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CLINICAL STUDY
AGREEMENT

This clinical study agreement (“Agreement”),
effective as of 28-June-2017 (the “Effective
Date”), is entered into by and among Medpace,
Inc., with its principal office and place of
business at 5375 Medpace Way, Cincinnati, Ohio
45227 (“Medpace”), represented by XXXXX,
Clinical Trial Manager; Vseobecna fakultni
nemocnice v Praze, with its principal office and
place of business at U Nemocnice 499/2, 128 08
Prague 2, Czech Republic ("Institution”),
represented by XXXXX, Director. Medpace and
Institution, are sometimes collectively referred to
herein as parties (the “Parties”).

Parties agree that XXXXX,with his permanent
residence at XXXXX, Czech Republic
(“Investigator”) shall serve as the principal
investigator in the Study.

WHEREAS, Kowa Research Institute, Inc.
(“Sponsor”) is sponsoring a clinical study on the
compound K-877 (the “Study Drug”), in accordance
with Protocol No. K-877-303, titled “A Phase 3,
Multi-Center, Placebo-Controlled, Randomized,
Double-Blind, 12-Week Study With a 40-Week,
Active-Controlled, Open-Label Extension to
Evaluate the Efficacy and Safety of K-877 in Adult
Patients With Fasting Triglyceride Levels >500
mg/dL and <2000 mg/dL and Mild or Moderate
Renal Impairment” (the “Protocol’), and Institution”
(the “Protocol”), and Institution and Investigator
possess expertise in the conduct and performance
of clinical studies. The performance of the
Protocol shall be referred to herein as the
“Study”; and

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

WHEREAS, Medpace desires that Institution
and Investigator participate in the conduct of the
Study in accordance with the Protocol and the

SMLOUVA O KLINICKE STUDII

Tato smlouva o klinické studii (déle jen ,,smlouva®),
u¢inna od 28. cervna 2017 (dale jen ,,datum
ucinnosti®), se uzavira mezi spole¢nosti Medpace,
Inc., se sidlem a mistem podnikani na adrese 5375
Medpace Way, Cincinnati, Ohio 45227, USA (dale
jen ,,Medpace®), zastoupenou XXXXX, manazerem
klinického vyzkumu; a VsSeobecnou fakultni
nemocnici v Praze, se sidlem a mistem podnikani na
adrese U Nemocnice 499/2, 128 08 Praha 2, Ceska
republika (dale jen ,zdravotnické zafizeni),
zastoupenou  XXXXX, feditelkou. Spolecnost
Medpace a zdravotnické zafizeni jsou v nékterych
ptipadech v tomto dokumentu spolec¢né oznaovany
jako smluvni strany (dale jen ,,strany*).

Strany souhlasi, ze XXXXX, s trvalym bydlistém na
adrese XXXXX, Ceskd republika (dale jen
»zkousejici), bude vykonavat funkci hlavniho
zkousejiciho v ramei studie.

VZHLEDEM K TOMU, ZE spoletnost Kowa
Research Institute, Inc. (dale jen ,zadavatel®)
sponzoruje klinickou studii tykajici se ptipravku K-
877, (dale jen ,,hodnoceny pfipravek®), v souladu s
protokolem ¢. K-877-303 nazvanym ,,Multicentricka,
randomizovana, dvojit¢ zaslepena, placebem
kontrolovana, 12-ti tydenni studie faze 3, se 40-ti
tydennim, aktivné kontrolovanym, otevienym
prodlouzenim, hodnotici i¢innost a bezpecnost K-
877 u dospélych pacienti s hladinou triglyceridt
>500 mg/dl a <2000 mg/dl nalaéno a mirnym ¢i
sttedné zavaznym poskozenim ledvin®“ (dale jen
»protokol®) a zdravotnické zafizeni a zkouSejici maji
odborné znalosti v oblasti fizeni a provadéni
klinickych studii. Provadéni protokolu bude v této
smlouveé uvadéno jako ,,studie”; a

VZHLEDEM K TOMU, ZE spoleénost Medpace je
smluvni  vyzkumnou organizaci, ktera byla
zadavatelem najata pro fizeni a spravu této studie,
mimo jiné véetné vyjednani a uzavieni této smlouvy;
a

VZHLEDEM K TOMU, ZE si spole¢nost Medpace
pieje, aby se v souladu s protokolem a podminkami
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1.1

1.2

1.3

1.4

terms and conditions of this Agreement, and
Institution and Investigator desire 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:

SCOPE OF WORK

Institution and Investigator shall perform
the Study at Institution 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
(“Applicable Laws”). The Study location
will not be changed without Medpace’s
prior written consent.

