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CLINICAL STUDY
AGREEMENT

SMLOUVA O PROVEDENI
KLINICKEHO HODNOCENI

This clinical study agreement (“Agreement”),
effective as of date of publication in Registry of
contracts (the “Effective Date”), is entered into by
and between

Medpace Clinical Research, LLC

with its principal office and place of business at:
5375 Medpace Way

Cincinnati

Ohio 45227

USA (hereinafter referred as "Medpace™),
Federal tax ID: 81-4138570

Represented by _ based on his

Delegation of Authority,
and

Fakultni nemocnice v Motole

state subsidized organization

with its principal office and place of business at:

V Uvalu 84

150 06 Praha 5

Company ID: 00064203

VAT ID: CZ00064203

Represented by _, based on his
authorization, healthcare provider (hereinafter
referred as "Institution”)

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

WHEREAS, NewAmsterdam Pharma B.V.,
registered in the Dutch Chamber of Commerce under
number 55971946 (“Sponsor”) is sponsoring a
clinical study on the compound Obicetrapib (the
“Study Drug”), in accordance with Protocol No. TA-
8995-304, titled “Obicetrapib and Cardiovascular
Outcomes: A Placebo-Controlled, Double-Blind,
Randomized Phase 3 Study to Evaluate the Effect of
10 mg Obicetrapib in Participants With
Atherosclerotic Cardiovascular Disease (ASCVD)
Who are Not Adequately Controlled Despite
Maximally Tolerated Lipid-Modifying Therapies”

Tato smlouva o provedeni klinického hodnoceni
(dale jen ,,smlouva”) U¢inna ode dne zvefejnéni
v rejstiiku smluv (dale jen ,,datum ucinnosti”’) byla
uzaviena mezi spole¢nosti

Medpace Clinical Research, LLC

se sidlem a mistem podnikani na adrese:
5375 Medpace Way

Cincinnati

Ohio 45227

USA (dale jen ,,spole¢nost Medpace™),
Daiiové registracni Cislo: 81-4138570

Zastoupena _ na zakladé

poveéteni

Fakultni nemocnice v Motole

statni ptispévkova organizace

se sidlem a mistem podnikani na adrese:

V Uvalu 84

150 06 Praha 5

IC: 00064203

DIC: CZ00064203

Zastoupena _ BA na zakladé
poveéteni, poskytovatel zdravotnich sluzeb (dale jen
»zdravotnické zafizeni”).

Spolecnost Medpace a zdravotnické zatfizeni jsou v
nekterych pripadech spolecné oznacovany jako
smluvni strany (dale jen ,,strany*).

VZHLEDEM K TOMU, ZE spole¢nost
NewAmsterdam Pharma B.V., registrovana u
holandské obchodni komory pod ¢islem 55971946
(déle jen ,,zadavatel*) je zadavatelem klinické studie
obicetrapibu (dale jen ,hodnoceny pfipravek®),
podle protokolu ¢. TA-8995-304 s nazvem
»Vysledek uzivani obicetrapibu a jeho dopad na
kardiovaskularni systém: placebem kontrolovana,
dvojité¢ zaslepena, randomizovana studie faze III
hodnotici uc¢inek 10 mg obicetrapibu u pacientii s
aterosklerotickym kardiovaskuldrnim onemocnénim
(ASCVD), ktefi dostatecn€ nereaguji na maximalni
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(the “Protocol”), and Institution possesses facilities
appropriate to be wused 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 [

with her principal office and place of business at
Fakultni nemocnice % Motole,

, V Uvalu 84, 150 06 Praha 5,
Czech Republic (“Principal Investigator”) have
entered into a separate agreement governing
Principal Investigator’s obligations and
responsibilities with respect to the performance of
the Study; and

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

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:

tolerovanou davku pii 1écbé modifikujici hladiny
lipida* (dale jen ,,protokol®), a zdravotnické ziizeni
ma vybaveni vhodna k pouziti pti fizeni a provadéni
klinickych studii. Provadéni protokolu bude v této
smlouvé uvadéno jako ,,studie”, a

VZHLEDEM K TOMU, ZE spole¢nost Medpace a

, se sidlem a mistem
podnikani na adrese Fakultni nemocnice v Motole,

, V Uvalu 84, 150 06 Praha 5,
Ceska republika (dale jen ,hlavni zkousejici”)
uzavieli samostatnou smlouvu upravujici zdvazky a
povinnosti hlavniho zkouSejiciho s ohledem na
vykonavani studie a

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

VZHLEDEM K TOMU, ZE si spole¢nost Medpace
preje, 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,
vzdjemna ujednani a piisliby vyjadiené v této
smlouvé a fadnou a hodnotnou odmeénu, jejiz ptijeti
a pfiméfenost se timto potvrzuje, bylo smluvnimi
stranami ujednano nasledujici:

8 SCOPE OF WORK

Institution and Principal Investigator (as defined in
the Principal Investigator section) 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,
national, local laws and regulations governing the
performance of clinical investigations. A copy of the
Protocol has been provided to Institution and
Principal Investigator and is hereby incorporated by
reference, together with any and all amendments
thereto, into this Agreement.

1 ROZSAH PRACI

Zdravotnické zatizeni a hlavni zkousejici (jak je
definovano v oddilu Hlavni zkous$ejici) bude
provadét studii v prisném souladu se smluvnimi
podminkami této smlouvy, jakymikoli pisemnymi
pokyny zadavatele a/nebo spolecnosti Medpace,
vSemi obecné¢ piijimanymi standardy spravné
klinické praxe, protokolem a vSemi platnymi
mistnimi zakony a predpisy upravujicimi provadéni
klinického hodnoceni. Zdravotnickému zafizeni a
hlavnimu zkousejicimu byla poskytnuta kopie
protokolu, ktera je timto spole¢né s veskerymi svymi
dodatky zaclenéna do této smlouvy formou odkazu.
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Prior to the start of Study, Medpace/Sponsor will
obtain any and all necessary approvals of the
applicable regulatory authorities and central Ethics
Committee. Investigator shall be responsible for any
submissions to Institution’s local Ethics Committee,
if applicable. Medpace/Sponsor will be responsible
for the costs associated with obtaining these
approvals.

Institution 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.

The Institution agrees to use the Study Drug exclusively
for the purposes of conducting the Study and only as
specified in the Protocol. The Institution is responsible
for the proper receipt, use, handling, storage and
keeping detailed and accurate records of handling of the
Study Drug in the course of the Study pursuant to the
requirements of good clinical practice, good pharmacy
practice and Protocol. The Institution agrees to return
any unused Study Drug to Medpace who will arrange
its destruction on its own expense.

The Institution hereby agrees to ensure that the Study
Drug is stored, prepared, inspected and distributed in
compliance with the Protocol, the applicable law and
all provisions of the LEK-12 guideline issued by the
State Institute for Drug Control. The Institution shall
not charge any trial subject or third party, such as a
health insurance company, for the Study Drug or for
any services paid for by Medpace and/or the Sponsor
under this Agreement.

Medpace declares that the Sponsor or its designee
agrees to provide the Contracting Partners with the
Study Drug, necessary CRF templates, other
information and other drugs/placebo required for the
performance of the Study free of charge and in the
quantity and frequency necessary for the proper
performance of the Study

Pfred zahajenim  studie  zajisti  spolecnost
Medpace/zadavatel od pfislusSnych kontrolnich
organt a etické komise pro multicentrickd
hodnoceni  veSkerd nezbytnd povoleni. V

relevantnich ptfipadech ponese zkousejici lékar
odpovédnost za veSkera podani k mistni etické
komisi, pod kterou spada zdravotnické zatizeni.
Spolecnost Medpace / zadavatel bude odpovédny za
naklady spojené se zajisténim téchto povoleni.

Zdravotnické zafizeni 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 multicentricka
hodnoceni a kontrolnim orgdnim ze strany
spolecnosti Medpace. Spole¢nost Medpace nebo jeji
zastupce ponese odpovédnost za jakakoliv jednani
souvisejici se zprdvami a informacemi a jejich
podanim ptislusné etické komisi pro multicentricka
hodnoceni a regula¢nim organdm.

Zdravotnické =zafizeni se zavazuje pouZivat
Hodnoceny 1ék vyhradné pro Gcely provadéni Studie
a pouze zpusobem specifikovanym v Protokolu.
Zdravotnické zafizeni je odpovédné za tadné
prijimani, pouzivani, nakladani, skladovani a vedeni
dikladné a pfesné evidence =zachizeni s
Hodnocenym Iékem v pribéhu Studie v souladu
s pozadavky spravné klinické praxe, spravné
lékarenské praxe a Protokolem. Navic se
Zdravotnické zafizeni zavazuje vratit nepouzity
Hodnoceny 1€k, jelikoz jeho destrukci si zajisti
Medpace na své naklady.

Zdravotnické zafizeni se timto zavazuje zajistit
uskladnéni, pfipravu, kontrolu a distribuci
Hodnocené¢ho léku v souladu s ustanovenim
Protokolu, platnych zdkonii a v souladu se vSemi
ustanovenimi pokynu LEK-12 Statniho ustavu pro

kontrolu 1éCiv. Zdravotnické zafizeni nebude
vyzadovat zaplaceni Hodnoceného Iléku nebo
jakékoliv  sluzby hrazené Medpace a/nebo

Zadavatelem podle této Smlouvy po subjektu
hodnoceni nebo tfeti strané, jako je naptiklad
zdravotni pojistovna.

