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CLINICAL STUDY
AGREEMENT

This clinical study agreement (“Agreement”),
effective as of the day of publication in the contracts
registry, was entered into by and between Medpace,
Inc., with its principal office and place of business at
5375 Medpace Way, Cincinnati, Ohio 45227, USA
("Medpace”); and Fakultni nemocnice v Motole,
the State budgetary organization, represented by
XXXXXXX, based on Authorization dated 29
November 2016, with its principal office at V Uvalu
84, 150 06 Praha 5, Czech Republic (the “Health
Services Provider”). Medpace and the Health
Services Provider are sometimes collectively
referred to herein as parties (the “Parties”).

WHEREAS, DalCor Pharma UK Ltd, Registered
office address at 3™ Floor 1 Ashley Road,
Altrincham, Cheshire, United Kingdom, WA14 2DT,
Company number 09429551 (“Sponsor”) is
sponsoring a clinical study on the compound
Dalcetrapib (the “Study Drug”), in accordance with
Protocol No. DAL-301, titled “A phase III, double-
blind, randomized placebo-controlled study to
evaluate the effects of dalcetrapib on cardiovascular
(CV) risk in a genetically defined population with a
recent Acute Coronary Syndrome (ACS): The dal-
GenE trial” (the “Protocol”), and the Health Services
Provider 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 XXXXX, having an
address at Fakultni nemocnice v Motole, V Uvalu 84,
150 06 Praha 5, Czech Republic (“Principal
Investigator”) executed a separate agreement
governing Principal Investigator’s obligations and
responsibilities with respect to the performance of
the Study.

WHEREAS, Principal Investigator is an employee
of the Health Services Provider and possesses
expertise in the conduct and performance of clinical
studies;

SMLOUVA O KLINICKE
STUDII

Tato smlouva o klinické studii (dale jen ,,smlouva®),
ucinna dnem zvetejnéni v registru smluv, byla
uzaviena mezi spole¢nosti Medpace, Inc., se sidlem
a mistem podnikéani na adrese 5375 Medpace Way,
Cincinnati, Ohio 45227, USA (dale jen ,,Medpace*),
a Fakultni nemocnici v Motole, statni piispévkovou
organizaci, zastoupenou XXXXXXX, na zakladé
povéieni ze dne 29. 11. 2016, se sidlem na adrese V
Uvalu 84, 150 06 Praha 5, Ceska republika, (dale jen
»poskytovatel zdravotnich sluzeb). Spole¢nost
Medpace a poskytovatel zdravotnich sluzeb jsou v
nekterych pfipadech v tomto dokumentu spole¢né
oznacovany jako smluvni strany (dale jen ,,strany*).

VZHLEDEM K TOMU, ZE spole¢nost DalCor
Pharma UK Ltd, se sidlem na adrese 3™ Floor 1
Ashley Road, Altrincham, Cheshire, United
Kingdom, WA14 2DT, identifikaéni ¢islo 09429551
(dale jen ,zadavatel”) financuje klinickou studii
slouceniny Dalcetrapib (dale jen ,hodnoceny
pripravek™) v souladu s protokolem ¢. DAL-301, s
nazvem ,Dvojit¢é zaslepend, randomizovand,
placebem kontrolovana studie faze 11l hodnotici
ucinky dalcetrapibu na kardiovaskularni (CV) riziko
u geneticky vymezené populace s nedavnym akutnim
koronarnim syndromem (ACS): klinické hodnoceni
dal-GenE*“ (dale jen ,protokol®), a poskytovatel
zdravotnich sluzeb méa odborné znalosti v oblasti
provadéni a vykonu klinickych studii. Provadéni
protokolu bude v této smlouvé uvadéno jako
,studie®; a

VZHLEDEM K TOMU, ZE spole¢nost Medpace a
XXXXXXX, s adresou Fakultni nemocnice
v Motole, V Uvalu 84, 150 06 Praha 5, Ceska
republika (dale jen ,hlavni zkouSejici®) uzavfeli
samostatnou  smlouvu upravujici zavazky a
povinnosti hlavniho zkouSejiciho s ohledem na
vykonavani studie.

VZHLEDEM K TOMU, ZE hlavni zkousejici je
zaméstnancem poskytovatele zdravotnich sluzeb a
ma odborné znalosti v oblasti provadéni a vykonu
klinickych studii;

Clinical Study Agreement| Version # 1.0
DalCor Pharma UK Ltd | Dal-301

XXXXXXX| 18-110
05-Dec-2016| Page 2 of 22

CONFIDENTIAL




WHEREAS, Medpace is a contract research
organization which has been contracted by Sponsor
to manage and administer the Study; and

WHEREAS, Medpace desires that Health Services
Provider participate in the conduct of the Study in
accordance with the Protocol and the terms and
conditions of this Agreement, and the Health
Services Provider 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:

VZHLEDEM K TOMU, ZE spole&nost Medpace je
smluvni  vyzkumnou organizaci, ktera byla
zadavatelem najata pro fizeni a spravu studie; a

VZHLEDEM K TOMU, ZE si spole¢nost Medpace
pieje, aby se poskytovatel zdravotnich sluzeb
zucCastnil provadéni klinické studie v souladu s
protokolem a podminkami této smlouvy, a
poskytovatel zdravotnich sluzeb se chce zucastnit
provadéni klinické studie v souladu s protokolem a

podminkami této smlouvy.

PROTO s ohledem na vySe uvedené skutecnosti,
vzijemna ujednani a prisliby vyjadiené v této
smlouvé a fadnou a hodnotnou odménou, jejiz ptijeti
a priméfenost se timto potvrzuje, bylo smluvnimi
stranami ujednano nasledujici:

1 SCOPE OF WORK

1.1 The Health Services Provider 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, the Protocol, and
with all applicable local laws and regulations
governing the performance of clinical
research in the Czech Republic.

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.

1.3 The Health Services Provider agrees to
provide the Principal Investigator with free
access to the Health Services Provider’s
applicable subject population to recruit the
number of subjects set forth in the Principal
Investigator 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 the Health Services Provider and Principal

1 ROZSAH PRACI

1.1 Poskytovatel zdravotnich
provadét studii v pfisném souladu se
smluvnimi  podminkami této smlouvy,
jakymikoliv pisemnymi pokyny zadavatele
a/nebo spole¢nosti Medpace, vSemi obecné
pfijimanymi standardy spravné klinické
praxe, protokolem a v§emi platnymi mistnimi
zékony a pfedpisy upravujicimi provadéni
klinického vyzkumu v Ceské republice.

sluzeb bude

1.2 Pred zahajenim studie zajisti spolecnost
Medpace/zadavatel od ptislusnych
regulac¢nich organi a etické komise pro
multicentrickd hodnoceni veskera nezbytna

povoleni.

1.3 Poskytovatel zdravotnich sluzeb souhlasi s
tim, ze poskytne hlavnimu zkouSejicimu
volny pfistup k pfislusné populaci subjektt
poskytovatele zdravotnich sluzeb, mezi
nimiz provede nabor stanového poctu
subjektil, které se zucastni studie a jejichz
pocet je uveden v niZze uvedeném oddilu
hlavniho zkouSejiciho, a umozni fadné
provedeni studie.

1.4 Poskytovateli zdravotnich sluzeb a hlavnimu
zkous$ejicimu byl poskytnut vytisk protokolu
a aktualizovany soubor informaci pro
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Investigator, and by signing this Agreement, zkousejiciho a podpisem této smlouvy
the Health Services Provider confirms that it poskytovatel zdravotnich sluzeb potvrzuje,
has received, accepted and became familiar Ze obdrzel, pfijal a seznamil se s protokolem,
with the Protocol, the Investigator's Brochure souborem informaci pro zkouSejicitho a s
and any other provided information. The jakymikoliv dal$imi poskytnutymi
Protocol is hereby incorporated by reference, informacemi. Protokol je timto odkazem
together with any and all amendments zaClenén do této smlouvy, a to spole¢né s
thereto, into this Agreement. veskerymi svymi dodatky.

1.5 Sponsor or its designee will provide the | 1.5  Zadavatel nebo jim uréena osoba doda
Health Services Provider with sufficient poskytovateli zdravotnich sluzeb bezplatné
quantities of Study Drug for use in the Study hodnoceny ptipravek v mnozstvi dostatecném
at no cost to the Health Services Provider. pro pouziti ve studii. Poskytovatel
The Health Services Provider agrees that the zdravotnich sluzeb souhlasi s tim, Ze
Study Drug and all equipment provided by hodnoceny piipravek a veSkeré vybaveni
the Sponsor may only be used for the poskytnuté zadavatelem smi byt pouzivano
purposes of the Study, and shall only be used pouze pro ucely studie a bude vyuzivano v
in accordance with the Protocol and any souladu s protokolem a jakymikoliv
written instructions of the Sponsor. pisemnymi pokyny zadavatele.

