PACE

THE ADVANTAGE OF FOCUS

CLINICAL STUDY
AGREEMENT

PROTOCOL: DAL-301
SITE: 18-106

*

DALCOR PHARMA UK LTD
07-0OCT-2016
VERSION: 1.0

COUNTRY : CZECH REPUBLIC

SMLOUVA O KLINICKE
STUDII

PROTOKOL: DAL-301

CENTRUM: 18-106

T

DALCOR PHARMA UK LTD
07-RIJEN-2016
VERZE: 1.0

ZEME: CESKA REPUBLIKA




CLINICAL STUDY
AGREEMENT

This clinical study agreement (“Agreement”), dated
07-OCT-2016 (the “Effective Date™), is entered into
by and between the parties

Medpace, Inc., with its principal office and place of
business at 5375 Medpace Way, Cincinnati, Ohio
45227, USA (“Medpace”™),

and

Fakultni nemocnice Brno, a clinical research site
with its principal office and place of business at
Jihlavska 20, 625 00 Brno, Czech Republic,
company registration number: 65269705, tax
identification number: CZ65269705
(“Institution”),

and

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

DalCor Pharma UK Ltd (“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 Institution and Principal
Investigator possess expertise in the conduct and
performance of clinical studies. The performance of
the Protocol shall be referred to herein as the
“Study”.

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

SMLOUVA O KLINICKE
STUDII

Tato smlouva o klinické studii (dale jen ,,smlouva®)
datovana 7. fijna 2016 (dale jen ,,datum Géinnosti*)
byla uzaviena mezi smluvnimi stranami

Spoleénost Medpace, Inc., se sidlem a mistem
podnikani na adrese 5375 Medpace Way, Cincinnati,
Ohio 45227, USA (dale jen ,,Medpace*),

a

Fakultni nemocnice Brno, centrum klinického
vyzkumu, se sidlem a mistem podnikani na adrese
Jihlavska 20, 625 00 Brno, Ceska republika,
identifika¢ni Cislo organizace: 65269705, danové
identifikaéni  ¢islo:  CZ65269705 (dale jen
,Zdravotnické zarizeni®),

a

Spolecnost Medpace, zdravotnické zatizeni a hlavni
zkous$ejici jsou v nékterych pripadech v tomto
dokumentu spole¢né oznacovani jako smluvni strany
(dale jen ,,smluvni strany“).

Spole¢nost DalCor Pharma UK Ltd (déale jen
,zadavatel”) financuje klinickou studii slouceniny
Dalcetrapib (dale jen ,hodnoceny ptipravek®) v
souladu s protokolem ¢. DAL-301, s nazvem
,Dvojité zaslepend, randomizovana, placebem
kontrolovana studie faze III 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 zdravotnické
zafizeni a hlavni zkouSejici maji odborné znalosti v
oblasti provadéni a vykonu klinickych studii.
Provéadéni protokolu bude v této smlouvé uvadéno
jako ,,studie®.

Spole¢nost Medpace je smluvni vyzkumnou
organizaci, ktera byla zadavatelem najata pro fizeni
a spravu studie.

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

L JNIER[E

07-October-2016| Page 2 of 21

CONFIDENTIAL



Medpace desires that Institution and Principal
Investigator participate in the conduct of the Study
in accordance with the Protocol and the terms and
conditions of this Agreement, and Institution and
Principal Investigator desire to participate in the
conduct of the Study in accordance with the Protocol
and the terms and conditions of this Agreement.

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:

Spole¢nost Medpace si pieje, aby se v souladu s
protokolem a podminkami této smlouvy na
provadéni studie podileli i zdravotnické zafizeni a
hlavni zkousejici, a zdravotnické zatizeni a hlavni
zkousSejici si preji podilet se na provadéni studie v
souladu s protokolem a podminkami této smlouvy.

S ohledem na vyse uvedené skutecnosti, vzajemna
ujednani a prisliby vyjadiené v této smlouve a fadnou
a hodnotnou odménou, jejiz pfijeti a pfimétenost se
timto potvrzuje, bylo smluvnimi stranami ujednano
nésledujici:

1 SCOPE OF WORK

1.1 Institution and Principal Investigator 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
investigations.

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 Institution agrees to provide the Principal
Investigator with free access to the
Institution’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 Institution and Principal Investigator, and
by signing this Agreement, Institution and
Principal Investigator confirm that they have
received, accepted and became familiar with
the Protocol, the Investigator's Brochure and
any other provided information. The
Protocol is hereby incorporated by reference,
together with any and all amendments

1 ROZSAH PRACI

1.1 Zdravotnické zafizeni a hlavni zkousejici
budou provadét studii v pfisném souladu se
smluvnimi  podminkami této smlouvy,
jakymikoliv pisemnymi pokyny zadavatele
a/nebo spolecnosti Medpace, vSemi obecné
piijimanymi standardy sprdvné klinické
praxe, protokolem a vSemi platnymi
mistnimi zakony a pfedpisy upravujicimi
provadéni klinického vyzkumu.

1.2 Pfed zahajenim studie zajisti spole¢nost
Medpace/zadavatel od prislusnych
regulacnich organt a etické komise pro
multicentrickd hodnoceni veskera nezbytna
povoleni.

1.3 Zdravotnické zafizeni souhlasi s tim, ze
poskytne hlavnimu zkouSejicimu volny
pristup k prislusné populaci subjektd
zdravotnického zatizeni, mezi nimiz provede
nabor stanového poctu subjektl, které se
zucastni studie a jejichz pocet je uveden v
nize uvedeném oddilu hlavniho zkousejiciho,
a umozni fadné provedeni studie.

Zdravotnickému  zafizeni a  hlavnimu
zkous$ejicimu byl poskytnut vytisk protokolu
a aktualizovany soubor informaci pro
zkouSejictho a podpisem této smlouvy
zdravotnické zatizeni a hlavni zkousSejici
potvrzuji, ze obdrzeli, ptijali a seznamili se s

1.4

protokolem, souborem informaci pro
zkouSejictho a s jakymikoliv dal$imi
poskytnutymi informacemi. Protokol je
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thereto, into this Agreement.

timto odkazem zaclenén do této smlouvy, a
to spolecné s veskerymi svymi dodatky.

1.5 Sponsor or its designee will provide | 1.5 Zadavatel nebo jim wurcena osoba doda
Institution with sufficient quantities of Study zdravotnickému zafizeni bezplatné
Drug for use in the Study at no cost to hodnoceny ptipravek v mnozstvi
Institution.  Institution and  Principal dostatecném  pro pouziti ve  studii.
Investigator agree that the Study Drug and all Zdravotnické zatizeni a hlavni zkousejici
equipment provided by the Sponsor may only souhlasi s tim, Ze hodnoceny ptipravek a
be used for the purposes of the Study, and veskeré vybaveni poskytnuté zadavatelem
shall only be used in accordance with the smi byt pouzivano pouze pro ucely studie a
Protocol and any written instructions of the bude vyuzivano v souladu s protokolem a
Sponsor. jakymikoliv pisemnymi pokyny zadavatele.