Medpace prohlasuje, ze Zadavatel nebo jim
povéfena osoba poskytne Smluvnim partnerim
zdarma v mnozstvi a Casovych intervalech
potiebnych pro fadné provedeni Studie Hodnoceny
1€k, nezbytné vzory CRF a dal§i informace a dalsi
1é¢ivo/placebo vyzadované pro provadeéni Studie.
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The Study Drug (as well as any other drugs, placebo, if
required by the Protocol) shall be delivered to the
following address:

Fakultni nemocnice v Motole
Ustavni l1ékarna

V Uvalu 84

150 06 Praha 5

Ceska republika

The Study Drug, necessary CRF templates and other
information required for the performance of the Study
and provided to the Institution are and shall remain the
Sponsor’s property.

Medpace declares that it will not use the pharmacy's
services outside of normal business hours.

Hodnoceny 1ék (jakoz i dalsi 1é¢ivo, placebo, je-li
vyzadovano Protokolem) bude dodavan na
nasledujici adresu:

Fakultni nemocnice v Motole
Ustavni l1ékarna

V Uvalu 84

150 06 Praha 5

Ceska republika

Hodnoceny 1€k, nezbytné vzory CRF a dalsi
informace vyzadované pro provadéni Studie
poskytnuté Zdravotnickému zatizeni jsou a zustavaji
vlastnictvim Zadavatele.

Medpace prohlasuje, Ze nebude vyuzivat sluzby
lékarny mimo béznou pracovni dobu.

2 PRINCIPAL INVESTIGATOR
Principal investigator is _

(“Principal Investigator”). Principal Investigator will
be responsible for the direction of 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 Principal Investigator and a
successor acceptable to Institution, Medpace, and
Sponsor is not available, this Agreement shall be
terminated as provided in the Term and Termination
section. Institution 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 employees, agents or
subcontractors of Institution and Institution shall be
responsible for their compliance with the terms of
this Agreement. Institution represents that it is not a
corporation or partnership that is and has not 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.

2 HLAVNIi ZKOUSEJICi
Hlavnim zkousejicim je || TN

(dale jen ,hlavni zkousejici). Hlavni zkouSejici
ponese odpovédnost za fizeni studie v souladu s
prisluSnymi pfedpisy zdravotnického zatfizeni a
zdravotnické zatizeni se timto 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
zkousejicitho a nebude k dispozici nastupce
pfijatelny pro zdravotnické zafizeni, spolecnost
Medpace a zadavatele, bude tato smlouva ukoncena,
jak je uvedeno v oddilu platnost smlouvy a jeji
ukonceni. Zdravotnické zafizeni zaruCuje a
prohlasuje, ze hlavni zkousSejici je plné kvalifikovan
k provadéni studie a vykonu funkce hlavniho
zkousSejicitho. Hlavni zkousSejici a veskeré osoby ¢i
subjekty provad¢jici kteroukoliv z ¢asti studie (dale
jen ,persondl studie”) budou zaméstnanci,
zprostiedkovatelé nebo subdodavatelé
zdravotnického zafizeni a zdravotnické zafizeni
ponese odpovédnost za dodrzovani podminek této
smlouvy témito subjekty. Zdravotnické zafizeni
prohlasuje, Ze neni obchodni spole¢nosti nebo
konsorciem, které bylo a je povazovano za
americkou obchodni spole¢nost nebo americké
konsorcium, a ze v§echny platby, které zdravotnické
zatizeni obdrzi na zakladé této smlouvy, budou za
sluzby poskytované mimo tizemi Spojenych statu.

Smlouva o provedeni klinického hodnoceni | Verze ¢.1
NewAmsterdam Pharma B.V. | TA-8995-304

DUVERNE

Page 5 of 24



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 veskeré informace, které jsou (a) poskytnuty
behalf of Sponsor or Medpace to Institution zdravotnickému zafizeni nebo hlavnimu
or Principal Investigator in connection with zkousejicimu zadavatelem nebo spolecnosti
this Agreement or the Study, or (b) Medpace v souvislosti s touto smlouvou
developed, obtained, or generated by nebo studii; nebo (b) jsou vyvinuté, ziskané
Institution, Principal Investigator, or Study ¢i vytvofené zdravotnickym zafizenim,
Personnel as a result of performing the Study hlavnim zkouSejicim nebo personalem
under this Agreement (except for a Study studie jako vysledek provadéni studie dle
subject’s medical records), including, but not této smlouvy (vyjma zdravotnich zdznami
limited to, the Protocol, Study data, results, subjektt studie), které zahrnuji mimo jiné
and reports from all sites conducting the protokol, udaje ze studie, vysledky a zpravy
Study. Confidential Information and all ze vSech pracovist, ktera studii provadéji.
tangible expressions, in any media, of Divérné informace a veSkera hmotna
Confidential Information are the sole vyjadreni divérnych informaci na jakémkoli
property of Sponsor or Medpace, as druhu médii jsou vyhradnim vlastnictvim
applicable. zadavatele, piipadné spole¢nosti Medpace.

3.2 Institution agrees not to use Confidential | 3.2 Zdravotnické zafizeni se zavazuje, Ze
Information for any purposes other than to nebude duvérné informace pouzivat pro
conduct the Study. Institution agrees not to jakékoli jiné ucely nez k provedeni studie.
disclose Confidential Information to third Zdravotnické zafizeni se zavazuje, Ze
parties except as necessary to conduct the dtvérné informace nesdéli zadné teti strané
Study and under an agreement by the third vyjma piipadd, kdy je to nezbytné pro
party to be bound by the obligations of this provedeni studie, a to na zakladé dohody s
section.  Institution  shall  safeguard tfeti stranou, Ze bude vdzdna povinnostmi v
Confidential Information with the same tomto oddilu. Zdravotnické zafizeni
standard of care that is used with Institution’s zabezpeCi divérné informace se stejnym
Confidential Information, but in no event less standardem péce jako v pfipadé¢ duvérnych
than reasonable care. informaci zdravotnického zatizeni; standard

péce vSak v Zadném piipadé nesmi byt nizsi
nez primeéteny.

3.3 Notwithstanding the foregoing, the results of | 3-3 Bez ohledu na vySe uvedené¢ budou
the Study shall be published pursuant to the vysledky studie zvefejnény v souladu s ¢asti
Publications and Publicity section. Zvefejnéni a propagace.

3.4 The term Confidential Information shall not | 3-4 Bude se mit za to, Ze vyraz davérmné
be deemed to include information that: informace nebude zahrnovat informace,

které:
. . 3.4.1 jsou nebo se stanou vefejné

3.4.1 Is or becomes publicly available . . .
through no fault of Institution; dos‘FuPn}/ml bez Jakeh Ok,Oh

zavinéni ze strany zdravotnického
zafizeni;