Pharmacist of the Health Services Provider Farmaceut poskytovatele zdravotnich sluzeb
(“Pharmacist”) shall accept and inspect a (dale jen ,,farmaceut®) pfevezme a zkontroluje
supply of Study Drug (like other shipments — zasilku hodnoceného piipravku {jako jiné
i.e. if not damaged; in the case of the special zasilky - tzn. neni-li poskozena; v ptipadé
requirements for transportation if those zvlastnich pozadavkd na transport, byly-li tyto
requirements have been met, the pharmacist pozadavky dodrzeny, farmaceut piijem zasilky
will confirm receipt of the shipment), potvrdi), nasledn¢ si na zadanku zkousejici
subsequently the Principal Investigator shall hodnoceny ptipravek vyzvedne od farmaceuta
take the Study Drug upon request form from na centrum, kde je za néj plné zodpovédny.
the Pharmacist to the site where he is fully Hlavni zkousejici nebo povéfena osoba 0zndmi
responsible for it. Principal Investigator or do 3 pracovnich dnti pfed dodanim, kdy bude
authorized person shall inform till 3 (three) zasilka do lékarny poskytovatele zdravotnich
working days before shipment to inform the sluzeb predana bud’to emailem nebo telefonicky
pharmacist authorized by the Health Services lékarnou povétenému farmaceutovi. Zadavatel
Provider either by e-mail or by phone when zajisti dodavku na adresu: FN Motol,
the supply is handed over to the the Health nemocniéni 1ékarna, V Uvalu 84, 150 06 Praha
Services Provider’s pharmacy. Sponsor shall 5, Ceska republika a zasle k rukam farmaceuta.
ensure a delivery to the address: FN Motol,

nemocnicni lekarna, V Uvalu 84, 150 06

Praha 5, Czech Republic for the attention of

the pharmacist.

2 PRINCIPAL INVESTIGATOR 2 HLAVNI ZKOUSEJiCi

2.1 Principal Investigator is an employee of the | 2.1 Hlavni  zkouSejici je  zaméstnancem
Health Services Provider at Kardiologicka poskytovatele  zdravotnich  sluzeb na
klinika 2. LF UK and FN Moto. The place of Kardiologické klinice 2. LF UK a FN Motol.
the Study performance will be at Mistem provedeni studie je Kardiologicka
Kardiologicka klinika 2.LF UK and FN klinika 2. LF UK a FN Motol (dale jen
Motol (,,Place of the Study performance®). ,,Misto provedeni studie). Hlavni zkouSejici

Clinical Study Agreement| Version # 1.0
DalCor Pharma UK Ltd | Dal-301

XXXXXXX| 18-110
05-Dec-2016| Page 4 of 22
CONFIDENTIAL



2.2

The Principal Investigator shall sign this
Agreement in order to confirm the
understanding of its content but not as a
separate party. Medpace confirms that it shall
conclude a separate Agreement with the
Principal Investigator based on which
Investigators and Study Team will be paid.
Principal Investigator will nonetheless be
deemed to be a separate party to this
Agreement with respect to the provisions in
this Agreement related to confidentiality,
intellectual property rights and publication
rights and any provisions in this agreement
that designate Principal Investigator as the
sole performing party.

Principal Investigator will be responsible for
the direction of the Study in accordance with
applicable the Health Services Provider
policies, which the Health Services Provider
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 Principal Investigator
and a successor acceptable to the Health
Services Provider, Medpace, in close
consultation with Sponsor, is not available,
this Agreement shall be terminated as
provided in the Term and Termination
section. The Health Services Provider
warrants and represents that Principal
Investigator is fully qualified to conduct the
Study and to serve in the capacity of
Principal Investigator. Principal 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 the Health
Services Provider and the Health Services
Provider shall be responsible for their
compliance with the terms of this Agreement.
The Health Services Provider shall notify
Medpace in writing if it becomes aware of
any Study Personnel member has been
debarred or proceedings have been initiated

2.2

tuto smlouvu podepiSe za ucelem potvrzeni
pochopeni jejiho obsahu, ale nikoliv jako
samostatna strana. Medpace prohlasuje, ze
uzavie separatni smlouvu S hlavnim
zkouSejicim, na zékladé¢ které budou
zkous$ejici a studijni tym odménéni. Hlavni
zkou$ejici bude 1 pfesto s ohledem na
ustanoveni této smlouvy tykajici se ochrany
osobnich udaji, prav k duSevnimu vlastnictvi
a prav na publikovani a ustanoveni smlouvy,
kterd ho wurcuji jako vyhradni stranu
poskytujici sluzby v ramci této studie,
povazovdna za samostatnou stranu této
smlouvy.

Hlavni zkous$ejici ponese odpovédnost za
fizeni studie v souladu s pfisluSnymi
predpisy poskytovatele zdravotnich sluzeb a
poskytovatel zdravotnich sluzeb zarucuje a
prohlasuje, Ze tyto nejsou v rozporu s
podminkami této smlouvy a s protokolem.
Pokud z jakéhokoliv divodu jiz dale nebude
schopen  vykonavat  funkci  hlavniho
zkousejiciho a nebude k dispozici nastupce
piijatelny pro poskytovatele zdravotnich
sluzeb a spole¢nost Medpace v Uzké
spolupraci se zadavatelem, bude tato
smlouva ukoncena, jak je uvedeno v oddilu
Platnost smlouvy a jeji  ukonceni.
Poskytovatel zdravotnich sluzeb zarucuje a
prohlasuje, ze hlavni zkouSejici je plné
kvalifikovan k provadéni studie a vykonu
funkce hlavniho zkousSejiciho. Hlavni
zkou$ejici a veSkeré osoby C¢i subjekty
provadéjici kteroukoliv z casti studie (dale
jen ,,personal studie”) budou kvalifikovani
1ékafti a zdravotnicky personal, kterym nikdy
nebyla zakézana prace na klinickych
studiich, pfi¢emz se jednd o zameéstnance
nebo subdodavatele poskytovatele
zdravotnich  sluzeb, a  poskytovatel
zdravotnich sluzeb ponese odpovédnost za
dodrzovani podminek této smlouvy témito
subjekty. Pokud poskytovatel zdravotnich
sluzeb dospéje ke zjisténi, ze kterémukoliv z
personalu studie byla tato ¢innost zakéazéna,

with respect to debarment. The Health piipadné bylo v souvislosti se zékazem
Services Provider represents that it is not a zahajeno  fizeni, bude  poskytovatel
citizen or resident of the United States, or a zdravotnich sluzeb pisemné informovat
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corporation or partnership that is and has
been treated as a U.S. corporation or U.S.
partnership, and that all payments the Health
Services Provider received under this
Agreement will be for services rendered
outside the United States.

spole¢nost Medpace. Poskytovatel
zdravotnich sluzeb prohlasuje, Ze neni
obcanem ani rezidentem Spojenych stati, ani
obchodni spolecnosti nebo konsorciem, které
bylo a je povazovano za americkou obchodni
spole¢nost nebo americké konsorcium, a ze
vSechny  platby, které  poskytovatel
zdravotnich sluzeb obdrzi na zakladé této
smlouvy, budou za sluzby poskytované
mimo uzemi Spojenych statt.

2.3 Principal Investigator shall enroll in the | 2.3 Hlavni zkouSejici zafadi do studie pfiblizné
Study approximately 4 (four) evaluable ¢tyti (4) hodnotitelné subjekty, ktefi v
subjects who meet the inclusion criteria of pribéhu obdobi pro zafazovani, tj. pfiblizné
the Protocol during the enrollment period of od prosince 2016 do srpna 2018, spliuji
approximately December 2016 to August kritéria protokolu pro zatazeni. Samotné
2018. The actual enrollment period may be obdobi pro zatazovani mize byt na zakladé
extended or shortened upon written notice by pisemného oznameni spolec¢nosti Medpace ¢i
Medpace or Sponsor. As enrollment will be zadavatele prodlouzeno ¢i zkraceno. Jelikoz
competitive across all sites participating in bude zatazovani probihat kompetitivnim
the Study, Medpace reserves the right to zpusobem napfi¢ vSemi centry, kterda se
instruct the Principal Investigator to enroll studie ucastni, vyhrazuje si spolecnost
fewer or more subjects than the number Medpace pravo dat hlavnimu zkousejicimu
agreed at the time of the signature of this pokyn, aby zafadil niz8i ¢ vyS$8i pocet
Agreement. subjektti, nez bylo ujedndno v okamziku

podpisu této smlouvy.

2.4 The Health Services Provider agrees that | 2.4 Poskytovatel zdravotnich sluzeb se zavazuje,
Principal Investigator shall obtain the 7ze pted provedenim jakychkoliv ukonu
necessary written informed consent of each souvisejicich  se studii zajisti hlavni
subject prior to performing any Study related zkouSejici od kazdého ze subjektt nezbytny
procedures. The Health Services Provider informovany souhlas v pisemné podobé¢.
agrees that Principal Investigator shall Poskytovatel zdravotnich sluzeb se zavazuje,
comply with all applicable ethical principles ze se hlavni zkouSejici pii zajistovani
and good clinical practice to obtain each informovaného souhlasu kazdého ze subjektt
subject’s informed consent. bude fidit veskerymi platnymi etickymi

zasadami a spravnou Kklinickou praxi.