Prior to the start of Study,
Medpace/Sponsor will obtain any and all
necessary approvals of the applicable
regulatory authorities and central Ethics
Committee.

Institution agrees to provide the
Investigator with free access to the
Institution’s applicable subject
population to recruit the number of
Subjects (as defined in the Investigator
Responsibilities Section below) set forth
in the Investigator Responsibilities
Section below to participate in the Study,
and will facilitate the proper performance
of the Study.

A copy of the Protocol and an updated
Investigator's Brochure have been
provided to Institution and Investigator,

této

PROTO, s ohledem na vyse uvedené skuteCnosti,
vzdjemnd ujedndni a pfisliby vyjadiené v této
smlouvé a fadnou a hodnotnou odmeénou, jejiz ptijeti
a piiméfenost se timto potvrzuje, bylo smluvnimi
stranami ujednano nasledujici:

1.1

1.2

1.3

1.4

smlouvy na provadéni
zdravotnické zafizeni a zkousSejici, a zdravotnické
zafizeni a zkousSejici si preji podilet se na provadeéni
studie v souladu s protokolem a podminkami této
smlouvy.

studie podileli i1

ROZSAH PRACI

Zdravotnické zafizeni a zkouSejici budou
provadét studii ve zdravotnickém zafizeni, a
to v pfisném souladu s podminkami této
smlouvy, jakymikoliv pisemnymi pokyny
zadavatele a/nebo spole¢nosti Medpace,
v§emi obecné pfijimanymi standardy spravné
klinické praxe, protokolem a vSemi platnymi
mistnimi zdkony a predpisy upravujicimi
provadéni klinického vyzkumu (dale jen
»platné zakony*). Misto provadéni studie
nebude ménéno bez predchoziho pisemného
souhlasu spolecnosti Medpace.

Pfed zahajenim studie zajisti spole¢nost
Medpace/zadavatel od prislusnych

regulacnich organi a etické komise pro
multicentrickd hodnoceni veskerd nezbytna
povoleni.

Zdravotnické zatizeni se zavazuje, ze
zkouSejicimu poskytne volny pfistup k
prislusné populaci subjektli zdravotnického
zafizeni, mezi nimiz provede nabor
stanoveného poctu subjektii (jak je uvedeno
nize v oddilu Povinnosti zkousejiciho), ktefi
se zucCastni studie a jejichz pocet je uveden v
nize uvedeném oddilu Povinnosti
zkouSejiciho, a umozni tadné provedeni
studie.

Zdravotnickému zafizeni a zkouSejicimu byl
poskytnut vytisk protokolu a aktualizovany
soubor informaci pro zkouSejiciho a
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1.5 Institution shall perform the Study through | 1-5 ~ Zdravotnické  zafizeni provede  studii
(i) Investigator, (ii) employees, executives, prostfednictvim (i)  zkouSejiciho, (i)
officers, and directors of the Institution, and zaméstnancl,  vedoucich  zaméstnanci,
(iii) any other agents, contractors or other urednik a feditell zdravotnického zafizeni a
third parties approved in by Medpace (ii1) kterychkoliv jinych zastupci, smluvnich
(collectively ~ “Representatives”).  The partnert a jinych tietich stran odsouhlasenych
Institution shall be responsible for any spolecnosti Medpace (spoleéné oznacovani
failure of its Representatives to comply Jako ,,pfedstavitelé®). Zdravotnické zafizeni
with this Agreement, including the je zodpovédné za jakékoliv nedodrzeni této
Protocol, and any written instructions smlouvy ze strany jeho pfedstavitelt, a to
delivered to the Institution. veetné protokolu a jakychkoliv pisemnych

instrukci  poskytnutych  zdravotnickému
zatizeni.