2 PRINCIPAL INVESTIGATOR 2 HLAVNI ZKOUSEJiCi

2.1 Principal Investigator will be responsible for | 2.1 Hlavni zkouSejici ponese odpovédnost za
the direction of the Study in accordance with fizeni studie v souladu s pfislusSnymi
applicable Institution policies, which pfedpisy  zdravotnického  zafizeni a

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, in close consultation
with  Sponsor, is not available, this
Agreement shall be terminated as provided in
the Term and Termination section.
Institution and Principal Investigator warrant
and represent 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 or subcontractors of Institution

zdravotnické zafizeni zarucuje a prohlasuje,
Ze tyto nejsou v rozporu s podminkami této
smlouvy a s protokolem. Pokud z
jakéhokoliv divodu jiz dale nebude schopen
vykonavat funkci hlavniho zkouSejiciho a
nebude k dispozici nastupce pfijatelny pro
zdravotnické zafizeni a spole¢nost Medpace
v uzké spolupraci se zadavatelem, bude tato
smlouva ukoncena, jak je uvedeno v oddilu
Platnost smlouvy a jeji  ukonceni.
Zdravotnické zafizeni a hlavni zkousSejici
zarucuji a prohlasuji, ze hlavni zkousejici je
pln¢ kvalifikovan k provadéni studie a
vykonu funkce hlavniho zkousejiciho.
Hlavni zkouSejici a veSkeré osoby Ci
subjekty provadéjici kteroukoliv z casti
studie (dale jen ,,personal studie”) budou

and Institution shall be responsible for their zaméstnanci nebo subdodavatelé
compliance with the terms of this zdravotnického zafizeni a zdravotnické
Agreement. Institution and  Principal zafizeni ponese odpovédnost za dodrzovani

Investigator represent that neither Principal
Investigator nor Institution are a citizen or
resident of the United States, or a corporation
or partnership that is and has been treated as
a U.S. corporation or U.S. partnership, and
that all payments Institution or Principal
Investigator received under this Agreement
will be for services rendered outside the
United States.

podminek této smlouvy témito subjekty.
Zdravotnické zafizeni a hlavni zkousSejici
prohlasuji, ze ani hlavni zkouSejici, ani
zdravotnické zafizeni nejsou obcany ani
rezidenty Spojenych statd americkych, ani
korporaci nebo partnerskym subjektem, které
jsou a byly povazovany za americkou
korporaci nebo partnersky subjekt, a Ze
vSechny platby, které zdravotnické zatizeni
nebo hlavni zkousSejici obdrzi na zaklad¢ této
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smlouvy, budou za sluzby poskytované
mimo Spojené staty americkeé.

2.2 Principal Investigator shall enroll in the | 2.2 Hlavni zkouSejici zafadi do studie pfiblizné
Study approximately 4 evaluable subjects 4 hodnotitelné subjekty, kteti v pribshu
who meet the inclusion criteria of the obdobi pro zafazovani, tj. pfiblizné od Fijna
Protocql during the enrollment period of 2016 do 18. srpna 2018, spliwji kritéria
approximately October 2016 to August 18, protokolu pro zafazeni. Samotné obdobi pro
2018. The actual enrollment period may be zafazovani mize byt na zakladé pisemného
extended or shortened upon written notice by oznameni spole¢nosti Medpace ¢i zadavatele
Medpace or Sponsor. As enrollment will be prodlouzeno ¢&i zkraceno. Jelikoz bude
competitive across all sites participating in za¥azovani probihat kompetitivnim
the Study, Medpace reserves the right to zplsobem napii¢ vSemi centry, kterd se
instruct the Principal Investigator to enroll studie G&astni, vyhrazuje si spole¢nost
fewer or more subjects than the number Medpace pravo dat hlavnimu zkousejicimu
agreed at the time of the signature of this pokyn, aby zafadil niz$i & vy$si pocet
Agreement. subjektti, nez bylo ujednano v okamziku

podpisu této smlouvy.

2.3 Principal Investigator shall obtain the | 2.3 Pfed provedenim jakychkoliv — tkont
necessary written informed consent of each souvisejicich se studii zajisti hlavni
subject prior to performing any Study related zkousejici od kazdého ze subjektl nezbytny
procedures. Principal Investigator shall informovany souhlas v pisemné podobé.
comply with all applicable ethical principles Hlavni zkouSejici se pfi zajiStovani
and good clinical practice to obtain each informovaného  souhlasu  kazdého ze
subject’s informed consent. subjekti bude fidit veSkerymi platnymi

etickymi zdsadami a spravnou klinickou
praxi.

2.4 Principal Investigator will assist Medpace | 5 4 Hlavni zkoudejici na vyzadani poskytne
upon Medpace’s request to provide any spole¢nosti Medpace jakékoliv nezbytné
required updates and/or information related aktualizace a/nebo informace tykajici se
to th_e Study for Medpac_e’s submiss_ion to the studie, a to pro Gdely podani k piisluiné
applicable central Ethics Committee and etické komisi pro multicentrickd hodnoceni a
regulatory authorities. Medpace shall be regulaénim orgdnim ze strany spole¢nosti
responsible for any dealings with and Medpace. Spole¢nost Medpace ponese
submission of reports and information to the odpovédnost za jakakoliv jednani souvisejici
applicable central Ethics Committee and se zpravami a informacemi a jejich podani
regulatory authorities. Principal Investigator piislusné etické komisi pro multicentricka
shall be responsible for any submissions to hodnoceni a regulaénim orgdniim. V
Insti_tution’s local Ethics Committee, if relevantnich  pfipadech ponese hlavni
applicable. zkousejici odpovédnost za jakakoliv podani

k  mistni etické komisi v  ramci
zdravotnického zafizeni.

2.5 Principal Investigator shall notify Medpace | 2.5 Hlavni  zkousejici  bude  informovat
of adverse events and serious adverse events spolecnost Medpace o  nezadoucich
within the timeframes and pursuant to the pfihodach a  zavaznych  nezadoucich
process set forth in the Protocol and/or other pfihodach v ¢asovych lhitach a v souladu s
written instructions of Medpace and/or postupem stanovenym v protokolu a/nebo v
Sponsor. jinych pisemnych pokynech spole¢nosti
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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 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 spole¢nosti
this Agreement or the Study, or (b) Medpace v souvislosti s touto smlouvou
developed, obtained, or generated by nebo studii; nebo (b) vyvinuté, ziskané ¢i
Institution, Principal Investigator, or Study vytvofené zdravotnickym zafizenim,
Personnel as a result of performing the Study hlavnim zkousejicim nebo personalem studie
under this Agreement (except for a Study jako vysledek provadéni studie dle této
subject’s medical records), including, but not smlouvy (vyjma zdravotnich zdznamu
limited to, the Protocol, Study data, results, subjektd 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 center, ktera studii provadéji.
tangible expressions, in any media, of Duvérné informace a veSkera hmotna
Confidential Information are the sole vyjadifeni  davérnych  informaci  na
property of Sponsor or Medpace, as jakémkoliv druhu médii jsou vyhradnim
applicable. vlastnictvim zadavatele, ptipadné

spole¢nosti Medpace.

