouvy. Pted
jakoukoliv inspekci bude zdravotnické zatizeni
a/nebo  zkouSejici  informovan  spole€nosti
Medpace a/nebo zadavatelem o datu a case
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The representatives of Medpace and/or Sponsor
may review and/or request copies of Study Data,
and Institution/Investigator shall promptly provide
such Study Data. Investigator will notify Medpace
and/or Sponsor by telephone and subsequently in
written form, of any significant changes,
including, but not limited to, changes in Study
Personnel or physical location, that occur during
the Study.

5.1.1 Within twenty-four (24) hours after
learning of any governmental or
regulatory  body (e.g., Ethics
Committee, Drug Enforcement Agency)
regulatory inspections of which it
becomes aware relating to the Study,
Institution or Investigator shall provide
written notification to Medpace and
Sponsor. Medpace and Sponsor shall
have the right to be present at any such
inspections and shall have the
opportunity to provide, review, and
comment on any responses that may be
required.  Further, Institution or
Investigator will provide in writing to
Medpace and Sponsor copies of all
materials, correspondence, statements,
forms and records which Institution
and/or Investigator receives or obtains
pursuant to such inspection or audit.

6 COSTS AND PAYMENT SCHEDULE

In consideration of the proper performance of the Study
by the Institution and the Investigator under the terms of
this Agreement and upon approval of Sponsor, payment
will be made by Medpace or its designee to the payee
(“Payee”) designated in Schedule A appended hereto and
incorporated herein by reference. Payee will accept
payment from Medpace, or its designee, to the Payee as
full consideration for services rendered. All costs
outlined on Schedule A shall remain firm for the
duration of the Study, unless otherwise agreed to in
writing by the Parties. It is understood and agreed that
no reimbursement will be provided by Medpace or
Sponsor for subjects who are randomized into the Study
in violation of the Protocol, or who do not conform to
the Protocol’s inclusion and exclusion criteria or for
whom serious deviations from the Protocol are made.

inspekce. Predstavitelé spolecnosti Medpace
a/nebo zadavatele mohou kontrolovat Udaje ze
studie a/nebo pozadovat kopie téchto tdaji a
zdravotnické zafizeni/zkouSejici takové Udaje
okamzité poskytne. Zkousejici bude spolecnost
Medpace a/nebo zadavatele telefonicky a nasledné
i pisemné informovat o jakychkoliv vyznamnych
zménach, ke kterym v prubehu studie dojde, a to
mimo jiné o zménach pracovnikl studie nebo 0
skute¢ném mist¢ provadéni studie.

5.1.1 Zdravotnické zatizeni nebo zkousejici
musi do dvaceti ¢ty (24) hodin od
obdrzeni informace o jakychkoliv
inspekcich statnich ¢i  regulacnich
organi (jako napiiklad etické komise
nebo protidrogové agentury), o nichz se
v souvislosti se studii dozvi, poskytnout
spoleCnosti Medpace a zadavateli
pisemné oznameni. Spole¢nost
Medpace a zadavatel maji pravo
zucCastnit se jakychkoliv takovych
inspekci a  dostanou  piileZitost
poskytnout, posoudit a piipominkovat
jakékoliv odpovédi, které mohou byt
nezbytné. Zdravotnické zafizeni nebo
zkousejici dale spolecnosti Medpace a
zadavateli poskytnou kopie vSech
materiali, korespondence, prohlaseni,
formulait a zaznamu, které
zdravotnické zafizeni a/nebo zkousejici
v souvislosti s takovou inspekci nebo
auditem obdrZzi nebo ziskaji.

6 NAKLADY A ROZVRH PLATEB

Jako odména v souvislosti s fadnym provadénim studie
ze strany zdravotnického zatizeni a zkousSejiciho podle
podminek této smlouvy a po schvaleni zadavatelem bude
spole¢nosti Medpace nebo jejim povéfenym zastupcem
provedena thrada pfijemci platby (dale jen ,,pfijemce
platby*) oznacenému v piiloze A piipojené k této
smlouvé a zaclenéné do ni odkazem. Ptijemce platby od
spole¢nosti Medpace ¢i ji povéfené osoby piijme tthradu
ve prospech piijemce platby jako plnou kompenzaci za
poskytnuté sluzby. VSechny naklady uvedené v pftiloze
A zlstanou neménné po celou dobu trvani studie, pokud
se smluvni strany pisemné nedohodnou jinak. Smluvni
strany jsou si védomy a souhlasi s tim, Ze za subjekty,
které byly randomizovany do studie v rozporu s
protokolem, které nespliiuji kritéria protokolu pro
zafazeni a vyfazeni nebo u nich dojde k zavaznym
odchylkam od protokolu, nebude spole¢nosti Medpace
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The budget contained in Schedule A is inclusive of all
applicable taxes. VAT is not applicable because
Medpace, Inc., is a U.S. based corporation. Should any
changes to VAT law occur during the term of this
Agreement, or other tax laws requiring withholding, the
party legally responsible shall be liable for VAT or
withholdings. Medpace, as Sponsor’s payment agent,
shall make payment to Payee under this Agreement from
funds escrowed by Sponsor. Notwithstanding the
foregoing, Medpace may issue a written amendment,
signed only by Medpace, for the purpose of increasing
the Study costs as described in the Schedule A.

7 TERM AND TERMINATION

7.1 This Agreement shall be valid and effective upon
the date of the signature of the last Party and,
unless terminated earlier as provided for in this
Section 7, shall be valid until the completion of the

Study.

Any Party may terminate this Agreement if
another Party materially breaches this Agreement
and the breaching Party fails to cure the breach
within thirty (30) days after receipt of written
notice from another Party specifying in detail the
nature of the breach, or at any time if necessary to
protect the safety and welfare of Study subjects.