1.6 Medpace agrees to supply Institution with | -6~ Spolecnost — Medpace  souhlasi, — Ze

and by signing this Agreement,
Institution confirms that it has 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 thereto, into this Agreement.

sufficient supplies of Study Drug and

placebo in sufficient time period for the piipravkem  a  placebem v Casovych
proper conduct of the Study. All Study intervalech a mnoZstvi dostateném k

- - dokonceni studie. Veskeré zasoby
Drug supplied to Institution and hodnoceného pipravku dodané

Investigator shall remain the exclusive
property of Sponsor until administered or
dispensed to Subjects during the course of
the Study. The Study Drug shall only be
used as described in the Protocol and in
compliance  with  Applicable  Laws.
Institution will not transfer any portion of
the Study Drug to any third party or use the
Study Drug for any purpose other than the
purposes of conducting the Study under this
Agreement. Institution shall hold, store and
transport all supplies of Study Drug in
compliance with all Applicable Laws.
Within thirty (30) days of the expiration or
termination of this Agreement, Institution
shall return to Medpace all unused supplies
of Study Drug at Medpace’s expense.
Institution shall maintain complete and
accurate records relating to the disposition
of the Study Drug.

Medpace shall ensure a delivery of the
Study Drug and placebo supplies in the
pharmacy of the Institution
(“Pharmacy”), where a responsible

podpisem této smlouvy zdravotnické zatizeni
potvrzuje, Zze obdrZelo, pfijalo a seznamilo se
s protokolem, souborem informaci pro
zkousejictho a s jakymikoliv dalSimi
poskytnutymi informacemi. Protokol je timto
odkazem zaclenén do této smlouvy, a to
spolecné s veskerymi svymi dodatky.

zdravotnické zafizeni zasobi hodnocenym

zdravotnickému zatizeni a zkouSejicimu
zustavaji vyhradnim vlastnictvim zadavatele,
dokud neni podan nebo vydan v prub&hu
studie subjektim. Hodnoceny piipravek smi
byt pouzit pouze tak, jak je popsano Vv
protokolu, a v souladu s platnymi zakony.
Zdravotnické zatizeni nesmi zadné mnozstvi
hodnoceného ptipravku ptedat jakékoliv treti
strané nebo hodnoceny pfipravek pouzivat
pro jakékoliv jiné ucely nez k provadéni
studie dle této smlouvy. Zdravotnicke
zatizeni musi uchovavat, skladovat a prevazet
vSechny dodavky hodnoceného ptipravku v
souladu se v§emi platnymi zadkony. Do tficeti
(30) dnd od uplynuti doby platnosti nebo
ukonCeni této smlouvy musi zdravotnické
zatizeni na naklady spole¢nosti Medpace
navratit spole¢nosti Medpace vSechny
nevyuzité dodavky hodnocené¢ho pfipravku.
Zdravotnické zafizeni musi vést Uplné a
pfesné zaznamy o rozmisténi davek
hodnocené¢ho  pfipravku.Medpace  zajisti
dodani hodnoceného ptipravku a placeba do
Iékarny zdravotnického zafizeni (dale jen
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Ict:eglllslatlon, namely Act no.185/20011 1852001 Sb. o odpadech a jeho
' provadécimi piedpisy v platném znéni.
1.7 Institution shall report to Medpace any | 1.7 Zdravotnické  zafizeni musi  oznamit

pharmacist shall take over, check and
confirm the receipt of supply (i.e. check
like other shipments — ie. if not damaged;
in the case of the special requirements for
transportation if those requirements have
been met, the pharmacist will confirm
receipt of the shipment). Investigator
shall receive the Study Drug from the
pharmacy based on a request form and
transmit it to the Investigator’s office at
site, where he is fully responsible for
Study Drug. Medpace or an authorized
person shall notify within 3 working days
prior to delivery when the shipment will
be transmitted to the pharmacy and the
notification will be done either by email —
xXxxxx@vfn.cz or by phone +420 XXXXX.

Medpace shall ensure to deliver the
supply at the following address: Odd.
HVLP, Ke Karlovu 2, 120 00 Praha 2,
Czech Republic, Responsible pharmacist
XXXXX and XXXXX.

Medpace declares that all the conditions
laid down by the relevant legislation for
import of the delivered Study Drug and its
distribution to the Institution are met.

Medpace undertakes to ensure on their
own expenses, both during and after the
Study, handover of the unusable and
unused Study Drug to an authorized
person in accordance with the valid Czech

serious or unexpected adverse experience,
as required by the Protocol, by telephone
within  twenty-four (24) hours after
Institution receives information about the
experience, to be confirmed in writing
within two (2) business days after
Institution receives information about the
experience. All other adverse experiences
shall be timely reported to Medpace as
required by the Protocol.