2.5 The Health Services Provider agrees that | 2.5 Poskytovatel zdravotnich sluzeb se zavazuje,

Principal 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 or its
designee shall be responsible for any
dealings with and submission of reports and
information to the applicable central Ethics
Committee and regulatory authorities.
Principal Investigator shall be responsible for
any submissions to the Health Services

ze hlavni zkousSejici na vyzadani poskytne
spole¢nosti Medpace jakékoliv nezbytné
aktualizace a/nebo informace tykajici se
studie, a to pro ucely podani k piislusné
etické komisi pro multicentrickd hodnoceni a
regulacnim organim ze strany spolecnosti
Medpace. Spoleénost Medpace nebo jeji
zastupce ponese odpovédnost za jakakoliv
jednani  souvisejici se  zprdvami a
informacemi a jejich podénim piislusné
etické komisi pro multicentrickd hodnoceni a
regulacnim  organim. V  relevantnich

XXXXXXX| 18-110
05-Dec-2016| Page 6 of 22

Clinical Study Agreement| Version # 1.0
DalCor Pharma UK Ltd | Dal-301
CONFIDENTIAL



Provider’s local Ethics Committee, if piipadech  ponese  hlavni  zkouSejici

applicable. odpovédnost za jakadkoliv podani k mistni
etické komisi v radmci poskytovatele
zdravotnich sluzeb.

2.6 The Health Services Provider agrees that | 2.6 Poskytovatel zdravotnich sluzeb se zavazuje,
Principal Investigator shall notify Medpace ze hlavni zkouSejici bude informovat
of adverse events and serious adverse events spoleCnost ~ Medpace o  nezadoucich
within the timeframes and pursuant to the prihodach a  zdvaznych  neZadoucich
process set forth in the Protocol and/or other prihodach v €asovych lhitach a v souladu s
written instructions of Medpace and/or postupem stanovenym v protokolu a/nebo v
Sponsor. jinych pisemnych pokynech spolecnosti

Medpace a/nebo zadavatele.

3 CONFIDENTIAL INFORMATION 3 DUVERNE INFORMACE

3.1 “Confidential Information” means all | 3.1 ,»Divérnymi  informacemi se rozumi
information that is (a) provided by or on ve§keré informace, které jsou (a) poskytnuty
behalf of Sponsor or Medpace to the Health poskytovateli zdravotnich sluzeb nebo
Services Provider or Principal Investigator in hlavnimu zkou$ejicimu zadavatelem nebo
connection with this Agreement or the Study, spole¢nosti Medpace v souvislosti s touto
or (b) developed, obtained, or generated by smlouvou nebo studii; nebo (b) vyvinuté,
the Health Services Provider, Principal ziskané ¢i  vytvofené  poskytovatelem
Investigator, or Study Personnel as a result of zdravotnich sluzeb, hlavnim zkouS$ejicim
performing the Study under this Agreement nebo personalem studie jako vysledek
(except for a Study subject’s medical provadéni studie dle této smlouvy (vyjma
records), including, but not limited to, the zdravotnich zaznamu subjekta studie), které
Protocol, Study data, results, and reports zahrnuji mimo jiné protokol, udaje ze studie,
from all sites conducting the Study. vysledky a zpravy ze vSech center, ktera
Confidential Information and all tangible studii provadéji. Divérné informace a
expressions, in any media, of Confidential veSkera hmotna vyjadfeni  duavérnych
Information are the sole property of Sponsor informaci na jakémkoliv druhu médii jsou
or Medpace, as applicable. vyhradnim vlastnictvim zadavatele, piipadné

spolecnosti Medpace.

3.2 The Health Services Provider agrees not to | 3.2 Poskytovatel zdravotnich sluzeb se zavazuje,
use Confidential Information for any 7e nebude divérné informace pouzivat pro
purposes other than to conduct the Study. The jakékoliv jiné tcely nez k provedeni studie.
Health Services Provider agrees not to Poskytovatel zdravotnich sluzeb se zavazuje,
disclose Confidential Information to third ze duvérné informace nesdéli zadné tieti
parties except as necessary to conduct the strané vyjma piipadt, kdy je to nezbytné pro
Study and under an agreement by the third provedeni studie, a to na zakladé dohody s
party to be bound by the obligations of this tieti stranou, Zze bude vazana povinnostmi v
section. The Health Services Provider shall tomto oddilu. Poskytovatel zdravotnich
safeguard Confidential Information with the sluzeb zabezpe¢i diuvérné informace se
same standard of care that is used with the stejnym standardem péce jako v pripadé
Health Services Provider’s Confidential davérnych informaci poskytovatele
Information, but in no event less than zdravotnich sluzeb; standard péce vsak v
reasonable care. zadném ptipadé nesmi byt niz§i nez
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The term Confidential Information shall not
be deemed to include information that:

3.3

3.3.1 Is or becomes publicly available
through no fault of the Health

Services Provider;

The Health Services Provider can
demonstrate it possessed prior to, or
developed independently from,
disclosure or development under
this Agreement;

3.3.2

The Health Services Provider
receives from a third party which is
not legally prohibited from
disclosing such information; or

3.3.3

3.3.4 Is appropriate to include in a
publication pursuant to the

Publications and Publicity section.

Notwithstanding the foregoing, if either of or both the
Health Services Provider and Principal Investigator
is/are required to disclose the Confidential Information
pursuant to a duly authorized subpoena, court order or
other government authority, the Health Services
Provider shall provide prompt written notice to
Medpace prior to such disclosure and shall cooperate to
the extent reasonably necessary with Medpace and
Sponsor so that Sponsor may seek a protective order or
other appropriate remedy. In any event, if the Health
Services Provider is unable to promptly notify Medpace
or if such protective order or other remedy is not
obtained, or if Sponsor waives compliance with the
provisions of this Agreement, the Health Services
Provider will furnish only that portion of the
information which its legal counsel directs is legally
required and will exercise reasonable efforts to obtain
assurance that confidential treatment will be accorded
to the Confidential Information.

3.4 Medpace and Sponsor may compile a
database of information from the Health
Services Provider and Study Personnel for

use in connection with the Study (including

pfiméteny.
3.3 Vyraz duvérné informace nebude zahrnovat
informace, které:

3.3.1 jsou nebo se stanou vefejné
dostupnymi bez jakéhokoli
zavinéni ze strany poskytovatele

zdravotnich sluzeb;

3.3.2 mé&l  poskytovatel  zdravotnich
sluzeb prokazatelné¢ v drzeni jiz
pied jejich  poskytnutim  ¢i
zpFistupnénim v ramci této
smlouvy, nebo je vyvinul nezavisle
na této skuteénosti;

3.3.3 poskytovatel zdravotnich sluzeb
obdrzi bez omezeni od tfeti strany,
které nebylo poskytnuti takovych
informaci  z prdvniho  hlediska

zakazano; nebo

3.3.4 je vhodné tyto informace zatadit do
publikace dle oddilu o zvefejnéni a

propagaci.

Bez ohledu na vySe wuvedené, pokud budou
poskytovatel zdravotnich sluzeb nebo hlavni zkousejici
pozadani o zvefejnéni davérnych informaci, je-li
takové sdéleni vyzadovano fadnou obsilkou, soudnim
ptikazem nebo jinym ufednim piikazem, poskytovatel
zdravotnich sluzeb toto ihned pisemné oznami
spolecnosti Medpace jesté pied zvefejnénim udajli a
bude v nezbytné piiméfeném rozsahu spolupracovat se
spole¢nosti Medpace a/nebo zadavatelem pfi pokusech
o0 zajisténi ochranného piikazu nebo jiného nédpravného
prosttedku ze strany zadavatele. V kazdém ptipadeé,
pokud poskytovatel zdravotnich sluzeb nebude moci
ihned informovat spolecnost Medpace nebo pokud
nedojde k ziskdni ochranného piikazu nebo jiného
napravného prostiedku nebo pokud se zadavatel vzda
dodrZovani ustanoveni v této smlouvé, poskytovatel
zdravotnich sluzeb zvefejni pouze takové informace, o
nichz pravni zastupce rozhodne, Ze jsou vyzadovany
zakonem, a pouzije pfiméfenou snahu o ziskani
ujisténi, Ze manipulace s udaji bude odpovidat
zachazeni s davérnymi informacemi.