7.2

7.3 Medpace may also terminate this Agreement at
any time upon giving thirty (30) days’ advance
written notice to Institution and Investigator.
Except in the event of termination for Institution’s
material breach, Medpace shall be obligated to pay
Payee solely for those items set forth in the
Schedule A that have been incurred prior to the
date of termination. Institution shall on the basis of
summons of Medpace refund without delay all
unearned payments made by Medpace under the
Schedule A.

7.4 Upon completion or termination of this
Agreement, in no event shall Medpace be
obligated to pay any invoices submitted after the
time period for submitting final invoices set forth

in Schedule A has expired.

ani zadavatelem poskytnuta zaddna uhrada. Rozpocet
uvedeny v ptiloze A zahrnuje vSechny platné dané¢. DPH
se neuplatiuje, protoze spolecnost Medpace, Inc., ma
sidlo v USA. V pfipadé, Ze béhem platnosti této smlouvy
dojde k jakymkoli zménam v zakoné o DPH nebo budou
vyzadovany srazky podle jinych zakonti, DPH nebo tyto
srazky budou hrazeny stranou, ktera za to ze zakona nese
odpovédnost. Dle této smlouvy provede spolecnost
Medpace, jakoZto platce zastupujici zadavatele, uhradu
pfijemci platby z vazaného uctu poskytnutého
zadavatelem. Bez ohledu na vySe uvedené spolecnost
Medpace muze vydat pisemny dodatek podepsany pouze
spole¢nosti Medpace za ticelem zvySeni nakladi studie
tak, jak je to popsano v pfiloze A.

7 PLATNOST SMLOUVY A JEJi UKONCENI

7.1 Tato smlouva bude platna a G¢inna dnem podpisu

posledni smluvni stranou, a pokud neni ukoncena
diive, jak je stanoveno v tomto oddile 7, bude
Vv platnosti aZ do dokonceni studie.

7.2 Kterakoli ze smluvnich stran mlize tuto smlouvu
predcasné ukonéit v piipade€, ze ji druhd strana
zavaznym zpusobem porusi a nezajisti napravu do
tficeti (30) dnd po obdrZeni pisemného oznameni
dané strany, v némz tato podrobné¢ uvede povahu
poruseni; ptipadné kdykoliv, kdy je ukonceni
nezbytné za i€elem ochrany bezpecnosti a zdravi
subjektl studie.

7.3 Spole¢nost Medpace mize tuto smlouvu rovnéz
kdykoliv ukon¢it na zaklad¢ predchozi tficetidenni
(30) pisemné vypovedi zdravotnickému zatizeni a
zkousejicimu. Kromé piipadu ukonceni z divodu
zavazného poruseni ze strany zdravotnického
zatizeni bude spolecnost Medpace povinna uhradit
prijemci platby vyhradné ty polozky, které jsou
stanoveny v priloze A a které vznikly pred datem
ukonéeni. Veskeré nezaslouzené plathy, které
spole¢nost Medpace dle ptilohy A uhradila, budou
zdravotnickym zafizenim na zakladé vyzvy
spole¢nosti Medpace neprodlené vraceny.

7.4 Po splnéni ¢i ukonceni této smlouvy nebude
spole¢nost Medpace v Zadném ptipadé povinna
uhradit jakékoliv faktury ptedlozené po uplynuti
obdobi pro predlozeni zavéreénych faktur, jak je
stanoveno v pfiloze A.
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7.5 Upon completion or termination of this | 7.5 Po splnéni ¢i ukonceni smlouvy zdravotnické
Agreement, Institution and Investigator shall, zafizeni a zkouSejici na Zadost spolecnosti
upon Medpace’s request, return or destroy all Medpace vrati spoleénosti Medpace nebo
documents, information, and/or  supplies, zadavateli veskeré dokumenty, informace a/nebo
including, but not limited to, Study Drug and materidly, mezi néZ mimo jiné patfi hodnocené
related devices, Study Data, equipment, and any prfipravky a souvisejici zafizeni, idaje ze studie,
biological samples or other materials provided by vybaveni a jakékoliv biologické vzorky &i jiné
Medpace or Sponsor for the conduct of the Study, materidly poskytnuté spole¢nosti Medpace nebo
to Sponsor or Medpace within thirty (30) days. If zadavatelem pro provadéni studie, piipadné tyto
Medpace requests that such documents, zni¢i, a to do ftficeti (30) dnd. Vyzada-li si
information or supplies be destroyed, Institution or spole¢nost Medpace zniCeni takovych dokumentt,
Investigator, as applicable, agrees to destroy same informaci ¢i materidld, zdravotnické zafizeni,
and provide Medpace with written certification of pfipadné zkousSejici se zavazuji, ze je zni¢i a
such destruction. The Confidential Information, spole¢nosti Medpace o zni¢eni poskytnou pisemné
Recordkeeping, Access to Records, Costs and osvédCeni. Oddily tykajici se duvérnych
Payment Schedule, Term and Termination, informaci, uchovavani zaznami, piistupu k
Intellectual Property, Publications and Publicity, zaznam(m, ndkladl a rozvrhu plateb, platnosti a
Indemnification and Insurance, Anti- ukoncéeni, duSevniho vlastnictvi, zvefejnéni a
Bribery/Anti-Corruption and  Miscellaneous propagace, odSkodnéni a pojisténi, ustanoveni
sections shall survive the termination or expiration proti uplatkim a korupci a rlznd ustanoveni
of this Agreement. zistanou v platnosti i po ukonceni ¢i vyprSeni

platnosti této smlouvy.