3.2 Institution and Principal Investigator agree | 3.2 Zdravotnické zatizeni a hlavni zkousSejici se
not to use Confidential Information for any zavazuji, ze nebudou duvérné informace
purposes other than to conduct the Study. pouzivat pro jakékoliv jiné ucely nez
Institution and Principal Investigator agree k provedeni studie. Zdravotnické zafizeni a
not to disclose Confidential Information to hlavni zkousSejici se zavazuji, ze duvérné
third parties except as necessary to conduct informace nesdéli zadné tieti strané vyjma
the Study and under an agreement by the piipadi, kdy je to nezbytné pro provedeni
third party to be bound by the obligations of studie, a to na zakladé dohody s tieti stranou,
this section. Institution and Principal Ze bude vazana povinnostmi v tomto oddilu.
Investigator shall safeguard Confidential Zdravotnické zatizeni a hlavni zkouSejici
Information with the same standard of care zabezpe¢i duvérné informace se stejnym
that is used with Institution’s Confidential standardem péce jako v ptipadé duvérnych
Information, but in no event less than informaci zdravotnického zafizeni; standard
reasonable care. péce vsak v zadném piipadé nesmi byt nizsi

nez pfiméreny.

3.3 The term Confidential Information shall not | 3.3 Vyraz divérné informace nebude zahrnovat
be deemed to include information that: informace, které:

3.3.1 Is or becomes publicly available 3.3.1 jsou nebo se stanou vefejné
through no fault of Institution or dostupnymi bez  jakéhokoli
Principal Investigator; zavinéni ze strany zdravotnického

zatizeni ¢i hlavniho zkousejiciho;

3.3.2 Institution or Principal Investigator 3.3.2 mély zdravotnické zafizeni nebo
can demonstrate it possessed prior hlavni zkousejici prokazatelné v
to, or developed independently drzeni jiz pied jejich poskytnutim
from, disclosure or development ¢i  zpfistupnénim v ramci této

L JNIER[E

07-October-2016| Page 6 of 21

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



under this Agreement;

3.3.3 Institution or Principal Investigator
receives from a third party which is
not legally prohibited from

disclosing such information; or

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
Institution and Principal Investigator is/are required to
disclose the Confidential Information pursuant to a
duly authorized subpoena, court order or other
government authority, Institution or Principal
Investigator 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 Institution or
Principal Investigator 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, Institution and/or
Principal Investigator 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 Institution and
Study Personnel for use in connection with
the Study (including but not limited to
feasibility questionnaires, CVs, licenses,
financial disclosure forms) and/or may use
this information for purposes related to its
business. It may be necessary for Medpace to
transfer some/all of this information outside
its country of origin for regulatory and
administrative purposes. Such information,
in case it qualifies as personal data under the
EU Data Protection Directive 95/46/EC,
shall be protected according to the afore
mentioned Directive and applicable national

smlouvy, nebo je wvyvinuly
nezavisle na této skutecnosti;

zdravotnické zafizeni nebo hlavni
zkousejici obdrzi tyto informace od
tfeti strany, které nebylo poskytnuti
takovych informaci z pravniho
hlediska zakazano; nebo

3.3.3

3.3.4 je vhodné tyto informace zaradit do
publikace dle oddilu o zvetejnéni a

propagaci.

Bez ohledu na vySe wuvedené, pokud budou
zdravotnické zatizeni nebo hlavni zkouSejici pozadani
o zvefejnéni divérnych informaci, je-li takové sdéleni
vyzadovano fadnou obsilkou, soudnim ptikazem nebo
jinym ufednim piikazem, zdravotnické zatizeni nebo
hlavni zkouSejici toto ihned pisemné oznami
spoleCnosti Medpace jesté pied zvefejnénim udaju a
budou v nezbytn¢ priméteném rozsahu spolupracovat
se spolec¢nosti Medpace a zadavatelem pti pokusech o
zajisténi ochranného piikazu nebo jiného napravného
prosttedku ze strany zadavatele. V kazdém piipade,
pokud zdravotnické zafizeni nebo hlavni zkousejici
nebudou moci ihned informovat spolecnost Medpace
nebo pokud nedojde k ziskani ochranného ptikazu nebo
jiného napravného prosttedku nebo pokud se zadavatel
vzda dodrzovani ustanoveni v této smlouve,
zdravotnické zatizeni a/nebo hlavni zkousejici zvetejni
pouze takové informace, o nichz pravni zastupce
rozhodne, Ze jsou vyzadovany zakonem, a pouziji
pfiméfenou snahu o ziskani ujisténi, Ze manipulace s

udaji  bude odpovidat zachizeni s ddvérnymi
informacemi.
3.4 Spole¢nost Medpace a zadavatel mohou

sestavit databazi informaci od
zdravotnického zafizeni a persondlu studie, a
to pro ucely vyuziti v souvislosti se studii
(mimo jiné dotazniky o proveditelnosti,
zivotopisy, licence a formuléafe o zvefejnéni
finan¢nich  informaci), a/nebo takové
informace mize pouzit pro ucely tykajici se
jejich  podnikani. Pro regulacni a
administrativni ucely muize byt nezbytné,
aby spole¢nost ~ Medpace prevedla
nékteré/veskeré takové informace mimo
zemi pivodu. Takové informace, pokud
spadaji pod osobni tdaje podle smérnice EU
95/46/ES o ochrané osobnich udaju, budou
chranény podle vySe uvedené smérnice a
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laws/directives/regulations.

prislusnych narodnich

zakonl/smérnic/piedpist.

3.5 The Parties agree to adhere to the principles | 3.5 Smluvni strany se zavazuji, ze budou ve
of medical confidentiality in relation to vztahu k subjektim studie, které se ji ucastni,
Study subjects involved in the Study. dodrzovat zasady lékatfského tajemstvi.
Personal data shall not be disclosed to the Zadavateli ani spole¢nosti Medpace nebudou
Sponsor or Medpace by the Institution or the osobni udaje zdravotnickym zafizenim ani
Principal Investigator save where this is hlavnim zkou$ejicim poskytnuty, vyjma
required to satisfy the requirements of the ptipadi, kdy je to nezbytné za ucelem
Protocol or for the purpose of monitoring or splnéni pozadavkl protokolu, pro potieby
serious adverse reactions reporting, or in monitorovani  nebo  hlaSeni  zavazné
relation to a claim or proceeding brought by nezadouci piihody nebo ve vztahu k
the Study subject in connection with the uplatnéni naroku ¢i fFizeni iniciovaného
Study. Neither the Sponsor nor Medpace subjektem studie v souvislosti se studii.
shall disclose the identity of Study subjects Zadavatel ani spole¢nost Medpace nesdéli
to third parties without prior written consent totoznost subjekti studie tfetim stranam bez
of the Study subject, except in accordance piedchoziho pisemného souhlasu subjektu
with the provisions of the relevant data studie vyjma pfipadut, kdy je tato skutec¢nost
protection and privacy laws, unless in v souladu s ustanovenimi ptislu§nych zakont
relation to a claim or proceeding brought by na ochranu osobnich udaji, a pokud k této
the Study subject in connection with the skute¢nosti nedochazi 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 tidaje shromazdéné
Union. v souvislosti se studii budou pievedeny

mimo Uzemi Evropské unie.
4 RECORDKEEPING 4 VEDENi ZAZNAMU
4.1 Institution and Principal Investigator shall | 4.1 Zdravotnické zafizeni a hlavni zkousSejici

maintain all records, data, documents or
information related to the performance of the
Study until the later of:

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

4.1.2 Two (2) years after the 4.1.2 uplynou dva (2) roky po ukondeni
Investigational New Drug ¢i stazeni zadosti o registraci
Application for such Study Drug is nového léku v piipadé takového
terminated or withdrawn; or hodnoceného piipravku; nebo

413 As defined by local laws and 413 dle definice mistné platnych

regulations.

budou uchovavat veskeré takové zaznamy,
data, dokumenty nebo informace souvisejici
s provadénim studie do doby, kdy nastane
pozdéjsi z téchto situaci:

4.1.1 uplynou dva (2) roky po datu
schvaleni Zzadosti o registraci
nového 1éku v pripadé
hodnoceného pfipravku, ktery je
pfedmétem této studie;

zékond a piedpist.
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4.2 At the end of such required retention period,
Institution and Principal Investigator shall
not destroy any such records until it has
obtained Medpace’s prior written permission
to do so, and provided an opportunity to
Medpace/Sponsor to have a copy of the
records, data, documents or information.
Medpace will respond promptly to
Institution’s/Principal Investigator’s
requests to dispose of records.

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

4.2 Na konci takového pozadovaného obdobi
uchovavani zdravotnické zatizeni a hlavni
zkousejici zadné takové zaznamy nesmi
zni¢it, dokud k tomu predem neziskaji
pisemné svoleni spoleCnosti Medpace a
dokud  spolecnosti  Medpace/zadavateli
neposkytnou pfilezitost pofidit kopie téchto
zaznamu, dat, dokumentd a informaci. Na
pozadavek zdravotnického zatizeni/hlavniho
zkousejiciho na likvidaci zaznamid bude
spole¢nost Medpace reagovat okamzit¢.

4.3 V souladu s pozadavky oddilu tykajiciho se
duvérnych informaci si zdravotnické zafizeni mtze
po uplynuti pozadované doby uchovavani ponechat
v drZzeni archivni kopii davérnych informaci, které
sestavaji z veskerych udaji, dokumentli nebo
informaci souvisejicich s plnénim této smlouvy, a to
pouze v rozsahu nezbytném pro regulacni, pravni ¢i
pojistné ucely.

5 ACCESS TO RECORDS AND
AUDITS

Medpace and/or Sponsor shall have the right
to inspect progress of the Study on the
premises of Institution at reasonable times
during the term of this Agreement. Medpace
and/or Sponsor will notify Institution or
Principal Investigator prior to any inspection
of the date and time of the inspection. The
representatives of Medpace and/or Sponsor
may review and/or request copies of data
derived from the Study, and Institution or
Principal Investigator shall promptly provide
such data. Institution or  Principal
Investigator will notify Medpace and/or
Sponsor by telephone and subsequently in
written form, of any significant changes,
including, but not limited to, changes in
Study Personnel, Principal Investigator, or
physical location, that occur during the
Study.

5.1

5.1.1 Within twenty-four (24) hours after
learning of any FDA or other

governmental or regulatory body

5 PRISTUP K ZAZNAMUM A
KONTROLY

Spole¢nost Medpace a/nebo zadavatel bude
mit pravo kontrolovat priibéh studie, a to v
arealu zdravotnického zafizeni a
v pfiméfenych terminech po dobu platnosti
této smlouvy. Pred jakoukoliv inspekci
budou zdravotnické zatizeni nebo hlavni
zkousejici informovani spole¢nosti Medpace
a/nebo zadavatelem o datu a Case inspekce.
Ptedstavitelé spolecnosti Medpace a/nebo
zadavatele mohou v pfiméfenych intervalech
kontrolovat udaje odvozené z této studie a
zdravotnické zatizeni nebo hlavni zkousejici

5.1

takové  0daje  okamzit¢  poskytnou.
Zdravotnické zatizeni nebo hlavni zkousejici
budou  spolecnost Medpace  a/nebo

zadavatele telefonicky a nasledné i pisemné
informovat o jakychkoliv vyznamnych
zménach, ke kterym v pribéhu studie dojde,
a to mimo jiné o zmenach personalu studie,
hlavniho zkousejiciho nebo fyzické lokality
studie.

Zdravotnické zafizeni nebo hlavni
zkousejici musi do dvaceti Ctyt (24)
hodin od obdrzeni informace o

5.1.1
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(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, Institution or
Principal Investigator shall provide
written notification to Medpace and
Sponsor. Medpace and Sponsor
shall have the right to be present at
any such inspections and shall have
the opportunity to provide, review,
and comment on any responses that
may be required.  Further,
Institution or Principal Investiagtor
will provide in writing to Medpace
and Sponsor copies of all materials,
correspondence, statements, forms
and records which Institution or
Principal Investigator receives or
obtains pursuant to this inspection.

jakychkoliv inspekcich FDA nebo
statnich ¢i regulacnich orgdnti (jako
napfiklad  Kontrolnitho  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 oznameni, a to
v prubéhu trvani této smlouvy i po
uplynuti jeji platnosti. Spolecnost
Medpace a zadavatel maji pravo
zucastnit se jakychkoliv takovych
inspekci a dostanou prilezitost
poskytnout, posoudit a
pripominkovat jakékoliv odpovédi,
které ~mohou byt nezbytné.
Zdravotnické zafizeni nebo hlavni
zkousejici dale spole¢nosti
Medpace a zadavateli poskytnou
kopie vSech materiald,
korespondence, prohlasent,
formulait a  zaznamu, které
zdravotnické zatizeni nebo hlavni
zkousejici v souvislosti s takovou
inspekei obdrzi nebo zajisti.

6 COSTS AND PAYMENT

SCHEDULE
In consideration of the proper performance of the
Study by the Institution 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. Institution and Principal Investigator will
accept payment from Medpace, or its designee, to the
Payee as full consideration for services rendered. All
costs outlined on Schedule A shall remain firm for
the duration of the Study, unless otherwise agreed to
in writing by the Parties. It is understood and agreed
that no reimbursement will be provided by Medpace
or Sponsor for subjects who are randomized into the
Study in violation of the Protocol, or who do not
conform to the Protocol’s inclusion and exclusion
criteria or for whom serious deviations from the
Protocol are made. The budget contained in Schedule
A is inclusive of all applicable taxes. VAT is not