3.4 Spolec¢nost Medpace a zadavatel mohou
sestavit databazi informaci od poskytovatele
zdravotnich sluzeb a personalu studie, a to

pro ucely vyuziti v souvislosti se studii
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but not limited to feasibility questionnaires, (mimo jiné dotazniky o proveditelnosti,
CVs, licenses, financial disclosure forms) Zivotopisy, licence a formulafe o zvefejnéni
and/or may use this information for purposes finan¢nich  informaci), a/nebo  takové
related to its business. It may be necessary informace muze pouzit pro ucely tykajici se
for Medpace to transfer some/all of this jejich  podnikani. Pro regulacni a
information outside its country of origin for administrativni i¢ely mize byt nezbytné, aby
regulatory and administrative purposes. Such spole¢nost Medpace prevedla
information, in case it qualifies as personal nekteré/veskeré takové informace mimo
data under the EU Data Protection Directive zemi puvodu. Takové informace, pokud
95/46/EC, shall be protected according to the spadaji pod osobni Udaje podle smérnice EU
above mentioned Directive and applicable 95/46/ES o ochran¢ osobnich udaju, budou
national laws/directives/regulations. chranény podle vySe uvedené smérnice a
ptislusnych narodnich
zékonil/smérnic/predpist.

3.5 The Parties agree to adhere to the principles | 3.5 Smluvni strany se zavazuji, 7e¢ budou ve
of medical confidentiality in relation to Study vztahu k subjektim studie, které se ji Gi¢astni,
subjects involved in the Study. Personal data dodrzovat zasady lékaiského tajemstvi.
shall not be disclosed to the Sponsor or Zadavateli ani spole¢nosti Medpace nebudou
Medpace by the Health Services Provider or osobni Udaje poskytovatelem zdravotnich
the Principal Investigator save where this is sluzeb ani hlavnim zkousejicim poskytnuty,
required to satisfy the requirements of the vyjma piipadil, kdy je to nezbytné za idelem
Protocol or for the purpose of monitoring or Sp]néni pozadakal protoko]u, pro potf‘eby
serious adverse reactions reporting, or in monitorovani nebo  hlaSeni  zavazné
relation to a claim or proceeding brought by nezadouci pithody nebo ve vztahu k
the Study subject in connection with the uplatnéni naroku ¢&i Fizeni iniciovaného
Study. Neither the Sponsor nor Medpace subjektem studie v souvislosti se studif.
shall disclose the identity of Study subjects Zadavatel ani spole¢nost Medpace nesdéli
to third parties without prior written consent totoznost subjektil studie tietim strandm bez
of the Study subject, except in accordance piedchoziho pisemného souhlasu subjektu
with the provisions of the relevant data studie vyjma ptipadi, kdy je tato skuteénost
protection and privacy laws, unless in v souladu s ustanovenimi pfislusnych zakond
relation to a claim or proceeding brought by na ochranu osobnich udajt, a pokud k této
the Study subject in connection with the skute¢nosti nedochdzi ve vztahu k uplatnéni
Study. The Parties and Sponsor hereby naroku ¢i fizeni iniciovaného subjektem
acknowledge and agree that any personal studie v souvislosti se studii. Smluvni strany
data collected in connection with the Study a zadavatel timto berou na védomi a souhlasi
will be transferred outside the European s tim, ze jakékoliv osobni udaje shromazdéné
Union. v souvislosti se studii budou pfevedeny mimo

Uzemi Evropskeé unie.

4 RECORDKEEPING 4 VEDENi ZAZNAMU

4.1 The Health Services Provider shall maintain | 4.1 Poskytovatel  zdravotnich sluzeb  bude
all records, data, documents or information uchovavat veskeré zaznamy, data,
related to the performance of the Study for dokumenty nebo informace souvisejici s
the period defined by local laws and provadénim studie po dobu definovanou
regulations, but not shorter than 15 years mistné platnymi zakony a predpisy, ale ne
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from the date of the Study end in the Health
Service Provider.

krats$i nez 15 let od data ukonceni studie u
poskytovatele zdravotnich sluzeb.

4.2 At the end of such required retention period, | 4.2 Na konci takového pozadovaného obdobi
the Health Services Provider shall not uchovavani poskytovatel zdravotnich sluzeb
destroy any such records until it has obtained zadné takové zaznamy nesmi znicit, dokud k
Medpace’s prior written permission to do so, tomu piedem neziskd pisemné svoleni
and  provided an  opportunity to spole¢nosti Medpace a dokud spolecnosti
Medpace/Sponsor to have a copy of the Medpace/zadavateli neposkytne piilezitost
records, data, documents or information in pofidit  kopie téchto zaznamid, dat,
accordance with the valid Czech legislation. dokumentt a informaci v souladu s platnou
Medpace will respond promptly to the Health Ceskou  legislativou. Na  pozadavek
Services Provider’s requests to dispose of poskytovatele  zdravotnich  sluzeb na
records. likvidaci zaznamt bude spole¢nost Medpace

reagovat okamzite.

4.3 Subject to the requirements of the | 4.3 V souladu s pozadavky oddilu tykajiciho se
Confidential Information section, following davérnych  informaci si  poskytovatel
the end of the required retention period, the zdravotnich sluzeb muze po uplynuti
Health Services Provider may retain in its pozadované doby uchovavani ponechat
possession an archival copy of Confidential Vv drzeni archivni kopii davérnych informaci,
Information that consists of any and all data, které sestavaji z veskerych tidajt, dokumentt
documents or information related to the nebo informaci souvisejicich s plnénim této
performance of this Agreement solely as smlouvy, a to pouze v rozsahu nezbytném pro
required for regulatory, legal, or insurance regulaéni, pravni ¢i pojistné ucely.
purposes.

5 ACCESS TO RECORDS AND 5 PRISTUP K ZAZINAMUM A
AUDITS KONTROLY

5.1 Medpace and/or Sponsor shall have the right | 5.1 Spole¢nost Medpace a/nebo zadavatel bude

to inspect progress of the Study on the
premises of the Health Services Provider at
reasonable ahead approved times not to
disrupt the Place of the Study performance
during the term of this Agreement. Medpace
and/or Sponsor will notify the Health
Services Provider prior to any inspection of
the date and time of the inspection. The

mit pravo kontrolovat prubéh studie, a to v
arealu zdravotnického zafizeni poskytovatele
zdravotnich sluzeb a v pfiméfenych predem
schvalenych terminech, tak aby nenarusili
misto provedeni studie, a to po dobu platnosti
této smlouvy. Pfed jakoukoliv inspekci bude
poskytovatel zdravotnich sluzeb informovan
spole¢nosti Medpace a/nebo zadavatelem o

representatives of Medpace and/or Sponsor datu a cCase inspekce. Predstavitelé
may review and/or request copies of data spole¢nosti Medpace a/nebo zadavatele
derived from the Study, and the Health mohou v  piiméfenych intervalech

Services Provider shall promptly provide
such data. The Health Services Provider 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,
Principal Investigator, or physical location,

kontrolovat (daje odvozené z této studie
a/nebo pozadovat kopie téchto udaji, a
poskytovatel zdravotnich sluzeb takové
udaje okamzit¢ poskytne. Poskytovatel
zdravotnich sluzeb bude spolecnost Medpace
a/nebo zadavatele telefonicky a nasledné i
pisemné  informovat o  jakychkoliv
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that occur during the Study.

5.1.1 Within twenty-four (24) hours after
learning of any FDA or other
governmental or regulatory body
(e.g., Institutional Review Board,
[Drug  Enforcement  Agency])
regulatory inspections of which it
becomes aware relating to the
Study, during and after the term of
this Agreement, the Health Services
Provider 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, the
Health Services Provider will
provide in writing to Medpace and
Sponsor copies of all materials,
correspondence, statements, forms
and records which the Health
Services Provider receives or
obtains pursuant to this inspection,
if it is not in conflict with the
legislation.

vyznamnych zménach, ke kterym v prabéhu
studie dojde, a to mimo jiné o zménach
personalu studie a hlavniho zkousejiciho
nebo ve fyzické lokalite studie.

5.1.1 Poskytovatel zdravotnich sluzeb
musi do dvaceti ¢tyt (24) hodin od
obdrzeni informace o jakychkoliv
inspekcich FDA nebo statnich ¢i
regulacnich organi (jako napftiklad
Kontrolniho vyboru instituce nebo
Narodniho ufadu pro kontrolu
obchodu s drogami  [Drug
Enforcement Agency]), o nichz se v
souvislosti  se  studii dozvi,
poskytnout spole¢nosti Medpace a
zadavateli pisemné ozndmeni, a to
v prubéhu trvani této smlouvy i po
uplynuti jeji platnosti. Spole¢nost
Medpace a zadavatel maji pravo
zucCastnit se jakychkoliv takovych
inspekci a dostanou prilezitost
poskytnout, posoudit a
pripominkovat jakékoliv odpovédi,
které mohou byt nezbytné.
Poskytovatel zdravotnich sluzeb
dale spole¢nosti Medpace a
zadavateli poskytne pisemné kopie
vSech materialti, korespondence,
prohlaseni, formuldii a zdznamu,
které poskytovatel zdravotnich
sluzeb v souvislosti s takovou
inspekci obdrzi nebo zajisti, pokud
to neni vrozporu s pravnimi
predpisy.