8 INTELLECTUAL PROPERTY 8 DUSEVNI VLASTINICTVi

8.1 It is agreed that none of Sponsor, Medpace, | g1 Smluvni strany se dohodly, Ze s vyjimkou ptipadt
Investigator, or Institution transfers to any other by vyslovné stanovenych v této smlouvé zadavatel,
operation of this Agreement any patent right, spole¢nost Medpace, zkousejici ani zdravotnické
copyright, trademark right, or other proprietary zafizeni v ramci provadéni této smlouvy
right of Sponsor, Medpace, Investigator, or nepievedou jakakoliv patentova ¢i autorska prava,
Institution, except as expressly set forth herein. prava k ochrannym znamkam ani jina vlastnicka

prava  zadavatele,  spolecnosti  Medpace,
zkousejiciho nebo zdravotnického zafizeni na
kohokoliv jiného.

8.1.1 f‘Inven_tlon” means any discovery, 8.1.1 ,»Vynalezy* se rozumi jakékoliv objevy,
invention,  technology, ~ result, ~data vynalezy, technologie, vysledky, Gdaje
(including ~ Study ~ Data), material, (vietnd udaji ze studie), materidly,
improvement, or idea, whether or not vylepSeni & navrhy, at jiz jsou
paten_table, resulting from or red_uced to patentovatelné ¢i nikoliv, které vznikly
practice as a result. of conductlr)g the nebo byly upraveny pro praxi jako
Study, or ma‘?'e using, re_ferencmg_or disledek provadéni této studie, ptipadné
otherwise relying upon or incorporating byly vytvofeny s vyuZitim hodnoceného
the Sftudy. Drug, Stuqu Data, or other pfipravku, udaji ze studie nebo
Confidential Information of Sponsor. divérnych informaci.

8.2 Institution will notify Sponsor, promptly and in S o
writing, of any Invention made by Institution, 8.2 Z’dravotvm(.:ke zatizeni bl{de 'zadavz}tele okramzue
Investigator, and/or Study Personnel. pisemné informovat o jakychkoliv vynalezech

ucinénych zdravotnickym zafizenim, zkousejicim
a/nebo pracovniky studie.
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8.3  Sponsor shall own all right, title, and interest in | 83 Zf‘d?f‘tel b‘.“if,gr?telem YleSkerng %rav’ t,ltu.hi(a
and to any Invention and shall have the sole and ng.o | ni.Ji ¢ (,)lwv vynatezy ab ude mit Jadlo
exclusive right to obtain, at its option, patent Jel Htly, su IJtG): t Vyucnitprfizol.o tSI(arat, St nl ¢
protection in the United States and other countries viastni volby — pro KIerykoli takovy: vynaiez
on any such Invention. If Sponsor requests, paten_tovp u och_r_an,u ve §p01enych stgtecr!
Institution and Investigator will execute and will arr:ierlckylch g me?l, Zemvl,Ch' ,Na Kyz%d.a,m,
cause Study Personnel to execute any application, Zahavate, ¢ Zbravon??ct,e zatizent a2t Ouse]&f”
assignment, or instrument or to testify as Sponsor vyhotov ‘nebo  zajistl, Zze pracovnici studie
deems necessary for Sponsor to obtain patents or vyhotovi jakoukoliv Zadost, pevod ¢i ndstroj nebo
otherwise to protect Sponsor’s interest in an podaji §VedectV1, jak zadavate’l povazuje %a
Invention. Sponsor will reasonably compensate ?‘.eZbyme’haby zadavatel mohl Zskat p atem,yl “
Institution and/or Investigator, as applicable, for Jindu ochranu ' pro svlj narox mna vynalez.
the time devoted to such activities and will Zadavatel poskytne  zdravotnickému ~zafizeni
reimburse Institution and/or Investigator, as la(/ nebo pfipadné i Zkous,ejlilml,l prlime.re,nou
applicable, for reasonable and necessary expenses ompenzaci za cas venovany ta ovyma tlvv,ltam%
incurred. nahradi zdravotnickému zatizeni a/nebo piipadné

i zkouSejicimu pfiméfené a nezbytné vydaje, které
jim vznikly.

9 PUBLICATIONS AND PUBLICITY ? ZVEREJNENI A PROPAGACE

9.1 It is understood that the Study is part of a | 9.1 Smluvni strany jsou si védomy, Ze je studie
multicenter trial, and Institution may publish the soucasti ~ multicentrického ~ hodnoceni  a

results of its part of the Study in collaboration with
the other investigators, but in complete
compliance with this section and with the
Confidential Information section. After the
multicenter publication or eighteen (18) months
after completion of the Study, whichever occurs
first, Institution may itself publish the results of the
Study. Institution shall provide Sponsor and
Medpace with an advance copy of any proposed
publication or oral presentation at least sixty (60)
days prior to the planned date of submission or
presentation and Sponsor shall have sixty (60)
days to review the proposed publication for the
purposes described below. Sponsor and Medpace
may request in writing, and Institution shall agree
to, (a) the deletion of any Confidential
Information, (b) any reasonable changes requested
by Sponsor or Medpace, or (c) a delay of such
proposed submission for an additional period, not
to exceed ninety (90) days, in order to protect the
potential patentability of any technology described
therein. Sponsor, at its election, shall be entitled to
receive in any such publication an
acknowledgement of its sponsorship of the Study.