»lékarna®), kde je odpovédny farmaceut
prevezme, zkontroluje a potvrdi pfijeti
hodnoceného piipravku (tj. zkontroluje jako
jiné zé&silky - tzn., neni-li poskozena, v
pfipad¢ zvlastnich pozadavkidl na transport,
byly-li tyto pozadavky dodrzeny, pfijem
zasilky  potvrdi). Zkousejici  obdrzi
hodnoceny ptipravek z lékarny na zakladé
zddanky a pfedd ho na centrum, kde je za
hodnoceny pfipravek plné¢ zodpovédny.
Medpace nebo povéiena osoba oznami do 3
pracovnich dnii pfed dodanim, kdy bude
zasilka do lékarny predana bud’'to emailem na
xxxxx@vfn.cz nebo telefonicky na ¢isle +420
XXXXX.

Medpace zajisti dodavku na adresu Odd.
HVLP, Ke Karlovu 2, 120 00 Praha 2,
Ceska republika, odpovédny farmaceut
XXXXX 8 XXXXX.

Medpace prohlasuje, Zze jsou splnény
veskeré podminky stanovené ptisluSnymi
pravnimi pfedpisy pro dovoz dodavaného
hodnoceného pfipravku a jeho distribuci
do zdravotnického zatizeni.

Medpace se zavazuje, ze zajisti na vlastni
néklady, jak v prab&hu, tak po skonéeni
hodnoceni, pfedani nepouzitelného a
nepouzitého 1é¢ivého pripravku opravnéné
osobé& v souladu s ustanovenim zakona ¢.

spolecnosti Medpace jakékoliv zavazné nebo
neoCekavané nezadouci ucinky, jak je
vyzadovano protokolem, a to telefonicky
béhem dvaceti ¢tyé (24) hodin poté, co
zdravotnické zafizeni obdrzi informaci o
téchto Ucincich, a toto musi byt potvrzeno
pisemné do dvou (2) pracovnich dni poté, co
zdravotnické zafizeni obdrzi informaci o
téchto ucincich. VSechny ostatni nezadouci
ucinky musi byt v€as oznameny spolecnosti
Medpace, jak vyzaduje protokol.
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1.8 Institution  represents  that  neither | 1.8 Zdravotnické zafizeni prohlasuje, Ze neni
Investigator nor Institution are a citizen rezidentem Spojenych statt americkych a ani
or resident of the United States, or a neni korporaci nebo partnerskym subjektem,
corporation or partnership that is and has které jsou a byly povazovany za americkou
been treated as a U.S. corporation or U.S. korporaci nebo partnersky subjekt. Daéle
partnership, and that all payments zdravotnické zafizeni prohlasuje, Ze hlavni
Institution received under this Agreement zkouSejici neni obcCanem ani residentem
will be for services rendered outside the Spojenych stati americkych a Ze vSechny
United States. platby, které zdravotnické zatizeni obdrzi na

zakladé této smlouvy, budou za sluzby
poskytované mimo Spojené staty americké.

2 INVESTIGATOR o
RESPONSIBILITIES 2 POVINNOSTI ZKOUSEJICIHO

2.1 Institution hereby authorizes Investigator | 2.1 Zdravotnick€  zafizeni timto zmocfiuje
to act as the principal investigator of the zkouSejicitho k vykonu funkce hlavniho
Study at Institution. Investigator will be zkouSejicitho pro studii provadénou ve
responsible for the direction of the Study zdravotnickém zafizeni. ZkouSejici ponese
in accordance with applicable Institution odpovédnost za fizeni studie v souladu s
policies, which Institution confirms are pfisluSnymi  zdsadami  zdravotnického
not inconsistent with the terms of this zatizeni a zdravotnické zatizeni potvrzuje, ze
Agreement and the Protocol. If, for any nejsou v rozporu s podminkami této smlouvy
reason, he/she is unable to continue to a protokolem. Pokud zkousejici z jakéhokoliv
serve as investigator and a successor divodu jiz dale nebude schopen vykonavat
acceptable to Institution, Medpace, and funkci zkousejiciho a nebude k dispozici
Sponsor is not available, this Agreement nastupce prijatelny pro zdravotnické zafizeni,
shall be terminated as provided in the spole¢nost Medpace a zadavatele, bude tato
Term and Termination section. smlouva ukoncena, jak je uvedeno v oddilu
Investigator shall continue to be bound by Platnost smlouvy a jeji ukonéeni. Zkousejici
all obligations and conditions of this bude nadale vazan veskerymi povinnostmi a
Agreement until a new investigator is podminkami této smlouvy, dokud zadavatel
approved by Sponsor and any applicable neschvali nového zkousejiciho a nedojde k
regulatory or ethics committee approvals zajisténi vesSkerych souhlasii regulacnich
of the new investigator have been organi ¢i etickych komisi s novym
obtained. zkouSejicim.