6 COSTS AND PAYMENT
SCHEDULE

In consideration of the proper performance of the
Study by the The Health Services Provider and the
Principal Investigator under the terms of this
Agreement, payment will be made by Medpace or its
designee to the payee (‘“Payee”) designated in
Schedule A appended hereto and incorporated herein
by reference. The Health Services Provider 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

6 NAKLADY A ROZVRH PLATEB

Jako odména v souvislosti s fadnym provadénim
studie ze strany poskytovatele zdravotnich sluzeb a
hlavniho zkousejiciho podle podminek této smlouvy
bude spolecnosti Medpace nebo jejim poverenym
zastupcem provedena uhrada piijemci platby (dale
jen ,pfijemce platby*) oznacenému v piiloze A
pfipojené k této smlouvé a zaclenéné do ni odkazem.
Poskytovatel zdravotnich sluzeb pifijme platbu od
spole¢nosti Medpace, nebo jejiho zastupce, jako
plnou thradu za poskytnuté sluzby. VSechny naklady
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the duration of the Study, unless otherwise agreed to
in writing by the Health Services Provider and
Medpace. 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. 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
require 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.

uvedené v priloze A zilstanou neménné po celou
dobu trvani studie, pokud se poskytovatel
zdravotnich sluzeb a spole¢nost Medpace 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 nesplnuji kritéria protokolu pro zafazeni a
vyfazeni nebo u nich dojde v jejich piipadé k
zavaznym odchylkam od protokolu, nebude
spolecnosti Medpace ani zadavatelem poskytnuta
7zadna uhrada. Rozpocet uvedeny v piiloze A
zahrnuje vSechny platné dané. DPH se neuplatiiuje,
protoze spole¢nost Medpace, Inc., ma sidlo v USA.
V piipadé, 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
spole¢nost Medpace, jakozto platce =zastupujici
zadavatele, uhradu pfijemci platby z vazaného uétu
poskytnutého zadavatelem. Bez ohledu na vyse
uvedené spole¢nost Medpace miize vydat pisemny
dodatek podepsany pouze spolecnosti Medpace za
ucelem zvyseni nakladi studie tak, jak je to popsdno
v ptiloze A.

7 TERM AND TERMINATION

71 This Agreement shall enter into force on the
date of last Party’s signature and become
effective upon the date it is published in the
Contracts Registry (as defined in Section 9.2
below) and, unless terminated earlier as
provided for in this section, shall continue

until the completion of the Study.

7.2 The Health Services Provider may terminate
this Agreement if Medpace materially
breaches this Agreement and Medpace fails
to cure the breach within thirty (30) days
after receipt of written notice from a Party
specifying in detail the nature of the breach.
Medpace may terminate this Agreement at
any time upon giving thirty (30) days’
advance written notice to the Health Services
Provider. The Parties agree that in the event
of a breach of this Agreement, the non-

7 PLATNOST SMLOUVY A JEJi
UKONCENI

Tato smlouva vstoupi Vv platnost dnem
podpisu posledni smluvni stranou a v
ucinnost dnem, kdy je zvetfejnéna v registru
smluv (jak je definovano v oddilu 9.2 nize),
a pokud nedojde k jejimu ptedcasnému
ukon¢eni dle tohoto oddilu, bude v platnosti
az do dokonceni studie.

7.1

7.2 Poskytovatel zdravotnich sluzeb muze tuto
smlouvu piedCasné ukonéit v piipade, ze ji
spole¢nost Medpace zavaznym zplsobem
porusi a nezajisti napravu do tficeti (30) dnti
po obdrzeni pisemného oznameni od smluvni
strany, v némz je podrobn¢ uvedena povaha
poruseni. Spolecnost Medpace muze tuto
smlouvu kdykoliv ukoncit na zakladé
tiicetidenni (30) pisemné vypovédi podané
poskytovateli zdravotnich sluzeb. Strany
souhlasi s tim, ze v pfipadé¢ poruSeni této
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breaching Party shall be entitled to seek its
expenses and attorney fees.

smlouvy, strana, kterd smlouvu neporusila,
muze uplatiovat narok na pokryti nakladi a
soudnich poplatkt.

7.3 Medpace shall be obligated to pay Payee | 7-3 Spole¢nost Medpace bude povinna uhradit
solely for those items set forth in the prijemci platby vyhradné ty poloZky, ktere
Schedule A that have been incurred prior to jsou stanoveny v pfiloze A a vznikly pied
the date of termination. The Health Services datem ukonceni. Veskeré nevydélané zalohy,
Provider shall promptly refund to Medpace které spolecnost Medpace dle pfilohy A
or shall cause Payee to promptly refund all uhradllg, budou poskytovatelem zdravotnich
unearned advance payments made by sluZeb ihned vraceny, pripadné poskytc_)vatel
Medpace under the Schedule A. zdravotnich sluzeb zajisti, aby byly ihned

vraceny piijemcem platby.

7.4 Upon completion or termination of this | 7.4 Po splnéni ¢i ukonceni této smlouvy nebude
Agreement, in no event shall Medpace be spole¢nost Medpace v Zzadném pfipadé
obligated to pay any invoices submitted after povinna uhradit jakékoliv faktury pfedlozene
the time period for submitting final invoices po uplynuti obdobi pro pfedlozeni
set forth in Schedule A has expired. zavérecnych faktur, jak je stanoveno v

priloze A.

7.5 The Health Services Provider and Principal | 7.5 ~ Poskytovatel zdravotnich sluzeb a hlavni
Investigator may, in accordance with good zkouSejici mohou v souladu se spravnou
clinical practices, suspend or terminate the klinickou praxi pozastavit nebo ukonit
Study for a patient safety concern. studii z divodu obav o bezpeci pacientd.

7.6 Upon completion or termination of this | 7.6  Po ukonCeni nebo vypovédi této smlouvy

Agreement, the Health Services Provider and
Principal Investigator shall, upon Medpace’s
request, return or destroy all documents,
information, and/or supplies, including, but
not limited to, Study drug(s) and related
devices, equipment, and any biological
samples or other materials provided by
Medpace or Sponsor for the conduct of the
Study, to Sponsor or Medpace within thirty
(30) days. If Medpace requests that such
documents, information or supplies be
destroyed, the Health Services Provider or
Principal Investigator, as applicable, agrees
to destroy same and provide Medpace with
written certification of such destruction. The
Confidential Information, Recordkeeping,
Access to Records, Term and Termination,
Intellectual  Property, Publications and
Publicity, Indemnification, and Governing
Law sections shall survive the termination or
expiration of this Agreement.

poskytovatel zdravotnich sluzeb a hlavni
zkous$ejici na zadost spoleCnosti Medpace
vrati spole¢nosti Medpace nebo zadavateli
anebo  zlikviduji  veskeré dokumenty,
informace a/nebo materialy, mezi néz mimo
jiné patfi hodnocené piipravky a souvisejici
zafizeni, vybaveni a jakékoliv biologické
vzorky ¢i jiné materidly poskytnuté
spole¢nosti Medpace nebo zadavatelem pro
provadéni studie, a to do tficeti (30) dnt.
Vyzada-li si spoleCnost Medpace zniceni
takovych dokumentt, informaci ¢i materialt,
poskytovatel zdravotnich sluzeb nebo hlavni
zkousejici budou souhlasit s jejich znicenim
a spolecnosti Medpace o zni¢eni poskytnou
pisemné osvédceni. Oddily tykajici se
duvérnych informaci, uchovavani zaznamd,
pfistupu k zaznamm, platnosti a ukonceni,
dusSevniho  vlastnictvi,  zvefejnéni  a
propagace, odskodnéni a rozhodného prava
zlistanou v platnosti i po ukonceni ¢i vyprseni
platnosti této smlouvy.
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8 INTELLECTUAL PROPERTY 8 DUSEVNi VLASTNICTVI

8.1 It is agreed that none of Sponsor, Medpace, | 8.1 Zadavatel, spole¢nost Medpace, hlavni
Principal Investigator, or the Health Services zkousejici nebo poskytovatel zdravotnich
Provider transfers to any other by operation sluzeb se zavazuji, ze s vyjimkou pfipadu
of this Agreement any patent right, vyslovné stanovenych v této smlouvée v ramei
copyright, trademark right, or other provadéni  této  smlouvy  nepfevedou
proprietary right of Sponsor, Medpace, jakakoliv patentova ¢i autorska prava, prava
Principal Investigator, or the Health Services k ochrannym zndmkam ani jina vlastnicka
Provider, except as expressly set forth herein. prdva zadavatele, spole¢nosti Medpace,

hlavniho zkous$ejiciho nebo poskytovatele
zdravotnich sluzeb na kohokoliv jiného.

8.1.1 “Invention” means any discovery, 8.1.1 »Vynalezy“ se rozumi jakékoliv
invention, technology, result, data, objevy, vynalezy, technologie,
material, improvement, or idea, vysledky, ~ Udaje,  materialy,
whether or not patentable, resulting vylepSeni ¢i navrhy, at' jiz jsou
from or reduced to practice as a patentovatelné ¢1 nikoliv, které
result of conducting the Study, or vznikly nebo byly upraveny pro
made using the Study Drug or praxi jako dusledek provadéni této
Confidential Information. studie, pfipadné byly vytvoreny s

vyuzitim hodnoceného piipravku
nebo duvérnych informaci.