zdravotnické zafizeni smi publikovat vysledky své
¢asti studie ve spolupraci s ostatnimi zkousejicimi,
musi tak ale ucinit v Uplném souladu s timto
oddilem a oddilem Duvémé informace. Po
multicentrickém zvefejnéni, piipadné osmnact
(18) mésici po dokonceni studie — podle toho,
ktera ze situaci nastane diive — smi zdravotnické
zafizeni samo publikovat vysledky svych tidaji ze
studie. Zdravotnické zatfizeni poskytne zadavateli
a spolecnosti Medpace signalni vytisk navrhované
publikace ¢i Gstni prezentace, a to nejméné Sedesat
(60) dnd pred planovanym datem odevzdani ¢i
prezentace, a pro ucely popsané nize bude mit
zadavatel Sedesat (60) dni na posouzeni
navrhované publikace. Zadavatel a spolecnost
Medpace mohou pisemné vyzadat (a) odstranéni
jakychkoliv duvérnych informaci, (b) jakékoliv
priméfené zmény pozadované zadavatelem Cci
spole¢nosti Medpace nebo (c) odlozeni takového
navrhovaného odevzdani za ucelem ochrany
mozné patentovatelnosti jakychkoliv technologii v
nich popsanych, a to po dodate¢né obdobi v
maximalni délce devadesati (90) dni; a
zdravotnické zafizeni s timto souhlasi. Zadavatel
je dle své volby opravnén Zzadat, aby jeho
financovani studie bylo zminéno v jakychkoliv
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9.2 No Party shall use another Party’s name, nor issue
any public statement about this Agreement, or
publish any information about the Study, without
the prior written permission of the other Parties
except as required by law. Such prior permission
shall not be unreasonably withheld. Medpace shall
submit this Agreement for publication in the
registry of contracts administered by the Ministry
of Interior Affairs, located at the website
https://smlouvy.gov.cz/ (“Contracts Registry”), in
accordance with applicable laws and regulations.
Schedule A constitutes proprietary information of
Medpace and it will not be published in the
Contracts Registry. Estimated total possible
amount to be paid under the Agreement is Two
Hundred Thousand One Hundred Fifty-four
(200,154) CZK assuming the Study patient
enrollment goal is achieved. Medpace shall be
responsible for redacting the Agreement before
publication in the Contracts Registry. Institution
shall not publish any non-redacted versions on any
websites or other media without obtaining
Medpace’s prior written consent. The signatories
to this Agreement agree and consent to publication
in the Contracts Registry of their personal
information, including but not limited to, their
names and titles.

9.3 Notwithstanding the foregoing, nothing contained
in this Agreement shall prevent the Study from
being registered with www.clinicaltrials.gov, or
any equivalent registry, including all information
required by the Uniform Requirements for
Manuscripts Submitted to Biomedical Journals of
the International Committee of Medical Journal

Editors in effect as of the date of initiation of the
Study (see www.icmje.org).

10 NOTICES

Any notice required or permitted under this Agreement
shall be in writing and shall be deemed made and given
three (3) days after sending, if mailed by registered or
certified mail, postage prepaid, return receipt requested,
or one (1) day after sending, if sent by express courier
service or facsimile/electronic transmission. In addition,
the Institution will communicate to Medpace in writing
(email is considered a writing for the purposes of this

takovych publikacich.

9.2 Z4dna ze stran nebude bez piedchoziho pisemného
svoleni druhé strany pouzivat jméno druhé strany,
vydavat jakakoliv vefejna prohlaseni o této
smlouvé ani zvetejniovat jakékoliv informace 0
této studii vyjma pitipadd, kdy je to vyzadovano
zakonem. Takové predem poskytnuté svoleni
nesmi byt z nepfiméfenych divodii odepieno.
Spole¢nost Medpace predlozi tuto smlouvu ke
zvefejnéni v registru  smluv  vedeném
ministerstvem vnitra a umisténém na webovych
strankdch  https://smlouvy.gov.cz/ (dale jen
Hregistr smluv®), v souladu s ptislusnymi zakony a
predpisy. Priloha A piredstavuje chranéné
informace spole¢nosti Medpace a nebude v
registru smluv zvefejnéna. Pfedpokladana celkova
mozna castka k vyplaceni v ramci smlouvy je
dvésteétisicstopadesatctyri (200 154) K¢, a to za
predpokladu, Zze bude dosazen cil zatazovani
pacientli do studie. Spolecnost Medpace ponese
odpovédnost za formulaci smlouvy pred jejim
zvefejnénim v registru  smluv. Zdravotnické
zafizeni nesmi zvefejnit jakékoli nerevidované
verze na jakychkoli webovych strankach nebo
jinych médiich bez pfedchoziho pisemného
souhlasu spole¢nosti Medpace. Podepsané strany
této smlouvy se dohodly a souhlasi se zvefejnénim
jejich osobnich udajii, mimo jiné véetné jejich
jmen a titull, v registru smluv.

9.3 Bez ohledu na vySe uvedené skute¢nosti nebude
zadnd z casti obsahu této smlouvy branit v
registraci studie na portalu www.clinicaltrials.gov
ani v jiném obdobném registru, véetné vSech
informaci vyZadovanych jednotnymi pozadavky
Mezinarodniho vyboru $éfredaktorti lékatskych
Casopisti na prispévky urCené pro zvefejnéni v
biomedicinskych casopisech platnymi v den
zahajeni studie (viz www.icmje.org).

OINAMENI

Jakékoliv oznameni vyzadované ¢i dovolené dle této
smlouvy musi byt u¢inéno pisemné a v piipadé, ze bude
odeslano jako doporucené psani ¢i rekomando, a to
vyplacené a s dodejkou, bude povazovano za u¢inéné a
dorucené tii (3) dny po odeslani, ptipadné jeden (1) den
po odeslani, pokud bude odeslano expresni kuryrni
sluzbou ¢i faxem/elektronickym pfenosem. Kromé toho
bude zdravotnické zafizeni pisemné (email je pro ucely
tohoto oddilu povazovan =za pisemnou formu)

10
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section), any changes to the Institution’s respective
payee name, payee address, tax identification number,
corporate address, or corporate name, as applicable. Any
such notification shall originate from an Institution
official and/or Investigator, as applicable, having the
same or greater authority as the Institution official who
signs this Agreement on behalf of the Institution. All
notices must be addressed to the contact set forth below:

informovat  spoleénost Medpace o jakychkoliv
pfipadnych zménach jména ptijemce platby na strané
zdravotnického zatizeni, adresy, DIC, firemnich adres &i
nazvli spolecnosti. Jakékoliv takové oznameni bude
ucinéno predstavitelem zdravotnického zatizeni a/nebo
pfipadné zkousejicim, ktery ma stejnou &i Vvetsi
pravomoc nez piedstavitel zdravotnického zafizeni,
ktery jménem zdravotnického zatizeni tuto smlouvu
podepisuje. Veskerd oznameni musi byt adresovana
kontaktnim osobam uvedenym nize:

PRO SPOLECNOST MEDPACE / IF TO
MEDPACE:

INSTITUTION:
Medpace, Inc.