2.2 Institution confirms that Investigator is | 2.2 Zdravotnické  zafizeni  potvrzuje, zZe
fully qualified to conduct the Study and zkouSejici je pIné kvalifikovan k provadéni
to serve in the capacity of principal studie a vykonu funkce hlavniho
investigator. zkousejiciho.

2.3 Investigator and all persons or entities | 2.3 ZkouSejici a veSkeré osoby ¢i subjekty
who perform any portion of the Study provadégjici kteroukoliv z Casti studie (dale
(“Study Personnel”) shall be qualified jen ,,pracovnici studie®) budou kvalifikovani
physicians and medical personnel who 1ékafi a zdravotnicky personal, kterym nikdy
have not been debarred from working on nebyla zakazéna préce na klinickych studiich,
clinical studies and who are employees or pficemz se jedna o  zaméstnance
subcontractors of  Institution and zdravotnického =zafizeni; a zdravotnické
Institution shall be responsible for their zatizeni ponese odpovédnost za dodrzovani
compliance with the terms of this podminek této smlouvy témito subjekty.
Agreement. Institution shall notify Pokud zdravotnické =zatizeni dospéje ke

XXXXX| 19005
28-June-2017| Page 6 of 27

Clinical Study Agreement | 1.0
Kowa Research Institute, Inc. | K-877-303
CONFIDENTIAL/DUVERNE



2.4 Institution through Investigator shall use | 2.4 Zdravotnické zatizeni bude prostiednictvim
commercially reasonable efforts to enroll zkousejiciho vyvijet komeréné rozumné usili
subjects into the Study in accordance with o nabor subjektd do studie v souladu s
the Protocol (each, a Subject”). The protokolem (kazdy z nich dale jen ,,subjekt®).
estimated number of Subjects to be Odhadovany pocet subjekt, které budou
enrolled in the Study approximately 7 zafazeny do studie, je pfiblizné¢ 7 (sedm)
(seven) evaluable subjects who meet the hodnotitelnych subjektii, které spliuji kritéria
inclusion criteria of the Protocol during protokolu pro zafazeni v obdobi pro
the enrollment period of approximately zafazovani pfiblizné od ¢ervna 2017 do konce
June 2017 to the end of February 2018. unora 2018. Zdravotnické zafizeni bude
Institution through Investigator shall use prostiednictvim zkousejiciho vyvijet
reasonable efforts to complete all rozumné Usili o dokondeni naboru do data
enrollment by the Subject enrollment ukonleni zafazovéani subjektli, které bude
closing date which shall be determined in stanoveno  podle uvaZeni  spole¢nosti
Medpace’s sole discretion. The actual Medpace. Samotné obdobi pro zafazovani
enrollment period may be extended or muze byt na zakladé¢ pisemného oznameni
shortened upon written notice by spoleCnosti  Medpace  ¢i  zadavatele
Medpace or Sponsor. As enrollment will prodlouzeno ¢&i zkraceno. Jelikoz bude
be competitive across all sites zatazovani probihat v konkuren¢nim duchu
participating in the Study, Medpace napfi¢ vSemi centry, ktera se studie ucastni,
reserves the right to instruct the vyhrazuje si spole¢nost Medpace pravo dat
Investigator to enroll fewer or more zkousejicimu pokyn, aby zatadil nizsi ¢i vyssi
subjects than the number agreed at the pocet subjektl, nez bylo wujednano v
time of the signature of this Agreement. okamziku podpisu této smlouvy.

2.5 Institution will assist Medpace upon | 2.5 Zdravotnické zatizeni na vyzadani poskytne

Medpace in writing if it becomes aware of
any Study Personnel member has been
debarred or proceedings have been
initiated with respect to debarment.