3.4.2 Institution can demonstrate it 3.4.2 mélo zdravotnické zatizeni
Possessed prior to, or developed prokazatelné¢ v drzeni jiz pred
independently from, .dlsclosure or jejich poskytnutim &
development under this Agreement; zpiistupnénim v ramci této
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smlouvy, nebo je vyvinulo
3.4.3 Institution receives from a third nezavisle na této skutecnosti;
party ~which is not legally 3.4.3 zdravotnické zafizeni obdrzi bez
prohibited from diSClOSil’lg such omezeni od tfeti strany, které
information; or nebylo  poskytnuti  takovych
informaci  z pravniho hlediska
. . . zakazano; nebo
3.4.4 Institution is required by law to
disclose, provided that Medpace 3.4.4 zdravotnické zatizeni musi
and Sponsor are notified of any poskytnout ze zikona, a to za
such requirement with sufficient pfedpokladu, ze o jakémkoliv
time to seek a protective order or takovem pozadavku budou
other  modifications to  the spole¢nost Medpace a zadavatel s
requirement. dostate¢nym predstihem
informovani, aby mohli usilovat o
ochranné nafizeni nebo jinou
upravu pozadavku.
4 PERSONAL DATA PROTECTION . L.
AND DISCLOSURE 4 OCHRANA A ZPR|§TUPNEN|
4.1 The Institutions understands that Medpace or OSOBNICH UDAJU
a third party authorized by Medpace or the | 4.1 Zdravotnické zafizeni bere na v&domi, Ze
Sponsor shall enter Results of the Study, all Medpace nebo tfeti osoba povéfena
reports related to the Study, site-training Medpace nebo  Zadavatelem  budou
records and outcomes of all audits performed vkladat Vysledky Studie a veskeré zpravy
by, or on behalf of, the Sponsor into internal souvisejici se Studii, zdznamy o Skolenich
electronic databases of Medpace and / or the v mist¢ provadéni Studie a vystupy
Sponsor and/or third parties authorized by z veskerych auditt provadénych
the Medpace and / or the Sponsor in Zadavatelem nebo jeho jménem podle
compliance with good clinical practice rules pravidel spravné klinické praxe ¢i inspekei
or inspections. As part of such data do internich elektronickych databazi
management, the personal data of the Medpace a /nebo Zadavatele a/nebo tietich
Principal Investigator, such as first and last osob povétenych Medpace a /nebo
name, address and financial interests Zadavatelem. V ramci této spravy dat mohou
according to the Financial Interests byt v souladu s pozadavky pravidel spravné
Declaration, as well as the personal data of klinické praxe a prfislusSnych pravnich
other employees of the Institution, Study predpist na tuseku ochrany osobnich udaju
Team Members and their involvement in the uchovavany, zpracovavany a pouzivany
Study and outcomes of audits performed by Zadavatelem, jeho Propojenymi osobami a
the Medpace and / or the Sponsor in povefenymi tfetimi stranami osobni udaje
compliance with good clinical practice rules Hlavniho zkouSejiciho, jako jsou jméno,
or inspections and personal data protection pfijmeni a adresa, financni z4jmy podle
laws (hereinafter referred to as “Data’) may Potvrzeni o finan¢nich zajmech, a dale také
be stored, processed and used by Medpace osobni udaje  jinych zameéstnancl
and / or the Sponsor, their Affiliates and Zdravotnického zatizeni, Clent studijniho
authorized third parties in compliance with tymu a jejich zaangaZovani ve Studii a
good clinical practice rules and applicable vystupy auditi provedenych Medpace a
personal data protection laws. Medpace and / /nebo Zadavatelem podle pravidel spradvné
or the Sponsor shall provide Data to external klinické praxe ¢i inspekci a pravnich
public databases, such as clinicaltrials.gov, predpist vztahujicich se k ochrané osobnich
as well as, to the extent necessary under udaji (dale jen ,Data“). Medpace a /nebo
Smlouva o provedeni klinického hodnoceni | Verze ¢.1 _
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applicable law, to government authorities. Zadavatel bude poskytovat tato Data
Data shall be processed for the purposes of externim vefejnym databazim jako je napf.
compliance with the Medpace and / or clinicaltrials.gov a v nezbytném rozsahu na
Sponsor’s legal obligations and for the zékladé ptislusnych pravnich ptfedpist také
management of clinical trials. Data shall be organim vefejné moci. Data budou
processed for an indefinite period of time, zpracovavana  pro  plnéni  pravnich
however, no longer than until the purpose, for povinnosti Medpace a /nebo Zadavatele a
which they are processed, is fulfilled. pro management klinickych hodnoceni. Data
4.2 Institution agrees that Medpace may compile bu.do’u ZP racovavanav p,o’ debu neurcitou,
. . o nejdéle vSak do naplnéni tcelu.
a database of information from Institution
and its personnel (including Principal
Investigator) for use in connection with the | 4.9 Zdravotnické zafizeni souhlasi s tim, Ze
Study (including but not limited to feasibility spolecnost Medpace smi sestavit databazi
questionnaires, CVs, licenses, medical informaci od zdravotnického zatizeni a jeho
specialties, participation in clinical trials, personalu (v&etnd hlavniho zkousejiciho), a
financial disclosure forms) in accordance to pro udely vyuziti v souvislosti se studii
with the consent of the individual data (mimo  jiné  v&etnd&  dotaznikd o
subjects. Such information is used solely in proveditelnosti, Zivotopisi, licenci,
connection with the initiation of studies and 1ékaiskych odbornosti, Gdasti na klinickych
feasibility studies and is accessible only to hodnocenich a formuldid o finanénich
the sponsor of the respective study and udajich), a/nebo ze takové informace smi
personnel assigned to study management and pouzit pro ucéely v souladu se souhlasem
for whom the information is needed in the vyjadfenym jednotlivymi subjekty udaji.
performance of their duties (further described Tyto informace se pouZivaji vyhradnd
as  “Authorized Personnel”). As some v souvislosti se zahajenim studii a se
Medpace studies are being conducted studiemi proveditelnosti a jsou piistupné
worldwide, the personal information pouze zadavateli prislusné studie
collected is available to  Authorized a pracovnikim pfifazenym do vedeni studie,
Personnel who may be located in countries ktefi tyto informace potfebuji pfi plnéni
outside the European Union. In order to svych povinnosti (dale popisovani jako
provide for the protection of personal data, ,opravnéni pracovnici®). JelikoZ se né&které
Medpace has established policies and studie  spole¢nosti Medpace  provadi
procedures governing the security of and celosvétove, jsou shromazdéné osobni udaje
limited access to this data that are uniform k dispozici opravnénym pracovnikiam, ktefi
throughout Medpace and its affiliates and mohou sidlit v zemich mimo Evropskou
comply with the standards of personal data unii. Aby bylo mozné zajistit ochranu
protection applicable within the European osobnich  udaji, zavedla spolednost
Union. When applicable, Medpace enters Medpace zasady a postupy upravujici
into data processing agreements with zabezpeCeni a omezeny pristup k témto
sponsors in line with applicable European Gdajim, které jsou jednotné v celé
Union data protection Laws. In accordance spole¢nosti Medpace a jejich sesterskych
with the laws pertaining to the protection of spole¢nostech a splituji standardy ochrany
personal data, the individuals' whose data is osobnich udajii platné v Evropské unii. Je-li
collected have a right to access, to modify, to to zapotiebi, uzavira spole¢nost Medpace se
rectify, and to suppress their personal data, zadavateli smlouvy o zpracovani Gdaju
simply by requesting it to the attention of the v souladu s platnymi pravnimi predpisy
Medpace Privacy Officer at Evropské unie o ochrané udajd. V souladu se
PR LR or to the following zékony upravujicimi ochranu osobnich
address: Me&pace Prlvacy Officer, Medpace, adaji maji osoby, jejichz udaje jsou
Inc., 5375 Medpace Way, Cincinnati, Ohio, shromazd'ovany, pravo pfistupu k nim,
45227. pravo na jejich upravy, opravy nebo jejich
vymaz na zakladé Zadosti  zaslané
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pracovnikovi spole¢nosti Medpace pro
4.3 The Parties agree to adhere to the principles ochranu Udgj}?l .o 5 adresu
of medical confidentiality in relation to Study “fff"ﬁﬂ%"év;ﬂ"iﬁ" pfipadné ~ na
subjects involved in the Study. Personal data nasledujici  ~adresu:  Medpace  Privacy
shall not be disclosed to the Sponsor or Officer, Medpace, Inc., 5375 Medpace Way,
Medpace by the Institution or the Cincinnati, Ohio, 45227.
Investigator save where this is required to | 4.3 Smluvni strany se zavazuji, Zze budou ve
satisfy the requirements of the Protocol or for vztahu k subjektim studie, které se studie
the purpose of monitoring or serious adverse Gi¢astni, dodrzovat zasady lékaiského
reactions reporting, or in relation to a claim tajemstvi. Zadavateli ani  spole¢nosti
or proceeding brought by the Study subject in Medpace nebudou osobni tdaje
connection with the Study. Neither the zdravotnickym zafizenim ani zkouSejicim
Sponsor nor Medpace shall disclose the lékatem poskytnuty vyjma p¥ipadd, kdy je to
identity of Study subjects to third parties nezbytné za Wcéelem splnéni pozadavkl
without pI'iOf written consent of the Stl.ldy protoko]u’ pro p()tf'eby monitorovani nebo
subject, except in accordance with the hlaseni zavaznych nezadoucich G¢inkl nebo
provisions of the relevant data protection and ve vztahu k uplatnéni naroku ¢&i Fizeni
privacy laws, unless in relation to a claim or iniciovaného subjektem studie v souvislosti
proceeding brought by the Study subject in se studii. Zadavatel ani spole¢nost Medpace
connection with the Study. The Institution nesdéli totoznost subjektd studie tfetim
and Principal Investigator hereby stranam  bez  pfedchoziho  pisemného
acknowledge and agree that any personal souhlasu subjektu studie vyjma ptipadt, kdy
data collected in connection with the Study je tato skute¢nost v souladu s ustanovenimi
will be transferred outside the European piislusnych zakon na ochranu osobnich
Union. Sponsor has in place and is udaji, a pokud k této skuteEnosti nedochézi
responsible to arrange for appropriate ve vztahu k uplatnéni naroku ¢&i fizeni
contracts between sponsor and any person or iniciovaného subjektem studie v souvislosti
entity processing the personal data on its se studii. Zdravotnické zafizeni a hlavni
behalf, such contract to be in accordance with zkousejici timto berou na védomi a souhlasi
article 46 of the GDPR. s tim, Ze jakékoli osobni idaje shromazdéné
v souvislosti se studii budou pievedeny
mimo Uzemi Evropské unie. Zadavatel ma
zavedeny systém a je odpovédny za zajisténi
prislusnych smluv mezi zadavatelem a
jakoukoli osobou  nebo subjektem
zpracovavajicim osobni udaje jeho jménem,
pricemz takova smlouva musi byt v souladu
s ¢lankem 46 GDPR.
5 RECORDKEEPING 5 VEDENi ZAZNAMU
5.1 Institution shall maintain all records, data, | 5.1 Zdravotnické zafizeni bude uchovavat
documents or information related to the veskeré zaznamy, data, dokumenty nebo
performance of the Study until the later of: informace souvisejici s provadénim studie
5.1.1 Twenty-five (25) years after d.o dorl'ay, kdy nastane pozd&jsi z téchto
completion of the Study; or As situact:
defined by local laws and 5.1.1 Dvacet pét (25) let po dokonceni
regulations studie; nebo jak je definovano
5.2 At the end of such required archivation mistnimi zdkony a pfedpisy.
period, the Institution shall notify the
Smlouva o provedeni klinického hodnoceni | Verze ¢.1 _
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Medpace that the archiving period has | 5.2 Na konci takového pozadovaného obdobi
expired and shall seek Sponsor consent to uchovavani zdravotnické zafizeni ozndmi
destroy the documentation. Sponsor will Medpace, Ze archivaéni doba uplynula a
either provide consent to the destruction vyzada si souhlas Zadavatele s destrukci
without undue delay, or request an extension dokumentace. Zadavatel bud’to poskytne
of the archiving, for which the Institution will souhlas s destrukci bez zbyte¢ného zdrzeni,
request a proportional fee. nebo pozada o prodlouzeni archivace, za coz
53 Subject to the requirements of the l’)udve 2?'1dat poskvyt,ovatel zdravotnich sluzeb

Confidential Information section, following umérné zpoplanéni..

the end of the required retention period, | 5.3 V souladu s pozadavky oddilu tykajiciho se

Institution may retain in its possession an davérnych informaci si  zdravotnické

archival copy of Confidential Information zatizeni mize po uplynuti pozadované doby

that consists of any and all data, documents uchovavani ponechat v drzeni archivni kopii

or information related to the performance of divérnych informaci, které sestdvaji z

this Agreement solely as required for veskerych udajti, dokumentti nebo informaci

regulatory, legal, or insurance purposes. souvisejicich s plnénim této smlouvy, a to
pouze v rozsahu nezbytném pro regulacni,
pravni ¢i pojistné ucely.
6  ACCESS TO RECORDS AND 6  PRISTUP K ZAZNAMUM A