8.2 The Health Services Provider will notify | 8.2 Poskytovatel zdravotnich sluzeb bude
Sponsor, promptly and in writing, of any zadavatele okamzité¢ pisemné informovat o
Invention made by the Health Services jakychkoliv vynalezech ucinénych
Provider, Principal Investigator, and Study poskytovatelem zdravotnich sluzeb, hlavnim
Personnel. zkousSejicim a/nebo persondlem studie.

8.3 Sponsor shall own all right, title, and interest | 8.3 Zadavatel bude drzitelem veskerych prav,

in and to any Invention and shall have the
sole and exclusive right to obtain, at its
option, patent protection in the United States
and other countries on any such Invention. If
Sponsor requests, the Health Services
Provider will execute and will cause
Principal Investigator and Study Personnel to
execute any application, assignment, or
instrument or to testify as Sponsor deems
necessary for Sponsor to obtain patents or
otherwise to protect Sponsor’s interest in an
Invention.  Sponsor  will  reasonably
compensate the Health Services Provider or
its designated Payee for the time devoted to
such activities and will reimburse the Health
Services Provider or its designated Payee for
reasonable and necessary expenses incurred.

titult a narokt na jakékoliv vynalezy a bude
mit jako jediny subjekt vylué¢né pravo
obstarat si — dle vlastni volby — pro kterykoli
takovy vynalez patentovou ochranu ve
Spojenych statech americkych a jinych
zemich. Na vyzédani zadavatele
poskytovatel zdravotnich sluzeb vyhotovi a
zajisti, ze hlavni zkouSejici a persondl studie
vyhotovi, jakoukoliv zadost, prevod ¢i
nastroj nebo podaji svédectvi, jak bude
zadavatel povazovat za nezbytné, aby
zadavatel mohl ziskat patenty ¢i jinou
ochranu pro sviij narok na vynalez. Zadavatel
poskytovateli zdravotnich sluzeb nebo
zastupci poskytovatele zdravotnich sluzeb
pfiméfené¢ vynahradi ¢as vénovany témto
ukonim a  odSkodni poskytovatele
zdravotnich sluzeb nebo jeho zéstupce za
priméfené a nutné vzniklé naklady.
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9 PUBLICATIONS AND PUBLICITY 9 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 the Health Services soucasti multicentrického hodnoceni a
Provider may publish the results of its part of poskytovatel  zdravotnich  sluzeb  smi
the Study in collaboration with the other publikovat vysledky své casti studie ve
investigators, but in complete compliance spolupraci s ostatnimi zkousejicimi, musi tak
with this section and with the Confidential ale uéinit v Gplném souladu s timto oddilem
Information section. After the multicenter a oddilem Duavérné informace. Po
publication or twelve (12) months after multicentrickém  zvefejnéni,  pfipadn¢
completion of the Study at all sites, dvanact (12) mésicti po dokonéeni studie ve
whichever occurs first, the Health Services vSech centrech — podle toho, ktera ze situaci
Provider may itself publish the results of its nastane diive — smi poskytovatel zdravotnich
data from the Study. The Health Services sluzeb sam publikovat vysledky svych udaji
Provider shall ensure Principal Investigator ze studie. Poskytovatel zdravotnich sluzeb
provides Sponsor and Medpace with an zajisti, ze hlavni zkouSejici poskytne
advance copy of any proposed publication or zadavateli a spolecnosti Medpace signalni
oral presentation at least sixty (60) days prior vytisk navrhované publikace ¢&i  ustni
to the planned date of submission for prezentace, a to nejméné Sedesat (60) dnt
publication or presentation and Sponsor shall pied planovanym datem odevzdani publikace
have sixty (60) days to review the proposed ¢i prezentace, a pro ucely popsané nize bude
publication for the purposes described below. mit zadavatel Sedesat (60) dnd na posouzeni
Sponsor and Medpace may request in navrhované  publikace.  Zadavatel a
writing, and the Health Services Provider spole¢nost Medpace mohou pisemné vyzadat
shall agree to, (a) the deletion of any (a) odstranéni jakychkoliv ~ ddvérnych
Confidential Information, (b) any reasonable informaci, (b) jakékoliv pfiméfené zmény
changes requested by Sponsor or Medpace, pozadované zadavatelem ¢i  spoleénosti
or (c) a delay of such proposed submission Medpace nebo (c) odlozeni takového
for an additional period, not to exceed ninety navrhovaného odevzdani za ti¢elem ochrany
(90) days, in order to protect the potential mozné patentovatelnosti jakychkoliv
patentability of any technology described technologii v nich popsanych, a to po
therein. Sponsor, at its election, shall be dodatecné obdobi v maximalni délce
entitled to receive in any such publication an devadesati (90) dni; a poskytovatel
acknowledgement of its sponsorship of the zdravotnich  sluzeb s timto souhlasi.
Study. Zadavatel je dle své volby opravnén zadat,

aby jeho sponzorstvi studie bylo zminéno v
jakychkoliv takovych publikacich.

9.2 Neither Party shall use the other Party’s | 9-2 Zadna ze stran nebude bez piedchoziho
name, nor issue any public statement about pisemncho svoleni druhé strany pouZivat
this Agreement, or publish any information jméno druhé strany, vydavat jakakoliv
about the Study, without the prior written vefejna prohlaSeni o této smlouvé ani
permission of the other Party except as zvefejnovat jakékoliv informace o této studii
required by law. Such prior permission shall vyjma pripadd, kdy je to vyZadovéano
not be unreasonably withheld. Medpace takes zakonem. Takove pfedem poskytnuté svoleni
into account that the Parties are obliged to nesmi byt z nepfiméfenych diavodi
publish the Agreement in accordance with odepfeno. ~ Spolecnost Medpace bere na
the Act n0.340/2015 Coll. on the registry of védomi, Ze smluvni strany jsou povinny
the contracts. Registry to the contracts is zvefejnit tuto smlouvu v souladu se zdkonem
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located at the website
https://smlouvy.gov.cz/ (“Contracts
Registry”). Parties agree that the Health
Services Provider shall publish a version of
this Agreement which Medpace shall prepare
and provide to the Health Services Provider
for this purpose promptly after the
Agreement is fully executed by all Parties
and Medpace has received a copy of the fully
executed Agreement. Health Services
Provider shall send to the e-mail address
XXXXX@XXX a notification in writing of
the date on which Health Services Provider
published the Agreement in the Contracts
Registry. The notification to Medpace should
identify the Sponsor and Protocol Number.
In the event that the Health Services Provider
should fail to publish the Agreement within
30 days at the latest of its being fully
executed, Medpace shall have the right to
publish the Agreement. 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 Twenty-three Thousand Three
Hundred Ninety-six (223,396) CZK,
assuming the Study subject enrollment goal
is achieved. Health Services Provider shall
not publish any non-redacted versions on any
websites or other media without obtaining

¢.340/2015 Sb., o registru smluv. Registr
smluv se nachazi na internetovych strankéach
https://smlouvy.gov.cz/ ("Registr smluv™).
Smluvni strany se dohodly, Ze poskytovatel
zdravotnich sluzeb zvefejni verzi této
smlouvy, kterou mu za timto ti¢elem ptipravi
a poskytne spole¢nost Medpace ihned poté,
co bude smlouva podepsana vSemi
smluvnimi stranami a spole¢nost Medpace
obdrzi exemplar této zcela podepsané
smlouvy. Poskytovatel zdravotnich sluzeb
zaSle na e-mailovou adresu XXXXX@XXX
pisemné oznadmeni o datu, kdy poskytovatel
zdravotnich  sluzeb  zvefejnil  smlouvu
v Registru smluv. Toto oznameni spolecnosti
Medpace by mélo identifikovat sponzora a
¢islo  protokolu. V pfipadé, Ze by
poskytovatel zdravotnich sluzeb nezvetejnil
smlouvu nejpozdéji do 30 dnt od jejiho
uzavieni, spolecnost Medpace bude mit
pravo tuto smlouvu zvefejnit. Pfiloha A
predstavuje diveérné informace o spolecnosti
Medpace a nebude zvefejnéna v Registru
smluv. Odhadovana celkovd mozna castka
vyplacend v ramci  smlouvy je
dvéstadvacettritisictiistadevadesatSest

(223 396) K&, za piedpokladu, ze je cil
zafazovani  subjektd  studie  dosazen.
Poskytovatel zdravotnich sluzeb nezvefejni
neredigovanou verzi na jakychkoli webovych
strankach nebo jinych médiich bez ziskani

Medpace’s prior written consent, unless piedchoziho pisemného souhlasu spole¢nosti
required by law. Medpace, pokud tak neni vyzadovano na
zéklad¢ pravnich ptedpisi.