6 NAKLADY A ROZVRH PLATEB

Jako odména v souvislosti s fadnym provadénim
studie ze strany zdravotnického zafizeni a hlavniho
zkousejictho podle podminek této smlouvy bude
spoleCnosti Medpace nebo jejim povéfenym
zastupcem provedena uhrada piijemci platby (dale
jen ,pfijemce platby*) oznacenému v priloze A
pripojené k této smlouvé a zaclenéné do ni odkazem.
Zdravotnické zatizeni a hlavni zkousejici thradu od
spole¢nosti Medpace, ¢i ji povéfeného zastupce
piijmou jako plnou uhradu za poskytnuté sluzby.
Vsechny naklady uvedené v ptiloze A zlstanou
neménné po celou dobu trvani studie, pokud se
smluvni strany pisemné nedohodnou jinak. Smluvni
strany jsou si védomy a souhlasi s tim, ze za
subjekty, které byly randomizovany do studie v
rozporu s protokolem, Kkteré nesplnuji kritéria
protokolu pro zafazeni a vyfazeni nebo u nich dojde
v jejich pfipadé k zavaznym odchylkam od
protokolu, nebude spole¢nosti Medpace ani

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

L JNIER[E

07-October-2016| Page 10 of 21

CONFIDENTIAL



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.

zadavatelem poskytnuta zaddna uhrada. Rozpocet
uvedeny v pfiloze A zahrnuje vSechny platné dané.
DPH se neuplatiiuje, protoze spolecnost Medpace,
Inc., ma sidlo v USA. V pfipad¢, ze béhem platnosti
této smlouvy dojde k jakymkoli zménam v zakon¢ o
DPH nebo budou vyzadovany srazky podle jinych
zakon, DPH nebo tyto srazky budou hrazeny
stranou, ktera za to ze zakona nese odpovédnost. Dle
této smlouvy provede spole¢nost Medpace, jakozto
pléatce zastupujici zadavatele, thradu piijemci platby
z vazaného uctu poskytnutého zadavatelem. Bez
ohledu na vySe uvedené spole¢nost Medpace muze
vydat pisemny dodatek podepsany pouze spole¢nosti
Medpace za ucelem zvysSeni nakladii studie tak, jak
je to popsano v ptiloze A.

7 TERM AND TERMINATION

7.1 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 Institution and Principal Investigator 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
Institution and Principal Investigator. The
Parties agree that in the event of a breach of
this Agreement, the non-breaching Party
shall be entitled to seek its expenses and
attorney fees.

7.3 Medpace shall be obligated to pay Payee
solely for those items set forth in the
Schedule A that have been incurred prior to
the date of termination. Institution and
Principal Investigator shall promptly refund
to Medpace or shall cause Payee to promptly

refund all unearned advance payments made

7 PLATNOST SMLOUVY A JEJI
UKONCENI

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

7.1

7.2 Zdravotnické zafizeni a hlavni zkousSejici
mohou tuto smlouvu pred¢asné ukoncit v
pripad¢, Ze ji spole¢nost Medpace zdvaznym
zplsobem porusi a nezajisti napravu do
triceti (30) dnti po obdrzeni pisemného
oznameni od smluvni strany, v némz je
podrobné¢ uvedena povaha  poruseni.
Spole¢nost Medpace mize tuto smlouvu
kdykoliv ukoncit na zakladé¢ tficetidenni (30)
pisemné vypovédi zdravotnickému zafizeni a
hlavnimu zkouSejicimu. Strany souhlasi s
tim, Ze v pfipadé poruSeni této smlouvy,
strana, ktera smlouvu neporusila, mulze
uplatiovat narok na pokryti nakladi a
soudnich poplatkd.

7.3 Spolecnost Medpace bude povinna uhradit
pfijemci platby vyhradné ty polozky, které
jsou stanoveny v pfiloze A a vznikly pted
datem ukonceni. Veskeré nevydélané zalohy,
které spolecnost Medpace dle prilohy A
uhradila, budou zdravotnickym zafizenim a

hlavnim  zkou$ejicim  ihned  vraceny,
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by Medpace under the Schedule A. pfipadné =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 zddném piipadé
obligated to pay any invoices submitted after povinna uhradit jakékoliv faktury pfedloZzené
the time period for submitting final invoices po uplynuti obdobi pro piedlozeni
set forth in Schedule A has expired. zavéreCnych faktur, jak je stanoveno v

ptiloze A.

7.5 Institution and Principal Investigator may, in | 7.5 Zdravotnické zafizeni a hlavni zkouSejici
accordance with good clinical practices, mohou v souladu se spravnou klinickou praxi
suspend or terminate the Study for a patient pozastavit nebo ukoncit studii z davodu obav
safety concern. o0 bezpeci pacientu.

7.6 Upon completion or termination of this | 7.¢ Po ukon¢eni nebo vypovédi této smlouvy
Agreement, Institution and  Principal zdravotnické zafizeni a hlavni zkousejici na
Investigator shall, upon Medpace’s request, zadost spole¢nosti Medpace vrati spole¢nosti
return or destroy all documents, information, Medpace nebo zadavateli anebo zlikviduji
and/or supplies, including, but not limited to, veskeré dokumenty, informace a/nebo
Study drug(s) and related devices, materidly, mezi néZ mimo jiné patii
equipment, and any biological samples or hodnocené piipravky a souvisejici zafizeni,
other materials provided by Medpace or vybaveni a jakékoliv biologické vzorky &i
Sponsor for the conduct of the Study, to jiné  materidly poskytnuté  spole¢nosti
Sponsor or Medpace within thirty (30) days. Medpace nebo zadavatelem pro provadéni
If Medpace requests that such documents, studie, a to do tiiceti (30) dnd. Vyzada-li si
information or supplies be destroyed, spole¢nost Medpace zni¢eni takovych
Institution or Principal Investigator, as dokumentti, informaci ¢ materiald,
applicable, agrees to destroy same and zdravotnické zafizeni nebo hlavni zkouSejici
provide Medpace with written certification budou souhlasit s jejich zni¢enim a
of such destruction. The Confidential spole¢nosti Medpace o znieni poskytnou
Information, Recordkeeping, Access to pisemné osvédCeni. Oddily tykajici se
Records, Term and Termination, Intellectual dtivérnych informaci, uchovavani zdznami,
Property, Publications and Publicity, piistupu k zdznamim, platnosti a ukondeni,
Indemnification, and Governing Law dusevniho  vlastnictvi, zvefejnéni a
sections shall survive the termination or propagace, odikodnéni a rozhodného prava
expiration of this Agreement. zistanou v platnosti 1 po ukonceni C¢i

vyprseni platnosti této smlouvy.

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 Institution transfers zkouSejici nebo zdravotnické zafizeni se
to any other by operation of this Agreement zavazuji, ze s vyjimkou piipadd vyslovné
any patent right, copyright, trademark right, stanovenych v této smlouvé v ramci
or other proprietary right of Sponsor, provadéni  této  smlouvy nepfevedou
Medpace,  Principal  Investigator, or jakakoliv patentova ¢i autorska prava, prava
Institution, except as expressly set forth k ochrannym znamkam ani jina vlastnicka
herein. prava zadavatele, spole¢nosti Medpace,

hlavniho zkousejiciho nebo zdravotnického
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zatizeni na kohokoliv jiného.