AUDITS AUDITY

6.1 Medpace and/or Sponsor shall have the right | 6.1 Spole¢nost Medpace a/nebo zadavatel bude
to inspect progress of the Study on the mit pravo kontrolovat pribéh studie, a to

premises of Institution at reasonable times v prostorach zdravotnického =zafizeni a

during the term of this Agreement. Medpace v ptfiméfenych terminech po dobu platnosti

and/or Sponsor will notify Institution prior to této smlouvy. Pfed jakoukoli inspekci bude
any inspection of the date and time of the zdravotnické zafizeni informovano

inspection. The representatives of Medpace spole¢nosti Medpace a/nebo zadavatelem o

and/or Sponsor may review and/or request datu a case inspekce. Predstavitelé

copies of data derived from the Study, and spolecnosti Medpace a/nebo zadavatele

Institution shall promptly provide such data. mohou kontrolovat udaje odvozené z této

Institution will notify Medpace and/or studie a/nebo pozadovat kopie téchto tidaji

Sponsor by telephone and subsequently in a zdravotnické zafizeni takové 1daje

written form, of any significant changes, okamzit¢ poskytne. Zdravotnické zafizeni

including, but not limited to, changes in bude spole¢nost Medpace a/nebo zadavatele

Study Personnel, Principal Investigator, or telefonicky a nasledné i pisemné informovat

physical location, that occur during the o veskerych vyznamnych zménach, ke

Study. kterym v pribéhu studie dojde, a to mimo

jiné o zménach personalu studie, hlavniho
zkousejictho  nebo  skute¢ného  mista
provadeéni studie.

6.1.1 Within twenty-four (24) hours after 6.1.1 Zdravotnick¢ zafizeni musi do
]earning of any FDA or other dvaceti étyf‘ (24) hodin od obdrzeni
governmental or regulatory body informace Y jakychkoliv
(e.g., Ethics Committee, Drug il’lSpekCiCh FDA nebo dalSich
Enforcement Agency) regulatory statnich ¢i regulaénich orgénﬁ
inspections of which it becomes (]'ako napfl'klad eticka komise nebo
aware relating to the Study, nebo ufadu pro potirani drog), o
Institution shall provide written nichZz se v souvislosti se studii
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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 will provide in writing to
Medpace and Sponsor copies of all

materials, correspondence,
statements, forms and records
which Institution receives or

obtains pursuant to this inspection.

The Institution shall allow the
Medpace/Sponsor  to  inspect,
monitor or audit the work within the
meaning of this contract at the study
site  or other contractually
designated premises where or with
the help of the study (clinical trial),
as follows: exclusively during
normal working hours. However,
such inspection or audit must be
agreed at least 3 days in advance
and must not disrupt the normal
operation of the health service
provider.

6.1.2

dozvi, poskytnout spolecnosti
Medpace a zadavateli pisemné
oznameni. Spole¢nost Medpace a
zadavatel maji pravo zucastnit se
jakychkoli takovych inspekei a
dostanou pfilezitost poskytnout,
posoudit a pfipominkovat jakékoli

odpovédi, které mohou byt
nezbytné. Zdravotnické zafizeni
dale spole¢nosti Medpace a

zadavateli poskytne pisemné kopie
vSech materidlti, korespondence,
prohldseni, formulaft a zdznami,

které zdravotnické zatizeni
v souvislosti s takovou inspekci
obdrzi nebo zajisti.

6.1.2 Zdravotnické zafizeni umozni

Medpace/zadavateli, aby provedli
kontrolu, monitorovani, audit nebo
inspekci praci ve smyslu této
smlouvy u studijniho pracoviste,
nebo v jinych smluvné urcenych
prostorach, v nichz nebo s jejichz
pomoci se provadi studie (klinické
hodnoceni), a to vyhradné béhem
bézné pracovni doby. Takova
kontrola, audit nebo inspekce vSak
musi byt domluven minimalné 3
dny pfedem a nesmi narusit bézny
chod poskytovatele zdravotnich
sluzeb.

7 COSTS AND PAYMENT
SCHEDULE

In consideration of the proper performance of the
Study by the Institution 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. Institution 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 Institution 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

7 NAKLADY A ROZVRH PLATEB

Jako uplata za tadné provedeni studie
zdravotnickym zafizenim podle podminek této
smlouvy a po schvaleni zadavatelem bude
spolecnosti Medpace nebo jejim povéfenym
zastupcem provedena uhrada ptijemci platby (dale
jen ,piijemce platby”) oznacenému v piiloze A
pripojené k této smlouve a zaclenéné do ni odkazem.
Zdravotnické zatizeni od spolecnosti Medpace ¢i ji
povéiené osoby prijme thradu ve prospéch piijemce
platby jako plnou kompenzaci za poskytnuté sluzby.
Vsechny naklady uvedené v pfiloze A zistanou
neménné po celou dobu trvani studie, pokud se
zdravotnické zafizeni a spolecnost Medpace
pisemné nedohodnou jinak. Smluvni strany jsou si
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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 without VAT. VAT is not
applicable because Medpace is a U.S.-based
company. 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.

Institution acknowledges and agrees that Principal
Investigator may receive payment for his/her services
in a separate agreement based on which also Study
team members will be remunerated. In no event shall
Medpace or Sponsor be responsible or liable for any
payment in excess of the payment outlined in
Schedule A, and under the terms and conditions of
this Agreement.

védomy a souhlasi s tim, Ze za subjekty, které byly
randomizovany do studie v rozporu s protokolem
nebo které nespliuji kritéria protokolu pro zatazeni
a vyfazeni nebo u nich dojde k zdvaznym odchylkam
od protokolu, nebude spolecnosti Medpace ani
zadavatelem poskytnuta zadna uhrada. Rozpocet
uvedeny v ptiloze A je bez DPH. DPH se
neuplatiiuje, jelikoz Medpace je spolecnost se
sidlem v USA. V pfipad¢, ze béhem platnosti této
smlouvy dojde k jakymkoli zméndm v zdkoné¢ o DPH
nebo budou vyzadovany srazky podle jinych zakont,
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 piijemci platby z
vazaného 1uctu poskytnutého zadavatelem. Bez
ohledu na vySe uvedené muize spolecnost Medpace
vydat pisemny dodatek podepsany pouze spole¢nosti
Medpace za ucelem zvyseni nakladu studie tak, jak
je to popsano v ptiloze A.

Zdravotnické zatizeni bere na védomi a souhlasi s
tim, ze hlavni zkousejici obdrzi platbu za své sluzby
podle samostatné smlouvy, na zakladé které bude
odménén i studijni tym. Spole¢nost Medpace ani
zadavatel v zadném piipad¢ nenesou odpovédnost
ani neru¢i za jakoukoli platbu piesahujici platbu
uvedenou v pfiloze A a za podminek této smlouvy.

8 TERM AND TERMINATION

8 PLATNOST SMLOUVY A JEJI
UKONCENI

8.1 This Agreement shall become effective upon | 8.1 Tato smlouva se stane u¢innou k datu, kdy je
the date it is published in the Contracts zvefejnéna v registru smluv (jak je
Registry (as defined in Section 9.2 below)] definovano v oddilu 9.2 nize), pokud
and, unless terminated earlier as provided for nedojde k jejimu pfed¢asnému ukonceni dle
in this section, shall continue until the tohoto oddilu, bude v platnosti az do
completion of the Study. Recruitment of trial dokonceni studie. Predpokladany zacatek
subjects is expected to begin in naboru  subjekti  hodnoceni je v
by . Recruitment of ukonceni v . Nabor
trial subjects is always governed by current subjektti hodnoceni se vzdy fidi aktualnimi
terms and conditions of the Protocol. podminkami Protokolu. Ocekavany pocet
Expected number of enrolled subjects is zatazenych pacient je