9.3 Notwithstanding the foregoing, nothing | 9.3 Bez ohledu na vySe uvedené skutecnosti
contained in this Agreement shall prevent the nebude 7adna z Casti obsahu této smlouvy
Study from being registered with branit v registraci studie na portalu
www.clinicaltrials.gov, or any equivalent www.clinicaltrials.gov  ani v  jiném
registry, including all information required obdobném registru, véetné vSech informaci
by the Uniform Requirements for vyzadovanych  jednotnymi  pozadavky
Manuscripts  Submitted to Biomedical Mezinarodniho vyboru Séfredaktorti
Journals of the International Committee of 1ékatskych ¢asopist na piispévky uréené pro
Medical Journal Editors in effect as of the zvefejnéni v biomedicinskych casopisech
date of initiation of the Study (see platnymi v den zahajeni studie (viz
www.icmje.org). www.icmje.org).

10 NOTICES 10 OINAMENI
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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
Health Services Provider will communicate to
Medpace in writing (email is considered a writing for
the purposes of this section), any changes to the
Health Services Provider’s payee name, payee
address, tax identification number, corporate
address, or corporate name. Any such notification
shall originate from the Health Services Provider
official having the same or greater authority as the
Health Services Provider official who signs this
Agreement on behalf of the Health Services Provider.
All notices must be addressed to the contact set forth
below:

Jakékoliv oznameni vyzadované ¢i dovolené dle této
smlouvy musi byt u¢inéno pisemné a v ptipad¢, ze
bude odeslano jako doporucené psani ¢i rekomando,
a to vyplacené¢ a s dodejkou, bude povazovano za
ucinéné a dorucené tfi (3) dny po odeslani, ptipadné
jeden (1) den po odeslani, pokud bude odeslano
expresni kuryrni sluzbou ¢i faxem/elektronickym
pienosem. Kromé toho bude poskytovatel
zdravotnich sluzeb pisemné (email je pro ucely
tohoto oddilu povazovan za pisemnou formu)
informovat spole¢nost Medpace o jakychkoliv
zménach jména pfijemce platby na strané
poskytovatele zdravotnich sluzeb, adresy, DIC,
firemnich adres ¢i nazvl spolecnosti. Jakékoliv
takové oznameni bude ucinéno predstavitelem
poskytovatele zdravotnich sluzeb, ktery ma stejnou
¢i veétsi pravomoc nez piedstavitel poskytovatele
zdravotnich sluzeb, ktery jeho jménem tuto smlouvu
podepisuje. Veskera oznameni musi byt adresovana
kontaktnim osobam uvedenym nize:

IF TO MEDPACE / JESTLIZE PRO
SPOLECNOST MEDPACE:

Medpace, Inc.

Atftention General Counsel
5375 Medpace Way
Cincinnati, OH 45227, USA

IFTO '[HE HEALTH SERVICES PROVIDER /
JESTLIZE PR’O POSK'YTOVATELE
ZDRAVOTNICH SLUZEB:

Fakultni nemocnice v Motole
sekretaridt ndméstka pro LPP,

v Uvalu 84, 150 06, Praha 5,

Czech Republic

contact person XXXXXXXXX

IF TO SPONSOR / JESTLIZE PRO
ZADAVATELE:

DalCor Pharma UK Ltd.,
Altrincham, Zug Branch

Baarerstrasse 2
6300 Zug, Switzerland

1 ELECTRONIC SIGNATURES

The Health Services Provider consents to electronic
communication and electronic signatures being equal to
signatures inked on paper nevertheless the Parties
agreed that any agreements and any amendments shall
not be concluded electronically between the Parties and
nor signed by the electronic signature. The Health
Services Provider acknowledges and agrees that
electronic communication is an acceptable method of
communicating information from Medpace to the
Health  Services Provider without having to
communicate the same subject matter on paper.
Therefore, any communication and subsequent
electronic signature that has been sent or signed in the
past, present, or future between the Parties will hold the

11 ELEKTRONICKE PODPISY

Poskytovatel zdravotnich sluzeb souhlasi s tim, ze
elektronicka komunikace a elektronicky podpis maji
stejnou platnost jako vlastnoru¢ni podpisy na
dokumentech v ti§téné podobé¢, nicméné smluvni strany
si ujednaly, ze z&dné smlouvy ani dodatky nebudou
mezi smluvnimi stranami uzavirany elektronicky a ani
podepisovany elektronickym podpisem. Poskytovatel
zdravotnich sluzeb bere na védomi a souhlasi s tim, ze
elektronicka komunikace je pfijatelnym zplsobem,
kterym muze spole¢nost Medpace sd€lovat informace
poskytovateli zdravotnich sluzeb, aniz by bylo nutné o
obsahu sdéleni informovat v tis§téné podob¢. Jakékoliv
sdéleni a nasledny elektronicky podpis, ke kterym mezi
smluvnimi stranami doSlo v minulosti, dochadzi v
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same force and effect as a document signed and inked
on paper. Electronic signature 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 the Health Services Provider in electronic form will
be provided either: (1) via e-mail by requesting you
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. The Health Services
Provider 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 first
provided the electronic communication.

soucasnosti ¢i dojde v budoucnosti, budou mit stejnou
platnost a ucinnost jako dokumenty vlastnoru¢né
podepsané v tisténé podobé. Elektronicky podpis mimo
jiné zahrnuje naskenovanou kopii podpisu, podpis
strojopisem nebo pozadavek kliknuti mysi na ikonu ¢i
tladitko ,,Souhlasim™. Veskera sdéleni poskytnuta
spole¢nosti Medpace poskytovateli zdravotnich sluzeb
v elektronické podobé budou poskytnuta jednim z
nasledujicich zptsobl: (1) prostfednictvim emailové
zpravy se zadosti o stdhnuti souboru ve formatu PDF ¢i
DOC, ktery sdeleni obsahuje, nebo (2) v piipade
licen¢ni dohody bude poskytnuto bezprostiedné pred
ptihlasovaci ~ obrazovkou  aplikace  ClinTrak.
Poskytovatel zdravotnich sluzeb md moznost ziskat
elektronickou komunikaci v tisténé podobé tim, Ze si ji
sami vytisknou, pfipadné pozadaji spole¢nost Medpace
0 jeji zaslani postou, a to za predpokladu, ze k
takovému pozadavku dojde v piiméfené dobé po
prvnim odeslani elektronické komunikace spole¢nosti
Medpace.

12 INDEMNIFICATION AND i i
INSURANCE 12 ODSKODNENI A POJISTENI

12.1  Sponsor shall indemnify the Health Services | 12.1  Zadavatel odskodni poskytovatele
Provider pursuant to the terms and conditions zdravotnich sluzeb podle podminek slibu
of a separate letter of indemnification odskodnéni mezi zadavatelem a
between Sponsor and the Health Services poskytovatelem zdravotnich sluzeb.
Provider

12.2  Sponsor represents it has taken out third | 12.2  Zadavatel prohlaSuje, Ze pro hlavniho
party liability insurance for the Principal zkouSejiciho, persondl studie a sebe sama
Investigator, the Study Personnel and for uzaviel pojiSténi odpovédnosti za Skodu
itself against damage incurred in connection vzniklou tfeti stran€ v souvislosti s
with the conduct of the Study concerned, in provadénim dotcené¢ studie v souladu s
accordance with applicable law, which prislusnymi zékony, pti¢emz takové pojisténi
insurance shall in particular cover any Study bude kryt zejména naklady na 1é¢bu subjektt
subject's treatment costs relating to any studie, ktera souvisi s jakoukoliv Gjmou na
health injury caused to the Study subject in zdravi zpisobenou subjektim studie v
connection with and due to his/her souvislosti a v dusledku s jejich ucasti ve
participation in the Study. Sponsor will studii. Zadavatel bude udrZovat zminéné
maintain said insurance for the duration of pojisténi v platnosti po dobu trvani smlouvy,
the Study and for any applicable time period a je-li to pozadovano pfisluSnymi zakony,
after Study conclusion if required by pak i v pribéhu prislusného obdobi
applicable law. nasledujiciho po dokonceni studie.

13 UPLNA SMLOUVA A VIDANI SE
13 ENTIRE AGREEMENT, WAIVER PRAV
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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 this
Agreement and the Protocol, the terms of 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 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.

Tato smlouva pfedstavuje Gplnou dohodu smluvnich
stran a nahrazuje vesSkera predchozi jednani mezi
smluvnimi stranami, dohody nebo umluvy (ustni ¢i
pisemné) tykajici se pfedmétu této smlouvy. V
piipadé jakychkoliv rozport mezi touto smlouvou a
protokolem rozhoduji podminky této smlouvy.
Jestlize n€které ustanoveni této smlouvy je nebo se
stane (i) nelegdlnim podle jakéhokoli platného
zakona ¢i predpisu, (ii) neplatnym nebo (iii) jinak
nevymahatelnym, takova nelegalnost, neplatnost
nebo nevymahatelnost nebude mit vliv na platnost ¢i
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 této
smlouvy nepredstavuje vSeobecné upusténi od nebo
zieknuti se jakychkoliv takovych podminek; tyto
naopak vzdy zlstavaji plné platné a ucinné.