8.1.1 “Invention” means any discovery, , B L
invention, technology, result, data, 811  ,Vyndlezy” se rozumi jakékoliv
material, improvement, or idea, objevy, ~vyndlezy, technologie,
whether or not patentable, resulting vysledky, ~~udaje,  materidly,
from or reduced to practice as a vylepseni ¢i navrhy, af jiz jsou
result of conducting the Study, or patentovatelné & nikoliv, které
made using the Study Drug or vznikly nebo byly upraveny pro
Confidential Information. praxi jako disledek provadéni této

studie, pfipadné byly vytvofeny s
vyuzitim hodnoceného pfipravku
nebo divérnych informaci.

8.2 Ins'gltutlon or Principal Inve_stlgat_o_r will 8.2 Zdravotnické zatizeni nebo hlavni zkousSejici
notify Spoﬁsor' promptly a.nd In writing, of budou zadavatele okamzit¢ pisemné
any In_ventlon made by Institution, Principal informovat o jakychkoliv  vyndlezech
Investigator, and Study Personnel. ucinénych zdravotnickym zafizenim,

hlavnim zkouS$ejicim a personalem studie.

8.3 Sponsor shall own all right, title, and interest | g 3 Zadavatel bude drzitelem vekerych prav,
in and to any Invention and shall have the titulfl a naroki na jakékoliv vynalezy a bude
sole and exclusive right to obtain, at its mit jako jediny subjekt vyluéné pravo
option, patent protection in the United States obstarat si — dle vlastni volby — pro kterykoli
and other countries on any such Invention. If takovy vynalez patentovou ochranu ve
Sponsor requests, Institution and Principal Spojenych statech americkych a jinych
Investigator will execute and will cause zemich. Na vyzadani zadavatele
Study Personnel to execute any application, zdravotnické zafizeni a hlavni zkousejici
assignment, or instrument or to testify as vyhotovi a zajisti, Ze personal studie
Sponsor deems necessary for Sponsor to vyhotovi, jakoukoliv Zadost, pfevod ¢i
obtain patents or otherwise to pl’OteCt néstroj nebo podaji Svédectvi, Jak bude
Sponsor’s interest in an Invention. Sponsor zadavatel povazovat za nezbytné, aby
will reasonably compensate Institution or zadavate]l mohl ziskat patenty & jinou
Principal Investigator or its designated Payee ochranu pro sviij narok na vynalez. Zadavatel
for the time devoted to such activities and zdravotnickému zafizeni nebo hlavnimu
will reimburse Institution or Principal zkoudejicimu nebo jeho pijemeci platby
Investigator or its designated Payee for pfiméfené vynahradi ¢as vénovany témto
reasonable and necessary expenses incurred. ukontm a odskodni zdravotnické zatizeni

nebo hlavniho zkousejiciho nebo jim
ur¢eného pfijemce platby za pfiméfené a
nutné vzniklé naklady.

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 studie je
multicenter trial, and Institution/Principal soucasti multicentrického hodnoceni, a
Investigator may publish the results of its zdravotnické  zatfizeni/hlavni  zkousSejici
part of the Study in collaboration with the sméji publikovat vysledky své ¢asti studie ve
other investigators, but in complete spolupraci s ostatnimi zkouSejicimi, musi tak
compliance with this section and with the ale ucinit v uplném souladu s timto oddilem
Confidential Information section. After the a oddilem Dutvémé informace. Po
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9.2

multicenter publication or twelve (12)
months after completion of the Study at all

multicentrickém  zvefejnéni,  ptipadné
dvanact (12) mésicti po dokonceni studie ve

sites, whichever occurs first, vSech centrech — podle toho, ktera ze situaci
Institution/Principal Investigator may itself nastane dfive — sméji zdravotnické
publish the results of its data from the Study. zafizeni/hlavni zkou$ejici sami publikovat
Institution and Principal Investigator shall vysledky  svych udaji ze  studie.

provide Sponsor and Medpace with an
advance copy of any proposed publication or
oral presentation at least sixty (60) days prior
to the planned date of submission for
publication or presentation and Sponsor shall
have sixty (60) days to review the proposed
publication for the purposes described
below. Sponsor and Medpace may request in
writing, and Institution/Principal
Investigator shall agree to, (a) the deletion of

Zdravotnické zafizeni a hlavni zkousSejici
poskytnou zadavateli a spolecnosti Medpace
signalni vytisk navrhované publikace ¢i ustni
prezentace, a to nejméné Sedesat (60) dni
pied planovanym datem odevzdéani publikace
¢i prezentace, a pro ucely popsané nize bude
mit zadavatel Sedesat (60) dnli na posouzeni
navrhované  publikace.  Zadavatel a
spole¢nost Medpace mohou pisemné vyzadat
a zdravotnické zafizeni/hlavni zkousSejici

any Confidential Information, (b) any budou souhlasit s (a) odstranénim
reasonable changes requested by Sponsor or jakychkoliv ~ davérnych informaci, (b)
Medpace, or (¢) a delay of such proposed jakymikoliv piiméfenymi zménami

submission for an additional period, not to
exceed ninety (90) days, in order to protect
the potential patentability of any technology
described therein. Sponsor, at its election,
shall be entitled to receive in any such
publication an acknowledgement of its
sponsorship of the Study.

Neither Party shall use the other Party’s
name, nor issue any public statement about
this Agreement, or publish any information
about the Study, without the prior written
permission of the other Party except as
required by law. Such prior permission shall
not be unreasonably withheld. Medpace shall
submit this Agreement for publication in the
registry of contracts administered by the
Ministry of Interior Affairs, located at the
website https://smlouvy.gov.cz/ (“Contracts
Registry”), in accordance with applicable
laws and regulations. Schedule A constitutes
proprietary information of Medpace and it
will not be published in the Contracts
Registry. Estimated total possible amount to
be paid under the agreement is Two Hundred
Sixty-nine Thousand Four Hundred and Six
(269,406) CZK, assuming the Study subject
enrollment goal is achieved. Medpace shall

9.2

pozadovanymi zadavatelem ¢i spoleCnosti
Medpace nebo (c) odlozenim takového
navrhovaného odevzdani za icelem ochrany
mozné patentovatelnosti jakychkoliv
technologii v nich popsanych, a to po
dodatecné obdobi v maximalni délce
devadesati (90) dni. Zadavatel je dle své
volby opravnén Zadat, aby jeho sponzorstvi
studie bylo zminéno v jakychkoliv takovych
publikacich.

Z4adna ze stran nebude bez piedchoziho
pisemného svoleni druhé strany pouzivat
jméno druhé strany, vydavat jakakoliv
vefejna prohlaseni o této smlouvé ani
zvefejnovat jakékoliv informace o této studii
vyjma ptipadt, kdy je to vyzadovano
zakonem. Takové pfedem poskytnuté svoleni
nesmi byt 2z nepfiméfenych divodua
odepteno. Spolecnost Medpace zvetfejni tuto
smlouvu v Registru smluv spravovaném
Ministerstvem vnitra, ktery se nachdzi na
internetovych strankach
https://smlouvy.gov.cz/ ("Registr smluv"), v
souladu s platnymi zakony a piedpisy.
Pfiloha A ptedstavuje divérné informace o
spole¢nosti Medpace a nebude zvetfejnéna v
Registru smluv. Odhadovana celkova mozna
Castka vyplacena v ramci smlouvy je
dvéstaSedesatdevéttisicCtytistasest

(269.406,-) K¢, za ptredpokladu, ze je cil
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be responsible for redacting the Agreement
before publication in the Contracts Registry.
Institution shall not publish any non-redacted
versions on any websites or other media
without obtaining Medpace’s prior written
consent. The signatories to this Agreement
agree and consent to publication in the
Contracts Registry of their personal
information, including but not limited to
their names and titles.

zatazovani  subjektd  studie  dosazen.
Spolecnost Medpace odpovida za redigovani
smlouvy pfed zverejnénim v Registru smluv.
Instituce nezvetejni neredigovanou verzi na
jakychkoli webovych strankach nebo jinych
médiich bez ziskani pfedchoziho pisemného
souhlasu spole¢nosti Medpace. Signatafi této
smlouvy se dohodli a souhlasi se
zvefejnénim  jejich osobnich informaci
V registru smluv, véetn¢ ale nejenom jejich
jmen a tituld.