8.2 Institution may terminate this Agreement if
Medpace materially breaches this Agreement | 8.2 Zdravotnické zafizeni miZze tuto smlouvu
and Medpace fails to cure the breach within predcasné ukoncit v ptipadé, Ze ji spolecnost
thirty (30) days after receipt of written notice Medpace zavaznym zpusobem porusi a
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from Institution specifying in detail the nezajisti napravu do tficeti (30) dni po
nature of the breach. Medpace may terminate obdrzeni pisemného oznameni
this Agreement at any time upon giving thirty Zdravotnického zatizeni, v némz
(30) days’ advance written notice to Zdravotnické zafizeni podrobné uvede
Institution. The Parties agree that in the event povahu poruseni. Spolecnost Medpace muze
of a breach of this Agreement, the non- tuto smlouvu kdykoliv ukoncit na zakladé
breaching Party shall be entitled to seek its predchozi  tficetidenni  (30)  pisemné
expenses and attorney fees. vypovédi zaslané zdravotnickému zatizeni.
Strany souhlasi s tim, Ze v pfipad¢ poruseni
této smlouvy strana, kterd smlouvu
neporusSila, muze uplatiovat narok na
) okryti naklada a soudnich poplatk.
8.3 Medpace shall be obligated to pay Payee poxty bop
solely for those items set forth in the | 8.3 Spolecnost Medpace bude povinna uhradit
Schedule A that have been incurred prior to prijemci platby vyhradn¢ ty polozky, které
the date of notice of termination. Institution jsou stanoveny v pfiloze A a vznikly pied
shall promptly refund to Medpace or shall datem upozornéni o ukonceni. Veskeré
cause Payee to promptly refund all unearned nezaslouzené zilohy, které spolecnost
advance payments made by Medpace under Medpace dle prilohy A uhradila, budou
the Schedule A. zdravotnickym zafizenim ihned vraceny,
pripadné zdravotnické zafizeni zajisti, aby
byly ihned vraceny piijemcem platby
spole¢nosti Medpace.
8.4 Upon completion or termination of this o o
Agreement, in no event shall Medpace be 8.4 Po sp}nenl ¢i ukonceni tetovs’mlc?uvy n:c,budevz
obligated to pay any invoices submitted after spolecnost M'ed.pac,e v zadnemv pr1}3ade’
the time period for submitting final invoices povinna Uhrafht JakekOI} faktury prvedlozvene’
set forth in Schedule A has expired. po uvpl}’/nutl Obdobl pro predlozeni
zaveéreénych faktur, jak je stanoveno v
priloze A.
8.5 IAJp;)n mcorﬁlplet;gnﬁtoii ;ermlr;aélonpgfl ithli 8.5 Po ukonceni nebo vypovédi této smlouvy
In%/ eesiigzto; shalls ulll)oﬁ Me(?pace’s reqflgsi zdravotnické zafizeni a hlavni zkousSejici na
’ . L0 zadost spolec¢nosti Medpace vrati
return or destroy all documents, information, spolecnosti Il)\/le dpace nebo za dfwateli anebo
and/or supplies, including, but not limited to, DOICENO3 oopa .
Stud drug(s) d lated  devi zlikviduji veskeré dokumenty, informace
ey rugls). - and - relate eviees, a/nebo materialy, mezi néZ mimo jiné patii
equipment, and any biological samples or hod v Kk c
other materials provided by Medpace or OUNOCENE PrpTaviy @ souvisey el zatizen
Sponsor for the conduct of the Study, to vybaveni a jakékoliv biologické vzorky ci
e ’ jiné  material oskytnuté  spolecnosti
Sponsor or Medpace within thirty (30) days. J Y POsty pofecnost
Medpace nebo zadavatelem pro provadeéni
If Medpace requests that such documents, di do tHiceti (30) dniv. Vvzada-li si
information or supplies be destroyed studie, a to do tficeti (30) dni. VyZida-i si
o . . ’ spoleCnost Medpace zniceni takovych
Institution or Principal Investigator, as P o o°p L bha
. dokumentdi, informaci ¢i  materiala,
applicable, agrees to destroy same and ., v » b .
. . . e zdravotnické zafizeni, ptipadné¢ hlavni
provide Medpace with written certification of Jkouseiici se zavazul. e ie znidi a
such destruction. The Principal Investigator, s oleérjlosti Medpace (J) ’zniéeng oskvinou
Confidential Information, Recordkeeping, p . “ dvp . adil Ii{ o
Access to Records, Costs and Payment piserriic  DSVeCer. Oddily ty' ape  se
Schedule, Term and "l’"ermination Intellectual hlavniho zkouSejiciho, divérnych informaci,
Property ’ Publications  and ’ Publicity uchovavani zdznam, pristupu k zéznam.ﬁm,
Indemnif’ication and Insurance Anti: naklada ‘a rozvrhu plateb, platnosti a
. . . . ukonéeni smlouvy, duSevniho vlastnictvi,
Bribery/Anti-Corruption and Miscellaneous Y x s y . <
zvefejnéni a propagace, odSkodnéni a
pojisténi, ustanoveni proti uUplatkim a
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sections shall survive the termination or korupci a riiznych ustanoveni ziistanou v
expiration of this Agreement. platnosti i po ukonceni ¢i vyprSeni platnosti
této smlouvy.

9 OWNERSHIP/INTELLECTUAL 9 VLASTNICTVi/ DUSEVNI
PROPERTY VLASTNICTVI

9.1 It is agreed that none of Sponsor, Medpace, | 9.1 Zadavatel, spolecnost Medpace, hlavni
Principal Investigator, or Institution transfers zkousejici nebo zdravotnické zafizeni se
to any other by operation of this Agreement zavazuji, ze s vyjimkou piipadi vyslovné
any patent right, copyright, trademark right, stanovenych v této smlouvé v ramci
or other proprietary right of Sponsor, provadéni této smlouvy nepfevedou jakakoli
Medpace, Principal Investigator, or patentova ¢i autorskd prdva, prava k
Institution, except as expressly set forth ochrannym znamkdm ani jind vlastnicka
herein. Particularly Institution shall retain prava zadavatele, spolecnosti Medpace,
ownership of any patient or medical records, hlavniho zkousejiciho nebo zdravotnického
personal  notes and  orther source zatizeni na kohokoli jiného. Zejména si
documentation. zdravotnické zafizeni ponechd vSechny

pacientské nebo lékatrské zaznamy, osobni
poznamky a dalsi zdrojovou dokumentaci.

9.2 All data, reports and other results generated | 9-2 VSechna data, zpravy a dalsi vysledky
by Institution or any Study Personnel in the generované zdravotnickym zafizenim nebo
the performance of the Study (“Study Data”) kymkoli z personalu studie pfi provadéni
shall be exclusively owned by Sponsor, studie (dale jen ,udaje ze studie”) budou
which may utilize the Study Data as it deems vyhradn¢ ve vlastnictvi zadavatele, ktery
appropriate, subject to and in accordance muze Gdaje ze studie vyuzit, jak uzna za
with applicable privacy laws and regulations. vhodné, v souladu s platnymi zakony a
“Invention” means any discovery, invention, predpisy na ochranu soukromi. , Vynalezy*
technology, material, improvement or idea, se rozumi jakékoli objevy, vynilezy,
whether or not patentable, resulting from or technologie, materialy, vylepSeni ¢i navrhy,
reduced to practice as a result of conducting at’ jiz jsou patentovatelné ¢i nikoli, ktere
the Study, or of using the Study Drug or vznikly nebo byly upraveny pro praxi jako
Confidential Information. vysledek provadéni této studie, piipadné

byly vytvofeny s vyuzitim hodnoceného
ptipravku nebo divérnych informaci.

9.3 Institution will notify Sponsor, promptly and 9.3 ZdraVVO,tI}ICI,(é zz}ﬁizeni bude .zac,lavate.le
in writing, of any Invention made by okar}121te pisemné me’ormovat 0 ]akerpko}lv
Institution, Principal Investigator and/or vyvr}alez’u ucinenem vz.crlrz’wotmckym
Study Personnel. zatizenim, hlaYnlm zkous$ejicim a/nebo