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, (ii) 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

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
penézni castky, ani neposkytne nebo neslibi, Zze
poskytne, ani neschvali poskytnuti jakékoli sluzby nebo
¢ehokoli jiného hodnotného, a to ani pfimo, ani
prostfednictvim tfeti strany, zadnému zastupci nebo
zameéstnanci jakéhokoliv organu statni spravy nebo
vykonného organu, nebo vefejné mezinarodni
organizace, nebo jakéhokoli ufadu ¢i jejich oddélenti, za
ucelem uplaceni a nemistného (i) ovliviiovani jednani
nebo rozhodovani takové osoby v jeji Gfedni funkei,
véetné rozhodnuti, Zze bude chybné vykonavat své
funkce pro takovy vladni ufad nebo vykonny organ
nebo vefejnou mezindrodni organizaci nebo politickou
stranu, (ii) zptusobeni, Ze tato osoba vyuzije svého vlivu
ve vladnim ufadu nebo vykonném organu, nebo ve
vefejné mezinarodni organizaci, nebo v politické strané
k ovlivnéni jejich jednani nebo rozhodovani, nebo (iii)
zajisténi jakékoli nepatficné vyhody; avSak za
predpokladu, Ze predchazejici prohlaseni se nebude
vztahovat na jakoukoli usnadiiujici nebo urychlovaci
platbu pro ciziho uiednika, politickou stranu nebo
funkcionafe strany, jejimZz ucelem je urychlit nebo
zajistit provedeni bézné ufedni cCinnosti cizim

14
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of a routine governmental action by a foreign official,
political party, or party official.

ufednikem, politickou stranou nebo funkcionafem
strany.

15 ASSIGNMENT AND DELEGATION

This Agreement, and all rights, duties and obligations
hereunder, may not be assigned or delegated by any
Parties without the prior express written consent of
another Party. Any attempt made by any Party to
assign or delegate this Agreement in violation of this
section shall be of no force or effect. The Health
Services Provider acknowledges that Medpace shall
have the right to assign or delegate this Agreement or
any portion thereof to the Sponsor or another contract
research organization at the Sponsor’s direction
without the consent of the Health Services Provider.

15 POSTOUPENI A PREVEDENI

Tato smlouva a vSechna prava, povinnosti a zdvazky
z ni vyplyvajici nesmi byt zadnou smluvni stranou
postoupeny ani pievedeny bez piedchoziho
vyslovného pisemného souhlasu druhé smluvni
strany. Jakykoli pokus kterékoliv smluvni strany
postoupit nebo delegovat tuto smlouvu v rozporu s
timto oddilem nebude platny ani Géinny.
Poskytovatel zdravotnich sluzeb bere na védomi, Ze
Medpace je opravnén postoupit nebo prevést tuto
smlouvu nebo jakoukoli jeji ¢ast zadavateli nebo jiné
smluvné vyzkumné organizaci dle uréeni zadavatele
bez souhlasu poskytovatele zdravotnich sluzeb.

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 the Health Services Provider,
Principal Investigator or Study Personnel.

NEZAVISLY SMLUVNI PARTNER

Vztah smluvnich stran je vztahem nezavislych
smluvnich partnert a nebude vykladan jako
jakykoliv zamé&stnanecky ¢i zastupitelsky vztah mezi
smluvnimi stranami. Spole¢nost Medpace ani
zadavatel neponesou odpovédnost za jakékoliv
zameéstnanecké vyhody, penze, odmény pracovnikd,
srazky z platu ¢i zaméstnanecké dané tykajici se
poskytovatele  zdravotnich  sluzeb, hlavniho
zkousejiciho ¢i personalu studie.

16

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 the State Institute for Drug
Control. No financial adjustments shall be made
because of such modifications unless the Parties
hereto amend this Agreement accordingly.

ZMENY PROTOKOLU

Protokol muize byt doplnén pouze z nafizeni
zadavatele a zména podléha naslednému schvaleni
etické komise a Statniho ufadu pro kontrolu 1é¢iv.
Finan¢ni podminky se z diivodu takovych uprav
ménit nebudou, pokud smluvni strany tuto smlouvu
prislusnym zptisobem nedoplni.

17

18 GOVERNING LAW AND

CONTROLLING LANGUAGE

18 ROZHODNE PRAVO A JAZIYK

Tato smlouva se fidi a vyklada v souladu s pravnimi
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This Agreement shall be governed by and
construed in accordance with the laws of the Czech
Republic excluding their collision provisions. All
disputes arising from this Agreement and related to
this Agreement will be dealt with substantive and
local Court in the Czech Republic. In the event of
a conflict between the Czech and English language
versions, then the Czech version shall control.

predpisy Ceské republiky, vyjma jejich koliznich
ustanoveni. VsSechny spory vyplyvajici =z této
smlouvy a stouto smlouvou souvisejici se budou
fesit u vécné a mistné piisluiného soudu v Ceské
republice. V pfipadé rozporu mezi ceskou a
anglickou jazykovou verzi rozhoduje Ceska verze.

19 COUNTERPARTS

This Agreement, and any subsequent amendment(s),
may be executed in 2 (two) 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 or any subsequent
amendment has to be signed by a Party’s duly
authorized representative.

VYHOTOVENI

Tato smlouva a jakékoli jeji ndsledné dodatky mohou
byt vyhotoveny ve 2 (dvou) stejnopisech a tyto
stejnopisy spole¢né tvoii jedinou smlouvu a stanou
se zavaznymi v okamziku, kdy kterykoli nebo vice z
téchto stejnopist této smlouvy, jednotlivé nebo
dohromady, budou opatfeny podpisem kazdé ze
smluvnich stran. Tato smlouva nebo jakykoli jeji
nasledny dodatek musi byt podepsany fadné
opravnénym zastupcem smluvni strany.

19

20 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.

ZADAVATEL JAKO OBMYSLENA
TRETI STRANA

Smluvni strany uzndvaji a souhlasi, ze zadavateli
nalezi prospéch z této smlouvy jakozto obmyslené
tfeti stran¢, a souhlasi, ze zadavatel je opravnén
vymahat tato prdva sam piimo, nebo neptfimo
prostfednictvim spole¢nosti Medpace.

20

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.

NA DUKAZ CEHOZ smluvni strany
prostfednictvim k tomu fadné¢ opravnénych osob
uzaviely tuto smlouvu, ktera vstoupi v platnost k datu
ucinnosti.

Signature page to follow / Ndasleduje podpisova strana

Medpace, Inc.

By (signature) / Podepsal/a (podpis)
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XXXXXXXXXX

Name (print or type) / Jméno (tiskacimi pismeny nebo strojové)

Clinical Trial Manager/Manazer klinického hodnoceni
Title / Funkce

Date / Datum:

Fakultni nemocnice v Motole

By (signature) / Podepsal/a (podpis)

XXXXXXXXXX

Name (print or type) / Jméno (tiskacimi pismeny nebo strojové)

Authorized to act as Director / Povéfeny jedndnim za feditele Fakultni nemocnice v Motole

Title / Funkce

Date / Datum:

The undersigned XXXXXXX, as Principal
Investigator confirmed that he properly reviewed the
above Agreement, the Protocol and the relevant
Study documentation and undertakes to ensure
compliance with the obligations arising from those.
He further undertakes not to disclose information
relating to the Study, without the prior written
consent of the Sponsor, keep confidential all
information provided, consider these as confidential
and refrain from any other use of the information and
results than for the purposes of this Study. As
Principal Investigator, | agree that the Sponsor and
Medpace may collect, use, process and disclose my
personal information, including names,
qualifications and experience in Study, my financial
data, inter alia, to reward and receive financial
compensation and other personal data for
administrative purposes in connection with the Study
or to provide to ethics committees and government
agencies and undertake to ensure that consent from
Sub-investigators and other members of the Study
team.

Nize podepsany XXXXXX, jako hlavni zkousejici
potvrzuji, Ze jsem se fadné seznamil se smlouvou a
pfislusnou dokumentaci ke Studii a zavazuji se
zajistit dodrzovani povinnosti z nich vyplyvajicich.
Dale se zavazuji nezvetejnovat informace tykajici se

Studie bez ptedchoziho pisemného souhlasu
zadavatele, zachovavat mlcenlivost o vSech
poskytnutych informacich, povazovat tyto za

diaveérné a zdrzet se jakéhokoliv jiného uziti téchto
informaci a vysledku, nez pro ucely této Studie. Jako
zkousejici souhlasim s tim, ze zadavatel a Medpace
budou shromazd’ovat, pouzivat, zpracovavat a
zvefejiovat mé osobni udaje, vcetné¢ jména,
kvalifikace a zkuSenosti ve Studii, mé finanéni daje
vztahujici se mimo jiné k obdrZzené odméné a
finanéni nahradé¢ a dalsi osobni udaje k
administrativnim G¢eldm v souvislosti se Studii,
popt. k poskytnuti etickym komisim a statnim
ufadim a zavazuji se zajistit tento souhlas i od
spoluzkousejicich a ostatnich ¢lenti studijniho tymu.

Signed / Podepsdan:

XXXXXXXX
Principal Investigator / Hlavni zkousejici
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