Attention General Counsel
5375 Medpace Way
Cincinnati, OH 45227

Srobdrova 1150/50

PRO ZDRAVOTNICKE ZARIZENi / IF TO

Fakultni nemocnice Krdlovské Vinohrady

100 34 Praha 10, Czech Republic

PRO ZADAVATELE/ IF TO SPONSOR:

ChemoCentryx, Inc.

Attention Vice President, Medical and
Clinical Affairs

850 Maude Avenue

Mountain View, CA 94043

11 ELECTRONIC SIGNATURES

Institution acknowledges and agree that with respect to
the electronic data capture system for the Study
(“EDC”), electronic communication is an acceptable
method of communicating information from Medpace to
Institution, or from other vendor companies contracted
by Medpace or Sponsor that are providing
electronic materials specific for the Study to Investigator
and Study Personnel, without having to communicate the
same subject matter on paper. For the EDC, an electronic
signature may be usedand it includes without limitation
a scanned copy of a signature, a typed signature, or the
click of a mouse on an “I agree” icon or button. All
communications that Medpace provides to Investigator
and Study Personnel in electronic form with respect to
the EDC will be provided either: (1) via e-mail by
requesting it download a PDF or DOC file containing the
communication; or (2) in the case of the License
Agreement, will be provided immediately prior to the
log-in screen for ClinTrak. Investigator and Study
Personnel can obtain a paper copy of an electronic
communication by printing it itself or by requesting that
Medpace mail a paper copy, provided that such request
is made within a reasonable time after Medpace or a
vendor company first provided the electronic
communication.

1 ELEKTRONICKE PODPISY

Zdravotnické zafizeni bere na védomi a souhlasi s tim,
ze v souvislosti s elektronickym zaznamenavam dat pro
tuto studii ( dale jen ,,EDC*) je elektronicka komunikace
pfijatelnym zplsobem, kterym miZe spolecnost
Medpace nebo jini smluvni dodavatelé spolecnosti
Medpace nebo Zadavatele, kteti poskytuji elektronické
materidly pro potfeby studie, sdé&lovat informace
zkouSejicimu a pracovnikiim studie, aniz by bylo nutné
o obsahu sdéleni informovat v ti§téné podobé. V ramci
EDC je mozZné pouzivat elektronicky podpis, ktery mimo
jiné zahrnuje naskenovanou kopii podpisu, podpis
strojopisem nebo pozadavek kliknuti mysi na ikonu ¢i
tlaGitko ,,Souhlasim“. Ve$kera sdéleni, poskytnuta
spolecnosti Medpace zkouSejicimu a pracovnikim
studie v elektronické podobé vramci EDC, budou
poskytnuta jednim z nasledujicich zpusobid: (1)
prostfednictvim e-mailové zpravy se Zadosti o stahnuti
souboru ve formatu PDF ¢i DOC, ktery sdéleni obsahuje,
nebo (2) v pfipad¢ licen¢ni dohody bude tato poskytnuta
bezprostiedné pted ptihlasovaci obrazovkou aplikace
ClinTrak. Zkous$ejici a pracovnici studie maji moznost
ziskat elektronickou komunikaci v ti§téné podob¢ tak, Ze
si ji sami vytisknou, pfipadné pozadaji spolecnost
Medpace o jeji zaslani posStou, a to za predpokladu, Ze k
takovému pozadavku dojde v pfimétené dob¢ po prvnim
odeslani elektronické komunikace spole¢nosti Medpace.
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12

12.1

12.2

12.3

12.4

13

INDEMNIFICATION AND INSURANCE

Sponsor shall indemnify Institution pursuant to the
terms and conditions of a separate letter of
indemnification between Sponsor and Institution,
as requested. Medpace shall not have any
obligation to indemnify Institution and/or their
agents, employees and representatives.

Medpace and Sponsor shall not be liable for
incidental, special, indirect or consequential
damages to persons or property including but not
limited to the right to be paid for loss of time, loss
of services, loss of production, lost profits, lost
business, lost savings or other economic or
business loss or claims of any kind whatsoever,
arising out of or as a consequence of the services
performed or otherwise under this Agreement,
even if advised of the possibility of such damages.

Sponsor represents it has taken out third party
liability insurance for the Investigator, the Study
Personnel and for itself against damage incurred in
connection with the conduct of the Study
concerned, in accordance with applicable law,
which insurance shall in particular cover any
Study subject's treatment costs relating to any
health injury caused to the Study subject in
connection with his/her participation in the Study.
Sponsor will maintain said insurance for the
duration of the Study and for any applicable time
period after Study conclusion if required by
applicable law.

Institution shall maintain insurance as required by
applicable law, with limits consistent with
statutory minimum amounts. Institution shall
maintain such coverage for the duration of this
Agreement and for two years thereafter. Proof of
said insurance shall be supplied to Medpace upon
request.

DEBARMENT

Institution represents that neither it, nor any of its
management or any other employees or independent
contractors or agents who will have any involvement in
the Study, have been debarred by any regulatory

12

121

12.2

12.3

12.4

13

ODSKODNENI A POJISTENI

Zadavatel odSkodni zdravotnické zafizeni podle
podminek slibu od$kodnéni mezi zadavatelem a
zdravotnickym zatizenim dle potieby. Spole¢nost
Medpace nema zadnou povinnost odskodnit
zdravotnické zafizeni a/nebo jeho zastupce,
zaméstnance a piedstavitele.