personalem studie.
i i i 9.4 Zadavatel bude drzitelem veskerych prav,

9.4 Sponsor shall own all.rlght, title, and interest tituld a narokd na jakékoli vynalezy a bude
in and to any InyenUpn and shall‘have the mit jako jediny subjekt vylucné pravo
SO]? and exclusive .rlgh‘t to obta}ln, at 1ts obstarat si — dle vlastni volby — pro kterykoli
option, patent prptectlon in the United States takovy vynalez patentovou ochranu ve
and other countries on any such Invention. If Spojenych statech americkych a jinjch
Sponsor reque.sts', Instltutlor} will execute and zemich. Na vyzadani sadavatele
will cause Principal Investigator a“‘? St_Udy zdravotnické zatizeni vyhotovi a zajisti, ze
P er'sonnel to  execute any appllgatlon, hlavni zkousSejici a personal studie vyhotovi,
assignment, or instrument or to testify as
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Sponsor deems necessary for Sponsor to jakoukoliv zddost, pfevod ¢i nastroj nebo
obtain patents or otherwise to protect podaji  svédectvi, jak bude zadavatel
Sponsor’s interest in an Invention. If the povazovat za nezbytné, aby zadavatel mohl
cooperation of the Institution in exercising ziskat patenty ¢i jinou ochranu pro svij
the rights of the Sponsor from intellectual narok na vynalez. Pokud by soucinnost
property would be associated with an poskytovatele zdravotnich sluzeb  pfi
excessive time and financial burden, the uplatnéni prav zadavatele z duSevniho
contracting parties undertake to negotiate an vlastnictvi byla spojena s nadmeérnou
amendment to this contract. An amendment ¢asovou a finan¢ni zatézi, smluvni strany se
to this contract would provide for reasonable zavazuji jednat o dodatku k této smlouve.
compensation for Institution for time devoted Dodatkem k této smlouvé bude v takovém
to such activities and will reimburse pfipadé stanovena adekvatni kompenzace
Institution for reasonable and necessary pro Instituci za cCas vénovany takovym
expenses incurred. ¢innostem a uthrada pfiméfenych a nezbytné
vynalozenych nakladii Instituci.
10 PUBLICATIONS AND PUBLICITY . L,
_ ) 10 ZVEREJNENI A PROPAGACE
10.1 It is understood that the Study is part of a
multicenter trial, and Principal Investigator | 10.1  Smluvni strany jsou si védomy, Ze studie je
and/or Study Personnel qualifying as authors, soucasti multicentrického hodnoceni, a
may publish the results of their part of the hlavni zkousSejici a/nebo personal studie
Study in collaboration with the other muze publikovat vysledky své ¢asti studie ve
investigators, but in complete compliance spolupréci s ostatnimi zkousejicimi lékafti,
with this section and with the Confidential musi tak ale u¢init v aplném souladu s timto
Information section. After the multicenter oddilem a oddilem Duvérné informace. Po
publication or twelve (12) months after multicentrickém  zvefejnéni,  pfipadné
completion of the Study, whichever occurs dvanact (12) mésicti po dokonceni studie —
first, Institution may itself publish the results podle toho, ktera ze situaci nastane dfive —
of its data from the Study. Institution and smi Zdravotnické zatizeni samo publikovat
Principal Investigator shall provide Sponsor vysledky  svych  0daji  ze  studie.
and Medpace with an advance copy of any Zdravotnické zafizeni a hlavni zkousSejici
proposed publication or oral presentation at poskytnou zadavateli a spolecnosti Medpace
least sixty (60) days prior to the planned date signalni vytisk navrhované publikace ¢i
of submission or presentation and Sponsor ustni prezentace, a to nejméné Sedesat (60)
shall have sixty (60) days to review the dnd pied planovanym datem odevzdani ¢i
proposed publication for the purposes prezentace, a pro ucely popsané nize bude
described below. Sponsor and Medpace may mit zadavatel Sedesat (60) dnli na posouzeni
request in writing, and Institution shall agree navrhované  publikace. = Zadavatel a
to, (a) the deletion of any Confidential spolecnost Medpace mohou pisemné
Information, (b) any reasonable changes vyzadat (a) odstranéni jakychkoli diveérnych
requested by Sponsor or Medpace, or (c) a informaci, (b) jakékoli pfiméfené zmény
delay of such proposed submission for an pozadované¢ zadavatelem ¢&i spolecnosti
additional period, not to exceed ninety (90) Medpace nebo (c) odlozeni takového
days, in order to protect the potential navrhovaného odevzdani za ucelem ochrany
patentability of any technology described mozné patentovatelnosti jakychkoli
therein. Sponsor, at its election, shall be technologii v nich popsanych, a to po
entitled to receive in any such publication an dodate¢né obdobi v maximalni délce
acknowledgement of its sponsorship of the devadesati (90) dni; a zdravotnické zafizeni
Study. s timto souhlasi. Zadavatel je dle své volby
opravnén zadat, aby jeho financovani studie
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10.2  Neither Party nor Sponsor shall use the other bylo' Zmineno v jakyehkoli takovych
Party’s name or SponsorSponsor’s name, nor publikacich.
issue any public statement about this | 10.2 Zadn4 ze stran a ani zadavatel nebude bez
Agreement, or publish any information about ptedchoziho pisemného svoleni druhych
the Study, without the prior written stran pouzivat jméno druhé strany nebo
permission of the other Parties except as zadavatele, vydavat jakdkoli vefejna
required by law. Such prior permission shall prohlaseni o této smlouvé ani zvefejiiovat
not be unreasonably withheld. Medpace shall jakékoli informace o této studii vyjma
propose this Agreement for publication in the ptipadt, kdy je to vyZadovano zakonem.
registry of contracts administered by the Takové predem poskytnuté svoleni nesmi
Ministry of Interior Affairs, located at the byt z nepfiméfenych divodid odepieno.
website https://smlouvy.gov.cz/ (“Contracts Spoleénost Medpace piedlozi tuto smlouvu
Registry”), in accordance with applicable ke zvefejnéni v registru smluv vedeném
laws and regulations, to the Institution. Act ministerstvem vnitra a umisténém na
of publication will be done by the Institution. webovych strankach https://smlouvy.gov.cz/
Schedule A  constitutes  proprietary (dale jen ,registr smluv®), v souladu s
information of Medpace and it will not be piisluSnymi zédkony a predpisy Poskytovali
published in the Contracts Registry. zdravotnich sluzeb. Proces publikace zajisti
Estimated total possible amount to be paid Poskytovatel zdravotnich sluzeb. Ptiloha A
under the Agreement is apr. CZK 2 000 000 ptedstavuje chranéné informace spole¢nosti
assuming the Study patient enrollment goal is Medpace a nebude v registru smluv
achieved. Medpace shall be responsible for zveiejnéna. Piedpokladana celkova mozna
redacting the Agreement before publication castka k vyplaceni v ramci smlouvy je
in the Contracts Registry. Institution shall not piiblizn¢ 2 000 000 CZK, a to za
publish any non-redacted versions on any ptedpokladu, ze bude dosazen cil zatazovani
websites or other media without obtaining pacienti do studie. Spole¢nost Medpace
Medpace’s prior written consent. ponese odpovédnost za redigovani smlouvy
pred jejim zvefejnénim v registru smluv.
Zdravotnické zafizeni nesmi zvefejnit
jakékoli nerevidované verze na jakychkoli
webovych strankdch nebo jinych médiich
10.3  Notwithstanding the foregoing, nothing bez Vpred.ch021ho pisemn¢ho  souhlasu
contained in this Agreement shall prevent the spoletnosti Medpace.
Sponsor from registering the Study with | 10.3 Bez ohledu na vySe uvedené skutecnosti
www.clinicaltrials.gov, or any equivalent nebude zadna z ¢asti obsahu této smlouvy
registry, including all information required branit zadavateli v registraci studie na
by the Uniform Requirements for portalu www.clinicaltrials.gov ani v jiném
Manuscripts  Submitted to Biomedical obdobném registru, véetné vSech informaci
Journals of the International Committee of vyzadovanych  jednotnymi  pozadavky
Medical Journal Editors in effect as of the Mezinarodniho vyboru Séfredaktoril
date of initiation of the Study (see Iékatskych Casopisti na prispévky urcené pro
wWWww.icmje.org). zvefejnéni v biomedicinskych ¢asopisech
10.4 The contracting parties agree to the P latnym by den  zahdjeni studie  (viz
publication of the contract by the Institution WWww.icmje.org).
in order to fulfill the obligations imposed on | 10.4  Smluvni strany souhlasi s uvefejnénim
him by valid and effective legislation, in smlouvy poskytovatelem zdravotnich sluzeb
particular Act No. 340/2015 Coll., On the za ucelem splnéni povinnosti ulozenych mu
register of contracts, as amended, and platnou a ucinnou pravni upravou, a to
instructions and decisions of the Ministry of zejména zakonem ¢. 340/2015 Sb., o registru
Health Czech Republic. The contract will not smluv, ve znéni pozd¢jsich predpisi, a dale
disclose personal data of persons who are not pokyny a rozhodnutimi Ministerstva
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publicly available in the public register,
confidential information under this contract
and trade secrets that the parties agree in
accordance with § 504 of the Civil Code as
follows: (protocol and study design, detailed
budget, number of assessment subjects and
their remuneration, duration of the study,
detailed information on the contracting
authority's insurance.) (ideally in .pdf)

zdravotnictvi Ceské republiky. Ve smlouvé
nebudou zvetejnény osobni udaje fyzickych
osob, které nejsou vefejné dostupné ve
vefejném rejstiiku, duvérné informace dle
této smlouvy a dale pak obchodni tajemstvi,
které si smluvni strany sjednavajici ve
smyslu ustanoveni § 504 obcanského
zékoniku takto: (protokol a design studie,
detailni rozpocet, pocet subjektti hodnoceni
a jejich odménovani, délka trvani studie,
detailni informace o pojiSténi zadavatele.)
Za tucelem uvefejnéni této smlouvy ve
smyslu tohoto odstavce poskytne zadavatel /
CRO zdravotnickému zafizeni revidovanou
verzi smlouvy ve strojovée Citelném formatu.

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
section), any changes to the Institution’s payee name,
payee address, tax identification number, corporate
address, or corporate name. Any such notification
shall originate from an Institution official 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:

10.5  The publication of the contract in the register o
of contracts will be performed by the (idedlng v .pdf)
Institution, and the Medpace will be | 10.5 Uvefejnéni smlouvy v registru smluv
informed about the publication via email provede zdravotnické zafizeni, a o
—J. uvefejnéni  bude Mediace informovat
10.6 The other contracting party acknowledges emailem na
that the Institution, as a state-subsidized
organization, is obliged to provide | 194  Druha smluvni strana bere na védomi, Ze
information at the request of a third party zdravotnické  zafizeni jakozto  statni
pursuant to Act No. 106/1999 Coll., On Free ptispévkova organizace, je povinna na dotaz
Access to Information, as amended. " tieti osoby poskytnout informace podle
zakona ¢. 106/1999 Sb., o svobodném
pristupu k informacim, ve znéni pozdéjsich
predpisu.
11 NOTICES 10 OINAMENI

Jakékoli oznameni vyzadované ¢i povolené dle této
smlouvy musi byt ucdinéno pisemné a bude
povazovano za dorucené tii (3) dny po odeslani,
pokud bude zaslano doporu¢enou postou nebo
postou s potvrzenym dorucenim, s predplacenym
postovnym nebo postovni doruc¢enkou, nebo (1) den
po odeslani, pokud bude odeslano expresni kuryrni
sluzbou ¢i faxem/elektronickym pifenosem. Kromé
toho zdravotnické zafizeni pisemné sdéli (e-mail je
pro ucely tohoto oddilu povazovan za pisemnou
formu) spole¢nosti Medpace veSkeré pripadné
zmény jména piijjemce platby na strané
zdravotnického zafizeni, adresy pfijemce platby,
jeho DIC, adresy podnikani ¢ nazvu spoleénosti.
Jakékoliv takové ozndmeni bude uc¢inéno vedoucim
pracovnikem zdravotnického zafizeni, ktery ma
stejnou ¢i vet§i pravomoc nez vedouci pracovnik
zdravotnického =zafizeni, ktery jejim jménem
podepise tuto smlouvu. Veskera oznameni museji
byt adresovana kontaktnim osobam uvedenym niZze:
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IF TO MEDPACE:

Medpace Clinical Research, LLC
Attention General Counsel

5375 Medpace Way

Cincinnati, OH 45227

IF TO INSTITUTION:

Fakultni nemocnice v Motole
Oddéleni klinickych studii

V Uvalu 84

150 06 Praha 5

Czech Republic

IF TO SPONSOR:
NewAmsterdam Pharma B.V.
Atin. NN
Gooimeer 2-35

1411 DC Naarden

The Netherlands

PRO SPOLECNOST MEDPACE:
Medpace Clinical Research, LLC
Attention General Counsel

5375 Medpace Way

Cincinnati, OH 45227

PRO ZDRAVOTNICKE ZARIZENI:
Fakultni nemocnice v Motole
Oddéleni klinickych studii

V Uvalu 84

150 06 Praha 5

Ceskd republika

PRO ZADAVATELE:
NewAmsterdam Pharma B.V.
Atin: NN
Gooimeer 2-35

1411 DC Naarden
Nizozemsko

11 ELECTRONIC SIGNATURES

Institution consents to electronic communication
and electronic signatures being equal to signatures
inked on paper. Institution acknowledges and
agrees that electronic communication is an
acceptable method of communicating information
from Medpace to Institution without having to
communicate the same subject matter on paper.