9.3 Notwithstanding the foregoing, nothing | 9.3 Bez ohledu na vySe uvedené skute¢nosti
contained in this Agreement shall prevent the nebude Zadna z ¢asti 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 séfredaktort
Journals of the International Committee of 1ékatskych asopist na ptispévky uréené pro
Medical Journal Editors in effect as of the zvefejnéni v biomedicinskych ¢asopisech
date of initiation of the Study (see platnymi v den zahjeni studie (viz
www.icmje.org). www.icmje.org).

10 NOTICES 10  OINAMENI

Any notice required or permitted under this | Jakékoliv oznameni vyzadované ¢i dovolené dle této

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

smlouvy musi byt uc¢inéno pisemné a v ptipadée, ze
bude odeslano jako doporucené psani ¢i rekomando,
a to vyplacené a s dodejkou, bude povazovano za
uc¢inéné a dorucené tti (3) dny po odeslani, ptipadné
jeden (1) den po odeslani, pokud bude odeslano
expresni kuryrni sluzbou ¢i faxem/elektronickym
prenosem. Zdravotnické zafizeni a hlavni zkouSejici
budou dale pisemné¢ (email je pro tcely tohoto oddilu
povazovan za pisemnou formu) informovat
spole¢nost Medpace o jakychkoliv zménach jména
pfijemce platby na stran¢ zdravotnického
zafizeni/hlavniho zkousSejiciho, ptripadné jejich
adres, DIC, firemnich adres & nazvu spole¢nosti.
Jakékoliv takové ozndmeni bude ucinéno hlavnim
zkousejicim nebo predstavitelem zdravotnického
zafizeni, ktery maji stejnou ¢i vét§i pravomoc nez
predstavitel zdravotnického zatizeni, ktery jeho
jménem tuto smlouvu podepisuje. Veskera oznameni
musi byt adresovana kontaktnim osobam uvedenym
nize:
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IF TO MEDPACE / JESTLIZE PRO
SPOLECNOST MEDPACE:

Medpace, Inc.

IF TO INSTITUTION / .!ESTI.’IiE PRO
IDRAVOTNICKE ZARIZENI:

Fakultni nemocnice Brno

IF TO SPONSOR / JESTLIZE PRO
ZADAVATELE:

DalCor Pharma UK Ltd., Altrincham,

Jinlavska 20
625 00 Brno
Czech Republic

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

Zug Branch
Baarerstrasse 2
6300 Zug, Switzerland

IF TO INVESTIGATOR / JESTLIZE PRO

ZKOUSEJiCciHO:

Fakultni nemocnice Brno
Interni kardiologicka klinika

Jinlavska 20
625 00 Brno
Czech Republic

1 ELECTRONIC SIGNATURES

Institution and Principal Investigator consent to
electronic communication and electronic signatures
being equal to signatures inked on paper, with the
exception of the signature in this contract and any
amendments thereto. Institution and Principal
Investigator acknowledge and agree that electronic
communication is an acceptable method of
communicating information from Medpace to
Institution and/or Principal Investigator 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
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 Institution or Principal Investigator 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. Institution and/or Principal
Investigator 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.

11 ELEKTRONICKE PODPISY

Zdravotnické zatizeni a hlavni zkousejici souhlasi s
tim, Ze elektronicka komunikace a elektronicky podpis
maji stejnou platnost jako vlastnorucni podpisy na
dokumentech v ti§téné podobé, ato s vyjimkou podpisu
této smlouvy a jejich pfipadnych dodatk.
Zdravotnické zafizeni a hlavni zkousSejici berou na
védomi a souhlasi s tim, ze elektronicka komunikace je
prijatelnym zptisobem, kterym mulize spolecnost
Medpace sdélovat informace zdravotnickému zafizeni
a/nebo hlavnimu zkousejicimu, aniz by bylo nutné o
obsahu sdéleni informovat v tiSténé podobé. Jakékoliv
sdéleni a nasledny elektronicky podpis, ke kterym mezi
smluvnimi stranami doSlo v minulosti, dochazi v
soucasnosti ¢i dojde v budoucnosti, budou mit stejnou
platnost a uc¢innost 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
tla¢itko ,,Souhlasim®“. Veskera sdéleni poskytnuta
spole¢nosti Medpace zdravotnickému zatfizeni nebo
hlavnimu zkousSejicimu v elektronické podob¢ budou
poskytnuta jednim z nasledujicich zplsobd: (1)
prostfednictvim emailové zpravy se zadosti o stahnuti
souboru ve formatu PDF ¢i DOC, ktery sdéleni
obsahuje, nebo (2) v pfipadé licen¢ni dohody bude
poskytnuto  bezprostfedné¢  pfed  piihlasovaci
obrazovkou aplikace ClinTrak. Zdravotnické zafizeni
a/nebo hlavni zkouSejici maji moznost ziskat
elektronickou komunikaci v tisténé podob¢ tim, ze si ji
sami vytisknou, pfipadné pozadaji spolecnost Medpace
0 jeji zaslani poStou, a to za predpokladu, ze k
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takovému pozadavku dojde v pifiméfené dob€ po
prvnim odeslani elektronické komunikace spole¢nosti

Medpace.

12 INDEMNIFICATION AND
INSURANCE 12 ODSKODNENI A POJISTENI

12.1  Sponsor shall indemnify Institution and | 12.1  Zadavatel odSkodni zdravotnické zafizeni a
Principal Investigator pursuant to the terms hlavniho zkouSejiciho podle podminek
and conditions of a separate letter of samostatného  slibu  odSkodnéni  mezi
indemnification between Sponsor, zadavatelem, zdravotnickym zafizenim a
Institution, and Principal Investigator, as hlavnim zkouSejicim dle potieby.
requested.