Spolecnost Medpace a zadavatel nebudou pravné
odpovédni za nahodné, zvlastni, nepfimé ani
nasledné Skody vzniklé osobam ¢i na majetku,
mezi né¢Z mimo jiné patii prdvo na uhradu
ztraceného cCasu, ztraty sluzeb, ztraty vyroby,
uslého zisku, ztracenych obchodnich piileZitosti a
Uspor nebo jinych ekonomickych a obchodnich
ztrat €1 ndrokl jakéhokoliv druhu vyplyvajicich
nebo vznikajicich nasledkem provadéni sluzeb c¢i
jinym zpisobem dle této smlouvy, a to i v ptipadé,
ze budou o moznosti vzniku takovych S$kod
informovani.

Zadavatel prohlauje, ze pro zkouSejiciho,
pracovniky studie a sebe sama uzaviel pojiSténi
odpovédnosti za Skodu vzniklou v souvislosti s
provadénim dotéené studie v souladu s
pfislusnymi zékony, pfiemZ takové pojiSténi
bude kryt zejména naklady na lécbu subjekti
studie, ktera souvisi s jakoukoliv Gjmou na zdravi
zpiisobenou subjektim studie v souvislosti s jejich
ucasti ve studii. Zadavatel bude udrZzovat zminéné
pojisténi v platnosti po dobu trvani smlouvy, a je-
li to pozadovano pftislusnymi zakony, pak i v
prib&hu piislusného obdobi nasledujiciho po
dokonceni studie.

Zdravotnické zafizeni musi udrzovat pojisténi, jak
je pozadovano podle platnych pravnich ptedpisd,
s limity v souladu se statutdrnimi minimalnimi
castkami. Zdravotnické =zafizeni je povinno
udrzovat toto pojistné kryti po celou dobu trvani
této smlouvy a jesté dalsi dva roky poté. Doklad o
zminéném pojisténi je tieba na pozadani predlozit
spole¢nosti Medpace.

ZAKAZ CINNOSTI

Zdravotnické zafizeni prohlaSuje, Ze ani jemu, ani
nikomu z jeho vedeni, ani Zzadnému jinému zamé&stnanci
nebo nezavislym dodavatelim ¢i zastupctim, kteti budou
jakkoli zapojeni do studie, nebyla zddnym regulacnim
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authority. Institution shall immediately notify Medpace
in writing upon becoming aware of any such debarment,
threat of debarment, or conviction or other matter that
could result in any such debarment. Medpace may, upon
its receipt of such notice or otherwise becoming aware
of any debarment, threat of debarment or other matter
that could result in any such debarment, terminate this
Agreement in accordance with the Term and
Termination Section.

14 ANTI-BRIBERY/ANTI-CORRUPTION

In carrying out its responsibilities under this Agreement,
neither Party nor it nor any of its respective
representatives will pay, offer or promise to pay, or
authorize the payment of, any money, or give or promise
to give, or authorize the giving of, any services or
anything else of value, either directly or through a third
party, to any official or employee of any governmental
authority or instrumentality, or of a public international
organization, or of any agency or subdivision thereof
corruptly for the purpose of improperly (i) influencing
any act or decision of that person in his official capacity,
including a decision to fail to perform his functions with
such governmental agency or instrumentality or such
public international organization or such political party,
(i) inducing such person to use his influence with such
governmental agency or instrumentality or such public
international organization or such political party to
affect or influence any act or decision thereof or (iii)
securing any improper advantage; provided however, the
foregoing representation shall not apply to any
facilitating or expediting payment to a foreign official,
political party, or party official, the purpose of which is
to expedite or to secure the performance of a routine
governmental action by a foreign official, political party,
or party official.

15 ASSIGNMENT AND DELEGATION

This Agreement shall be binding upon and for the benefit
of the Parties hereto, and their successors and permitted
assigns. This Agreement, and all rights, duties and
obligations hereunder, may not be assigned or delegated
by Institution without the prior express written consent
of Medpace. Any attempt made by Institution to assign

organem zakdzdna Cinnost. Zdravotnické zafizeni
okamzité pisemné oznami spole¢nosti Medpace, pokud
se dovi o0 jakémkoli takovém zakazu ¢innosti, hrozbé
zdkazu Cinnosti nebo o odsouzeni ¢i jiné zaleZitosti,
jejichz dusledkem by mohl byt jakykoli takovyto zakaz
¢innosti. Spole¢nost Medpace mulze po piijeti
takovéhoto oznameni, nebo pokud se jinak dovi
0 jakémkoli zdkazu cinnosti, hrozbé zékazu c¢innosti
nebo o odsouzeni ¢i jiné zalezitosti, jejichz disledkem
by mohl byt jakykoli takovyto zakaz ¢innosti, ukoncit
tuto smlouvu v souladu s oddilem Platnost smlouvy
a jeji ukonceni.