1 ELEKTRONICKE PODPISY

Zdravotnické zafizeni souhlasi s tim, Zze
elektronickd komunikace a elektronicky podpis
maji stejnou platnost jako vlastnoruéni podpisy na
dokumentech v ti§téné podobé. Zdravotnické
zafizeni bere na védomi a souhlasi s tim, ze
elektronicka ~ komunikace je  pfijatelnym
zpusobem, kterym milze spoleénost Medpace
sdélovat informace zdravotnickému zafizeni, aniz
by bylo nutné o obsahu sdéleni informovat v
tisténé podobé.

12 INDEMNIFICATION AND 12 ODSKODNENi A POJISTENI
INSURANCE
12.1  Sponsor shall indemnify Institution pursuant | 12.1  Zadavatel odskodni zdravotnické zafizeni
to the terms and conditions of a separate podle podminek samostatného prohlaseni o
letter of indemnification between Sponsor odskodnéni mezi zadavatelem a
and Institution, as requested. Medpace shall zdravotnickym zatfizenim dle potieby.
not have any obligation to indemnify Spole¢nost Medpace nebude mit zadnou
Principal Investigator(s), Institution and/or povinnost odskodnit Zzadného hlavniho
their agents, employees and representatives. zkousejiciho, zdravotnické zatizeni a/nebo
12.2  Sponsor’s liability for any damages incurred JeJ.ICh y zastupce, zamestnance
by Study subjects that result from their ant zmocnence.
participation in the Study shall be limited to
Sponsor’s obligation to compensation under | 12.2  Odpovédnost zadavatele za jakékoli Skody
applicable Law. vzniklé subjektim studie v dusledku jejich
12.3  Medpace and Sponsor shall not be liable for ucasti ve studii, je omezena na povinnost
incidental, special, indirect or consequential
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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

zadavatele nahradit Skody podle platného
zékona.

. . ) 12.3  Spolecnost Medpace a zadavatel nebudou
profits, ‘lost busmess, lost savings or other prévné odpovédni za nahodné, zvIAstni,
economic or business loss or claims of any Hmé ani nasledné skodv vzniklé osobim
kind whatsoever, arising out of or as a noprime an 1lr(1ase fe SKody V; o "
consequence of the services performed or o1 na ma]e’thu, dmem ez 'rlrlnm? Jine pa’trl
otherwise under this Agreement, even if pravo ha uhradu z’tracene 0 cast z'traty
advised of the possibility of such damages sluzeb, ~ ztraty ~ vyroby, ugleho zisku,

) ztracenych obchodnich pftilezitosti a tspor
nebo jinych ekonomickych a obchodnich
ztrat  ¢1 narokd  jakéhokoli  druhu

12.4  The Institution shall be liable for Institution’s vyplyvajicich nebo vznikajicich nasledkem
failure to comply with this Agreement or the provadéni sluzeb €i jinym zpisobem dle této
Protocol, their negligence, willful smlouvy, a to i v pfipadé, Zze budou o
recklessness, willful conduct, and/or willful moznosti vzniku  takovych Skod
misconduct. informovani.

12.5  Sponsor represents it has taken out third party | 12.4 ~ Zdravotnicke zafizeni bude odpovédné za
liability insurance for the Investigator, the své selhani pfi plnéni této smlouvy nebo
Study Personnel and for itself against damage protokolu, za svou nedbalost, Umyslnou
incurred in connection with the conduct of lehkomyslnost, svévoln¢ chovani a/nebo
the Study concerned, in accordance with umysIné pochybeni.
applicable law, which insurance shall in | 125  Zadavatel prohlaguje, e pro zkousejiciho
particular ~ cover any Study subject's lékaie, personal studie a sebe sama uzaviel
treatment costs relating to any health injury pojisténi odpovédnosti za $kodu vzniklou v
caused to the Study subject in connection souvislosti s provadénim dotéené studie v
with his/her participation in the Study. souladu s piislusnymi zakony, piFicemz
Spon-sor will maintain said insurance fpr the takové pojisténi bude kryt zejména naklady
duration of the Study and for any applicable na 1é¢bu subjekti studie, kterd souvisi s
time per'lod after Study conclusion if required jakoukoli Gjmou na zdravi zpiisobenou
by applicable law. subjektiim studie v souvislosti s jejich udasti

12.6  The Institution declares that according to § ve studii. Zadavatel bude udrZovat zminéné
45 par. n) of Act No. 372/2011 Coll., on pojisténi v platnosti po dobu trvani studie, a
health services, as amended, concluded an je-li to poZadovano ptisluSnymi zakony, pak
insurance contract for liability insurance for i v pribehu prislusného obdobi nasledujiciho
damage caused during the provision of health po dokoncen studie.
care. " 12.6  Poskytovatel zdravotnich sluzeb prohlasuje,

ze ma dle § 45 odst. 2 pism. n) zakona ¢.
372/2011 Sb., o zdravotnich sluzbach, ve
znéni  pozdéjSich  predpisti, uzavienu
pojistnou smlouvu na pojisténi odpoveédnosti
za Skodu zplsobenou pifi poskytovani
zdravotni péce.”

13 DEBARMENT 13 ZAKAZ CINNOSTI

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

Zdravotnické zatizeni prohlasuje, Ze ani jemu, ani
hlavnimu zkou$ejicimu, ani nikomu z jeho vedeni,
ani zadnému jinému zaméstnanci nebo nezavislym
dodavatelim ¢i zéstupcim, ktefi budou jakkoli

Smlouva o provedeni klinického hodnoceni | Verze ¢.1
NewAmsterdam Pharma B.V. | TA-8995-304

DUVERNE

Page 19 of 24



debarred by any regulatory authority. Institution
and/or Principal Investigator 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.

zapojeni do studie, nebyla Zadnym regulaénim
organem zakazana cinnost. Zdravotnické zafizeni
a/nebo hlavni zkousSejici okamzité pisemné oznami
spole¢nosti Medpace, pokud se dovi o jakémkoli
takovém zakazu cCinnosti, hrozb€ zakazu cinnosti
nebo o odsouzeni ¢i jiné zalezitosti, jejichz
dasledkem by mohl byt jakykoli takovyto zakaz
¢innosti. SpoleCnost Medpace muze po pfijeti
takového oznameni, nebo pokud se jinak dozvi
o jakémbkoli zakazu ¢innosti, hrozb¢ zakazu ¢innosti
nebo o odsouzeni ¢i jiné zélezitosti, jejichz
disledkem by mohl byt jakykoli takovy zakaz
¢innosti, ukoncit tuto smlouvu v souladu s oddilem
Platnost smlouvy a jeji ukonceni.

14 ANTI-BRIBERY/ANTI-

CORRUPTION/FINANCIAL
DISCLOSURE

In carrying out its responsibilities under this
Agreement, neither Party 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 of a routine
governmental action by a foreign official, political
party, or party official.

14  OPATRENIi PROTI UPLATKARSTVI

/ PROTI KORUPCI / MAJETKOVE

PRIZNANI
Pti pInéni svych povinnosti podle této Dohody zadna
ze Smluvnich stran, ani zadny z jejich zastupct
nezaplati, nenabidne ani neslibi, Ze zaplati, ani
nepovoli zaplaceni jakékoli pené¢zni ¢astky, ani
neposkytne nebo neslibi, Ze poskytne, ani nepovoli
poskytnuti jakékoli sluzby nebo cehokoli jiného
hodnotného, a to ani ptimo, ani prostfednictvim tteti
strany, zadnému zastupci nebo zaméstnanci
jakéhokoliv vladniho ufadu nebo vykonného organu
nebo vefejné mezinarodni organizace nebo
jakéhokoli ufadu ¢i jejich oddéleni, za ucelem
uplaceni a nemistného (i) ovliviiovani jednani nebo
rozhodovani takové osoby v jeji ufedni funkci,
veetné rozhodnuti, ze bude chybné vykonavat své
funkce pro takovy vladni Gfad nebo vykonny orgéan
nebo vefejnou mezinarodni organizaci nebo takovou
politickou stranu, (ii) zpusobeni, ze tato osoba
vyuzije svého vlivu ve vladnim tufadu nebo
vykonném organu nebo ve vefejné mezinarodni
organizaci nebo v politické stran¢ k ovlivnéni jejich
jednani nebo rozhodovani nebo (iii) =zajisténi
jakékoli nepatticné vyhody; avSak za ptredpokladu,
ze vySe uvedené prohlaSeni se nevztahuje na
usnadnéni nebo urychleni platby zahrani¢nimu
zastupci, politické strané nebo zastupci smluvni
strany, jejimz ucelem je urychlit nebo zajistit
vykonavani bézné vladni agendy zahrani¢nim
zastupcem, politickou stranou nebo zdstupcem
smluvni strany.
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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 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.

15 POSTOUPENI A PREVEDENI

Tato smlouva bude zdvazna pro smluvni strany této
smlouvy, jejich nastupce a povolené nabyvatele
a v jejich prospéch. Tato smlouva a vSechna prava,
povinnosti a zavazky z ni vyplyvajici nesmi byt
zdravotnickym zafizenim postoupeny ani pievedeny
bez predchoziho vyslovného pisemného souhlasu
spolecnosti Medpace. Jakykoli pokus
zdravotnického zafizeni postoupit nebo delegovat
tuto smlouvu v rozporu s timto ¢lankem nebude
platny ani G€inny. Zdravotnické zafizeni bere na
védomi, Ze spoleCnost Medpace je opravnéna
postoupit nebo pievést tuto smlouvu nebo jakoukoli
jeji ¢ast bez souhlasu zdravotnického zatizeni.