12.2  Medpace and Sponsor shall not be liable for | 12.2  Spole¢nost Medpace a zadavatel nebudou
incidental, special, indirect or consequential pravné odpoveédni za nahodné, zvlastni,
damages to persons or property including but nepfimé ani nasledné $kody vzniklé osobam
not limited to the right to be paid for loss of ¢i na majetku, mezi néz mimo jiné patii
time, loss of services, loss of production, lost pravo na tuhradu ztraceného casu, ztraty
profits, lost business, lost savings or other sluzeb, ztraty vyroby, uslého zisku,
economic or business loss or claims of any ztracenych obchodnich pfileZitosti a Gspor
kind whatsoever, arising out of or as a nebo jinych ekonomickych a obchodnich
consequence of the services performed or ztrat ¢ narokt  jakéhokoliv  druhu
otherwise under this Agreement, even if vyplyvajicich nebo vznikajicich nasledkem
advised of the possibility of such damages. provadeéni sluzeb ¢i jinym zpisobem dle této

smlouvy, a to i v piipadé, Ze budou o
moznosti vzniku takovych $kod informovani.

12.3  Sponsor represents it has taken out third | 12.3  Zadavatel prohlaSuje, Ze pro hlavniho

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

zkousejiciho, personal studie a sebe sama
uzaviel pojisténi odpovédnosti za Skodu
vzniklou tfeti strané v souvislosti s
provadénim dotCené studie v souladu s
prislusSnymi  zdkony, pficemz takové
pojisténi bude kryt zejména naklady na 1é¢bu
subjektt studie, ktera souvisi s jakoukoliv
ujmou na zdravi zpisobenou subjektim
studie v souvislosti s jejich ucasti ve studii.
Zadavatel bude udrzovat zminéné pojisténi v
platnosti po dobu trvani smlouvy, a je-li to
pozadovano prislusSnymi zakony, pak i v
prabéhu prislusného obdobi nasledujiciho po
dokonceni studie.
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13 ENTIRE AGREEMENT, WAIVER

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.

l'lPI;NA SMLOUVA A VIDANI SE
PRAV

Tato smlouva predstavuje uplnou dohodu smluvnich
stran a nahrazuje veSkera pfedchozi jednani mezi
smluvnimi stranami, dohody nebo umluvy (tstni ¢i
pisemné) tykajici se predmétu této smlouvy. V
piipadé jakychkoliv rozpor mezi touto smlouvou a
protokolem rozhoduji podminky této smlouvy.
Jestlize n€které ustanoveni této smlouvy je nebo se
stane (i) nelegalnim podle jakéhokoli platného
zékona ¢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 pisemng.
Nevymahani dodrzovani kterékoliv z podminek této
smlouvy nepiedstavuje vSeobecné upusténi od nebo
zieknuti se jakychkoliv takovych podminek; tyto
naopak vzdy ziistavaji pln¢ platné a G¢inné.

13

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

14  USTANOVENIi PROTI UPLATKUM

A KORUPCI

Pti plnéni svych povinnosti podle této smlouvy zadna
strana ani zadny ze zastupct stran nezaplati, nenabidne
ani neslibi, ze zaplati, ani neschvali zaplaceni jakékoliv
penézni Castky, ani neposkytne nebo neslibi, Ze
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 oddéleni, za
ucelem uplaceni a nemistného (i) ovliviiovani jednani
nebo rozhodovani takové osoby v jeji tifedni funkci,
véetné rozhodnuti, Zze bude chybné vykonavat své
funkce pro takovy vladni ufad nebo vykonny organ
nebo vefejnou mezinarodni organizaci nebo politickou
stranu, (i1) zptisobeni, Ze tato osoba vyuzije svého vlivu
ve vladnim ufadu nebo vykonném organu, nebo ve
vetejné 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
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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.

platbu pro ciziho ufednika, politickou stranu nebo
funkcionafe strany, jejimz ucelem je urychlit nebo
zajistit provedeni b&ézné Ufedni Cinnosti cizim
ufednikem, politickou stranou nebo funkcionaiem
strany.

15 ASSIGNMENT AND DELEGATION

This Agreement, and all rights, duties and
obligations hereunder, may not be assigned or
delegated by Institution or Principal Investigator
without the prior express written consent of
Medpace. Any attempt made by Institution or
Principal Investigator to assign or delegate this
Agreement in violation of this section shall be of no
force or effect. Institution and Principal Investigator
acknowledges that Medpace shall have the right to
assign or delegate this Agreement or any portion
thereof without the consent of Institution or Principal
Investigator.

POSTOUPENI A PREVEDENI

Tato smlouva a vSechna prava, povinnosti a zavazky
z ni vyplyvajici nesmi byt zdravotnickym zatizenim
ani hlavnim zkousejicim postoupeny ani delegovany
bez ptfedchoziho vyslovného pisemného souhlasu
spole¢nosti Medpace. Jakykoli pokus
zdravotnického zatizeni ¢i hlavniho zkousejiciho
postoupit nebo delegovat tuto smlouvu v rozporu s
timto oddilem nebude platny ani UCinny.
Zdravotnické zatizeni a hlavni zkousSejici berou na
védomi, ze spolecnost Medpace je opravnéna
postoupit nebo delegovat tuto smlouvu nebo
jakoukoli jeji cast bez souhlasu zdravotnického
zafizeni ¢i hlavniho zkousejiciho.

15

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 partnert a nebude vykladan jako
jakykoliv zaméstnanecky ¢i zastupitelsky vztah mezi
smluvnimi stranami. Spole¢nost Medpace ani
zadavatel neponesou odpovédnost za jakékoliv
zaméstnanecké vyhody, penze, odmény pracovnikil,
srazky z platu ¢i zaméstnanecké dané tykajici se
zdravotnického zafizeni, 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. No financial adjustments shall be
made because of such modifications unless the
Parties hereto amend this Agreement accordingly.

ZMENY PROTOKOLU

Protokol muaze byt doplnén pouze z nafizeni
zadavatele a zména podléha naslednému schvaleni
etické komise. Finan¢éni podminky se z divodu
takovych uprav meénit nebudou, pokud smluvni
strany tuto smlouvu pfislusnym zptisobem nedoplni.

17
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18 GOVERNING LAW AND

CONTROLLING LANGUAGE

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

ROZHODNE PRAVO A JAZIYK

Tato smlouva se bude fidit a vykladat v souladu s
pravnimi predpisy Ceské republiky. V piipads
rozporu mezi ¢eskou a anglickou jazykovou verzi
rozhoduje éeska verze.

18

19 COUNTERPARTS

This Agreement, and any subsequent amendment(s),
shall be executed in three (3) counterparts. Each
Contracting Party shall receive one counterpart.

VYHOTOVENI

Tato smlouva a jakékoli jeji nasledné dodatky budou
vyhotoveny ve tiech (3) stejnopisech, pficemz kazda
smluvni strana obdrzi po jednom stejnopise.

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 uznavaji a souhlasi, ze zadavateli
nalezi prospéch z této smlouvy jakozto obmyslené
treti strané, a souhlasi, ze zadavatel je opravnén
vymahat tato prdva sam pfimo, nebo neptfimo
prosttednictvim spolecnosti 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 / NASLEDUJE PODPISOVA STRANA
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Medpace, Inc.

By (signature) / Podepsal/a (podpis)

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

Title / Funkce

Date/Datum

Institution / Zdravotnické zafizeni

By (signature) / Podepsal/a (podpis)

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

Title / Funkce

Date/Datum

Principal Investigator / Hlavni zkousejici

By (signature) / Podepsal/a (podpis)

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

Title / Funkce

Date/Datum
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