USTANOVENI PROTI UPLATKUM A KORUPCI

Pii plnéni svych povinnosti podle této smlouvy Zadna
strana ani zadny ze zastupcu stran nezaplati, nenabidne
ani neslibi, Ze zaplati, ani neschvali zaplaceni jakékoliv
penéZzni Céastky, ani neposkytne nebo neslibi, Ze
poskytne, ani neschvali poskytnuti jakékoli sluzby nebo
¢ehokoli jiného hodnotného, a to ani pifimo, ani
prostfednictvim tfeti strany, zadnému zastupci nebo
zaméstnanci jakéhokoliv organu stitni spravy nebo
vykonného organu, nebo vefejné mezinarodni
organizace, nebo jakéhokoli Uifadu ¢i jejich oddéleni, za
ucelem uplaceni a nemistného (i) ovliviiovani jednani
nebo rozhodovani takové osoby v jeji ufedni funkci,
vcetn€ rozhodnuti, Ze bude chybné vykonavat své funkce
pro takovy vladni ufad nebo vykonny organ nebo
vefejnou mezinarodni organizaci nebo politickou stranu,
(i1) zpasobeni, ze tato osoba vyuzije svého vlivu ve
vladnim ufadu nebo vykonném orgéanu, nebo ve vetejné
mezindrodni organizaci, nebo v politické strané¢ k
ovlivnéni jejich jednéni nebo rozhodovéni, nebo (iii)
zajisténi jakékoli nepatficné vyhody; avSak za
predpokladu, Ze ptedchazejici prohlaseni se nebude
vztahovat na jakoukoli usnadnujici nebo urychlovaci
platbu pro ciziho Uufednika, politickou stranu nebo
funkcionafe strany, jejimz ucelem je urychlit nebo

14

zajistit provedeni bézné 1fedni ¢innosti cizim
ufednikem, politickou stranou nebo funkcionafem
strany.

15  POSTOUPENI A DELEGOVANI

Tato smlouva bude zévazna pro smluvni strany této
smlouvy, jejich nastupce a povolené nabyvatele
a Vv jejich prospéch. Tato smlouva a vSechna prava,
povinnosti a zdvazky z ni vyplyvajici nesmi byt
zdravotnickym zatizenim postoupeny ani pfevedeny bez
pfedchoziho  vyslovného  pisemného  souhlasu
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or delegate this Agreement in violation of this section
shall be of no force or effect. Institution acknowledges
that Medpace shall have the right to assign or delegate
this Agreement or any portion thereof without the
consent of Institution. Medpace will immediately notify
Institution of any such assignment or delegation.

16 INDEPENDENT CONTRACTOR

The relationship of the Parties is that of independent
contractors, and no employment or agency relationship
shall be construed to exist between the Parties. Neither
Medpace nor Sponsor shall be responsible for any
employee benefits, pensions, workers’ compensation,
withholding or employment-related taxes relating to
Institution, Investigator or Study Personnel.

17 CHANGES TO THE PROTOCOL

The Protocol may be amended only at the direction of
Sponsor, subject to subsequent approval of the Ethics
Committee and any applicable regulatory authorities. No
financial adjustments shall be made because of such
modifications unless the Parties hereto amend this
Agreement accordingly.

18

18.1

MISCELLANEOUS

This  Agreement  represents the entire
understanding of the Parties and supersedes all
prior negotiations, understandings or agreements
(oral or written) between the Parties concerning
the subject matter hereof. In the event of any
inconsistency  between conditions of this
Agreement and the Protocol, the Protocol is
governing in matters of Subjects” safety, in
professional, medical and clinical matters. In all
other matters this Agreement shall govern. If a
provision of this Agreement is or becomes (i)
illegal under any applicable law or regulation, (ii)
invalid or (iii) otherwise unenforceable, such
illegality, invalidity or unenforceability shall not
affect the validity or enforceability of any other
term or provision of this Agreement. All waivers
of the terms of this Agreement shall be in writing.
Failure to insist upon compliance with any of the

spolecnosti Medpace. Jakykoli pokus zdravotnického
zafizeni postoupit nebo delegovat tuto smlouvu v
rozporu s timto oddilem nebude platny ani ucinny.
Zdravotnické zafizeni bere na védomi, Ze spole¢nost
Medpace je opravnéna postoupit nebo pievést tuto
smlouvu nebo jakoukoli jeji ¢ast bez souhlasu
zdravotnického zatizeni. Spole¢nost Medpace bude o
takovémto postoupeni nebo pievedeni zdravotnické
zatizeni neprodlené informovat.

16 NEZAVISLY SMLUVNI PARTNER
Vztah smluvnich stran je vztahem nezavislych

smluvnich partnerti a nebude vykladan jako jakykoliv
zaméstnanecky ¢i zastupitelsky vztah mezi smluvnimi
stranami. Spole¢nost Medpace ani zadavatel neponesou
odpovédnost za jakékoliv zaméstnanecké vyhody,
penze, odmény pracovnikd, srazky z platu ¢&i
zaméstnanecké dané tykajici se zdravotnického zatizeni,
zkouSejiciho ¢i pracovnikl studie.

ZMENY PROTOKOLU

Protokol mize byt doplnén pouze z natizeni zadavatele
a zména podléha naslednému schvaleni etické komise a
jakychkoliv pfislusnych kontrolnich organt. Finanéni
podminky se z divodu takovych uprav ménit nebudou,
pokud smluvni strany tuto smlouvu pfisluSnym
zpusobem nedoplni.
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RUZNA USTANOVENI

Tato smlouva pfedstavuje iplnou dohodu smluvnich
stran a nahrazuje veskera predchozi jednani mezi
smluvnimi stranami, dohody nebo Umluvy (Ustni
¢i pisemné) tykajici se predmétu této smlouvy. V
pfipadé jakychkoliv rozpori mezi podminkami
této smlouvy a protokolem, je protokol fidici ve
vécech bezpecnosti subjektli hodnoceni, vécech
odbornych, 1ékaiskych a klinickych. Ve vsech
ostatnich zaleZitostech je fidici tato smlouva.
Jestlize nékteré ustanoveni této smlouvy je nebo se
stane (i) nelegalnim podle jakéhokoli platného

18

18.1

nevymahatelnym, takova nelegélnost, neplatnost
nebo nevymahatelnost nebude mit vliv na platnost
¢1 vymahatelnost kterékoliv jiné z podminek ¢i
ustanoveni této smlouvy. Veskera upusténi od
podminek této smlouvy musi byt u¢inéna pisemné.
Nevymahani dodrzovani kterékoliv z podminek
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terms and conditions of this Agreement shall not
constitute a general waiver or relinquishment of
any such terms or conditions, but the same shall
remain at all times in full force and effect.