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, Principal
Investigator or Study Personnel.

NEZAVISLY SMLUVNi PARTNER

Vztah smluvnich stran je vztahem nezavislych
smluvnich partnerti a nebude vykladan jako jakykoli
zaméstnanecky ¢i agenturni vztah mezi smluvnimi
stranami. Spole¢nost Medpace ani zadavatel
neponesou odpovédnost za jakékoli zaméstnanecké
vyhody, penze, odmény pracovniki, srazky z platu
¢i zaméstnanecké dané tykajici se zdravotnického
zatizeni, hlavniho zkousSejiciho ¢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. No financial adjustments shall be
made because of such modifications unless the
Parties hereto amend this Agreement accordingly.

ZIMENY PROTOKOLU

Protokol muze byt doplnén pouze z nafizeni
zadavatele a zména podléha naslednému schvéaleni
etické komise. Finan¢ni podminky se z divodu
takovych tuprav ménit nebudou, pokud smluvni
strany tuto smlouvu ptislusSnym zptisobem nedoplni.

17

18 MISCELLANEOUS 18 DALSI USTANOVENI
18.1 This Agreement represents the entire | 18.1 Tato smlouva pfedstavuje tplnou dohodu
understanding of the Parties and supersedes smluvnich stran a nahrazuje veSkera
all prior negotiations, understandings or predchozi jednani mezi smluvnimi stranami,
agreements (oral or written) between the dohody nebo umluvy (ustni ¢i pisemné)
Parties concerning the subject matter hereof. tykajici se pfedmétu této smlouvy. V ptipade
In the event of any inconsistency between jakychkoli rozport mezi touto smlouvou a
this Agreement and the Protocol, the terms of protokolem rozhoduji podminky této
this Agreement shall govern. If a provision of smlouvy. Jestlize nékteré ustanoveni této
this Agreement is or becomes (i) illegal under smlouvy je nebo se stane (i) nezdkonnym
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any applicable law or regulation, (ii) invalid podle jakéhokoli platného zakona ¢i
or (iii) otherwise unenforceable, such predpisu, (ii) neplatnym nebo (iii) jinak
illegality, invalidity or unenforceability shall nevymahatelnym, takova nezakonnost,
not affect the validity or enforceability of any neplatnost nebo nevymahatelnost nebude
other term or provision of this Agreement. mit vliv na platnost ¢i vymahatelnost
All waivers of the terms of this Agreement kterékoli jiné z podminek ¢i ustanoveni této
shall be in writing. Failure to insist upon smlouvy. Veskera upusténi od podminek
compliance with any of the terms and této smlouvy musi byt ucinéna pisemne.
conditions of this Agreement shall not Nevymahani  dodrzovani  kterékoli z
constitute a general waiver or relinquishment podminek této smlouvy nepiedstavuje
of any such terms or conditions, but the same vSeobecné upusSténi od nebo zieknuti se
shall remain at all times in full force and jakychkoli takovych podminek; tyto naopak
effect. vzdy zistavaji pln€ platné a u€inné.

18.2  This Agreement shall be governed by and | 18.2  Tato smlouva se bude fidit a vykladat v
construed in accordance with the laws of the souladu s pravnimi piedpisy Ceské
Czech Republic. In the event of a conflict republiky. V pfipadé rozporu mezi ¢eskou a
between the Czech and English language anglickou jazykovou verzi rozhoduje Ceska
versions, then the Czech version shall Verze.
control.

18.3 In the event either Party shall be delayed, | 18.3  V pfipadg, Ze se kterdkoli strana zpozdi, jsou
hindered in, or prevented from the ji kladeny piekazky nebo je ji branéno pii
performance of any provision of this plnéni jakéhokoli ustanoveni této smlouvy
Agreement by reasons of strike, lockouts, z divodu stavky, vyluk, pracovnépravnich
labor troubles, restrictive government or sporti, omezujiciho vladniho ¢&i soudniho
judicial orders, or decrees, riots, insurrection, ptikazu nebo vyhlasek, vytrznosti, povstani,
war, Acts of God, acts of terrorism, inclement valky, vy$8i moci, teroristickych ¢ind,
weather, or other similar reason or a cause nepiiznivého pocasi nebo jiného podobného
beyond such Party’s control, then dtivodu nebo pfi¢iny mimo kontrolu této
performance of such provision shall be strany, bude plnéni takového ustanoveni
excused for the period of such delay and any omluveno po dobu takového zpozdéni
timeline or milestone obligations of said a jakykoli Casovy harmonogram nebo
Party shall be extended for a period of time zavazky této strany se stanovenymi mezniky
equal to the number of days of the delay. budou prodlouzeny o dobu rovnajici se
Written notice of the start and stop of any poétu dni zpozdéni. Druhé strané bude
such force majeure shall be provided to the poskytnuto pisemné ozndmeni o zacatku
other Party. In the event Institution a skonceni jakékoli takové wvy$§i moci.
experiences a significant delay in performing V piipadé, ze na strané zdravotnického
the Study under this Agreement due to a force zafizeni nastane vyznamné zpozdéni pfi
majeure event, Medpace shall have the right provadéni studie podle této smlouvy
to terminate the Study affected by such force z divodu udalosti vy$$i moci, bude mit
majeure event upon ten (10) days prior spole¢nost Medpace pravo ukonéit studii
written notice to Institution. dotenou takovou udalosti vys$§i moci na

zéklad¢ pisemné vypoveédi zdravotnickému

184 This Agreement, and any subsequent zafizeni s vypovédni lhitou deseti (10) dni.
amendment(s), may be executed in 3 (three) | 18.4  Tato Smlouva a veSkeré¢ nasledné zmény se
counterparts and each Party will receive 1 vzdy vyhotovi ve 3 (tfech) stejnopisech a
(one)counterpart, 1 counterpart is for the kazdd strana obdrzi po 1 (jednom)
Principal investigator. stejnopisu, jeden stejnopis obdrzi také

Hlavni zkousejici.
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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.

ZADAVATEL JAKO OBMYSLENA
TRETI STRANA

Smluvni strany uznavaji a souhlasi, ze zadavateli
nalezi prospéch z této smlouvy jakozto obmyslené
tfeti strané, a souhlasi, ze zadavatel je opravnén
vymahat tato prava sam piimo nebo nepiimo
prostfednictvim spole¢nosti Medpace.

19

20

APPENDICES

The following Appendices constitute an integral part
of this Agreement, unless set forth otherwise herein:

[Appendix A: Financial Terms — not disclosed in
registry of contracts

ponsor Data Protection not disclosed

in registry of contracts

PRILOHY

Nasledujici pfilohy tvofi nedilnou soucast této
Smlouvy, nestanovi-li tato Smlouva jinak:

20

nezveiejnéno v registru smluv

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 tadné€ opravnénych osob
uzaviely tuto smlouvu, kterd vstoupi v platnost k
datu ucinnosti.

For Medpace, on its own behalf and as payment agent of Sponsor: / Za Medpace v jejim
zastoupeni a jako platebni zastupce Zadavatele:

Clinical Trial Manager / Manazér podpis/signature place/misto date/datum
klinického hodnoceni
Institution / Zdravotnické zarizeni
authorized signatory/ povéfenec podpis/signature place/misto date/datum
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Principal investigator statement/Prohlaseni hlavniho zkousejiciho

I, the undersigned _ as the

Principal investigator, do certify that I have read the
contents of this contract properly and that I have
assumed the responsibilities of the Principal
Investigator under this contract, the contractual
arrangements with the Medpace and the relevant
legislation governing the conduct of the clinical
trials. I further undertake not to disclose information
relating to the Study without the prior written
consent of the Medpace, to maintain the
confidentiality of all information provided, to keep it
confidential and to refrain from any use of such
information and results other than for the purposes of
this Study. I agree that the Medpace will collect, use,
process and disclose my personal information,
including my name, qualifications and experience in
the clinical trials, my financial information relating
to, inter alia, the remuneration received, and
financial compensation and other personal data for
administrative purposes in connection with the Study
and I undertake to secure this approval from
subinvestigators and other members of the study
team.

Ja, nize podepsana _ PhD.,
jako Hlavni zkouSejici potvrzuji, ze jsem se fadné
sezndmila s obsahem této smlouvy a potvrzuji, ze
jsem na sebe pfevzala povinnosti Hlavniho
zkousejiciho dle této smlouvy, smluvnich ujednani s
Medpace a pftisluSnych  pravnich  piredpist
upravujicich provadéni klinickych hodnoceni 1éCiv.
Daéle se zavazuji nezvetejiiovat informace tykajici se
predmétného klinického hodnoceni bez piedchoziho
pisemného souhlasu Medpace, zachovavat
mléenlivost o vSech poskytnutych informacich,
povazovat tyto za duveérné a zdrZet se jakéhokoliv
jiného uziti téchto informaci a vysledkli nez pro
ucely tohoto klinického hodnoceni. Jako zkousejici
souhlasim s tim, ze Medpace bude shromazdovat,
pouzivat, zpracovavat a zvefejiovat mé osobni
udaje, vcetné¢ jména, kvalifikace a zkuSenosti v
klinickém hodnoceni, mé finan¢ni tidaje vztahujici se
mimo jiné k obdrzené odmeéné a finan¢ni ndhrad¢ a
dalsi osobni tdaje k administrativnim ucelim v
souvislosti s klinickym hodnocenim a zavazuji se
zajistit tento souhlas i1 od spoluzkousejicich a
ostatnich ¢lent studijniho tymu.

Principal investigator / hlavni podpis/signature place/misto date/datum
zkousejici
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