18.2  This Agreement shall be governed by and
construed in accordance with the laws of the Czech
Republic. In the event of a conflict between the
Czech and English language versions, then the

Czech version shall control.

This  Agreement, and any subsequent
amendment(s), may be executed in counterparts
and the counterparts, together, shall constitute a
single agreement and shall become binding when
any one or more counterparts hereof, individually
or taken together, bears the signature of each of the
Parties hereto. This Agreement shall be executed
in three (3) counterparts, one for each party and
Investigator.

Parties undertake to help each other and solve any
disputes and divergence of views on the
procedure and method of work by the usual
negotiations between the parties.
Courts of the Czech Republic are competent to
hear and decide any disputes that are not resolved
amicably and that arising between the parties, but
also arising between the third parties.

18.3

19 SPONSOR AS THIRD-PARTY BENEFICIARY

The Parties to this Agreement recognize and agree that
Sponsor takes the benefit of this Agreement as a third-
party beneficiary and agree that Sponsor may enforce
such rights either directly itself or indirectly through
Medpace.

IN WITNESS WHEREOF, the Parties hereto have
executed this Agreement by proper persons thereunto
duly authorized and that this Agreement shall be
effective as of the Effective Date.

této smlouvy nepfedstavuje vieobecné upusténi od
nebo zteknuti se jakychkoliv takovych podminek;
tyto naopak vzdy zlstavaji pIné platné a ucinné.

18.2  Tato smlouva se bude fidit a vykladat v souladu s
pravnimi predpisy Ceské republiky. V ptipadé
rozporu mezi ¢eskou a anglickou jazykovou verzi

rozhoduje ceska verze.

18.3  Tato smlouva a jakékoli jeji nasledné dodatky
mohou byt vyhotoveny ve stejnopisech a tyto
stejnopisy spolecné tvofi jedinou smlouvu a
stanou se zavaznymi v okamziku, kdy kterykoli
nebo vice z téchto stejnopisi této smlouvy,
jednotlivé nebo dohromady, budou opatieny
podpisem kazdé ze smluvnich stran. Smlouva
bude vyhotovena ve tfech (3) stejnopisech po
jednom pro kazdou ze smluvnich stran a
zkousejiciho.

Smluvni strany se zavazuji si vzajemné pomahat
a ptipadné spory a rozdilnost nédzorid na postup a
zpusob praci feSit jedndnim obvyklym u
smluvnich stran.

K projednéni a rozhodovani piipadnych sport
vzniklych mezi smluvnimi stranami, ale 1 tfetimi
osobami, které nebudou vyfeSeny smirnou
cestou, jsou piisluiné soudy Ceské republiky.

ZADAVATEL JAKO OBMYSLENA TRETI
STRANA

Smluvni strany uznavaji a souhlasi, ze zadavateli nalezi
prospéch z této smlouvy jakozto obmyslené tieti stran¢,
a souhlasi, Ze zadavatel je opravnén vymahat tato prava
sam piimo, nebo nepfimo prostiednictvim spoleénosti
Medpace.

19

NA DUKAZ CEHOZ smluvni strany prosttednictvim k
tomu fadné opravnénych osob uzaviely tuto smlouvu,
ktera vstoupi v platnost k datu G¢innosti.
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For Medpace, Inc., on its own
behalf and as payment agent of Sponsor/

Za spolec¢nost Medpace, Inc.,
jejim jménem a jakozto platce zastupujici zadavatele

By (signature)/(Podpis)

XXXXXXXXXXXXXXXX
Name (print or type)/Jméno (hdlkovym pismem nebo strojopisem)

Manazer klinického hodnoceni /Clinical Trial Manager
Title/Funkce

Date/Datum......ccceeeiviininnnn,

Institution /Zdravotnické zafizeni

By (signature) /(Podpis)

XXXXXXXXXXXXXXX

Name (print or type)/Jméno (hUlkovym pismem nebo strojopisem)

Reditel/ Director
Title/Funkce

Date/Datum..................

I, XXXXXXXXX, the Investigator of this Study,
hereby confirm that | have reviewed the Protocol and
the relevant Study documentation handed over by
Medpace/Sponsor to perform the Study. | have been
familiarized with this Agreement, | will follow my
obligations stated in the Agreement and will act in
accordance with the Act No. 378/2007, Collection of
Laws, on therapeutic agents, as amended and other
legislation. | also confirm and undertake that I will,
in compliance with this Agreement and in compliance
with the separate agreement concluded between me
and Medpace, on behalf of Sponsor, and me,
remunerate, from my fees received from Medpace, on
behalf of Sponsor, members of the Study Personnel
in agreed amount and will be fully responsible for this.

Investigator/Zkousejici:

Name/Jméno:

XXX XX XXX XXXXXXXX

Signature/Podpis:

Date/datum

J&4, XXXXXXXXX, zkousejici této studie, timto
potvrzuji, Ze jsem se seznamil s protokolem a vsemi
dokumenty predanymi spoleénosti
Medpace/zadavatelem k provedeni studie. Byl jsem
sezndmen s touto smlouvou, budu dodrzovat
povinnosti v ni stanovené zkousejicimu a postupovat
v souladu se zakonem ¢&. 378/2007 Sh., o Ié¢ivech, v
platném znéni a dalsimi pravnimi piedpisy. Dale
prohlasuji a =zavazuji se, Ze Vv souladu s touto
smlouvou a v souladu se separatni smlouvou
uzavienou mezi mnou a spole¢nosti Medpace jménem
zadavatele budu z prostiedkt mnou obdrzenych od
spoleénosti Medpace jménem zadavatele vyplacet
sjednané odmeény pracovnikiim studie a budu za to
pIné zodpovédny.
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