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. Investigator
shall be responsible for any submissions
to Institution’s local Ethics Committee, if
applicable.

zjisténi, ze kterémukoliv z pracovnikil studie
byla tato ¢innost zakazana, pfipadné bylo v
souvislosti se zakazem zahajeno fizeni, bude
zdravotnické zafizeni pisemn¢ informovat
spole¢nost Medpace.

spolecnosti Medpace jakékoliv nezbytné
aktualizace a/nebo informace tykajici se
studie, a to pro uUcely podani spolecnosti
Medpace k pfislusné etické komisi pro
multicentrickd hodnoceni a regulacnim
organum. Spole¢nost Medpace nebo jeji
zastupce ponese odpovédnost za jakakoliv
jedndni  souvisejici se  zprdvami a
informacemi a jejich podanim pfislusné
etické komisi pro multicentrickd hodnoceni a
regulacnim  orgdnim. V  relevantnich
pripadech ponese zkousejici odpovédnost za
veSkera podani k mistni etické komisi, pod
kterou spada zdravotnické zatizeni.
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3 CONFIDENTIAL . .
INFORMATION 3 DUVERNE INFORMACE
3.1 “Confidential Information” means all | 3-1 ,Duveérnymi informacemi* se rozumi veskeré
information that is (a) provided by or on informace,  které jsou (a) poskytnuty
behalf of Sponsor or Medpace to zadavatelem nebo jménem zadavatele nebo
Institution or Investigator in connection spolecnosti ~ Medpace  zdravotnickému
with this Agreement or the Study, or (b) zatizeni nebo zkouSejicimu v souvislosti s
developed, obtained, or generated by touto  smlouvou nebo studii, nebo (b)
Institution,  Investigator, or  Study VYVlnu'f63 ziskané % .VytVOTene
Personnel as a result of performing the zdravotnickym zafizenim, zkousejicim nebo
Study under this Agreement (except for a pracovniky studie jako vysledek provadéni
Study subject’s medical records), studie dle této smlouvy (vyjma zdravotnich
including, but not limited to, the Protocol, zaznami subjekti studie), a zahrnuji mimo
Study data, Study Documentation (as jiné protokol, udaje ze studie, dokumentaci
defined in Recordkeeping section) results, vztahujici se ke studii (definovanou v oddilu
information regarding Inventions (as Vedeni zdznami), Gdaje vztahujici se k
defined in Intellectual Property section), vynalezim (definované v oddilu Dusevni
results, and reports from all sites vlastnictvi), vysledky a zpravy ze vSech
conducting the Study. Confidential pracovist, ktera studii provade¢ji. Divérné
Information and all tangible expressions, informace a veskerd hmotnd vyjadfeni
in any media, of Confidential Information divérnych informaci na jakémkoliv. druhu
are the Sole property of Sponsor or med“ JSOU Vyhradn|m VIaStnlCtV|m
Medpace, as applicable. zadavatele, piipadné spole¢nosti Medpace.
32 Institution agrees not to use Confidential | 3-2 ~ Zdravotnické zafizeni se zavazuje, Ze nebude
Information for any purposes other than divérné informace pouzivat pro jakékoliv
to conduct the Study. Institution agrees jin¢  ucely nez kprovedeni  studie.
not to disclose Confidential Information Zdravotnické zatizeni se zavazuje, ze diivérné
to th|rd parties except as necessary to informace nesdéli zadné tfeti strané Vyjma
conduct the Study and under an pfipadii, kdy je to nezbytné pro provedeni
agreement by the third party to be bound studie, a to na zdklad¢ dohody s tfeti stranou,
by the obligations of this section. ze bude vazana povinnostmi v tomto oddilu.
Institution shall safeguard Confidential Zdravotnické  zafizeni zabezpeli divérne
Information with the same standard of informace se stejnym standardem péce jako v
care that is used with Institution’s ptipadé duvérnych informaci zdravotnickéeho
Confidential Information, but in no event zafizeni; standard péce vsak v Zadném
less than reasonable care. pfipadé nesmi byt nizsi nez pflméfeny.
3.3  The term Confidential Information shall | 3-3 ~ Vyraz divérné informace nebude zahrnovat
not be deemed to include information informace, které:
that: 3.3.1 jsou nebo se stanou vefejné
3.3.1 Is or becomes publicly available dostupnymi bez jakéhokoli zavinéni
through no fault of Institution; ze strany zdravotnického zatizeni;
3.3.2 m¢élo zdravotnické zatizeni
3.3.2 Institution can demonstrate it pmkazatelnévqﬁeni.jiz pfedj?ji‘:h.
possessed prior to, or developed Zpristupnenim €1 vyvinutim v ramct
independently from, disclosure teto smlouvy, nebo je vyvinulo
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or development under this

Agreement; or

3.3.3 Institution receives from a third

nezavisle na této smlouvé; nebo
které

3.3.3 zdravotnické zafizeni obdrzi od tieti

party which is not legally strany, které nebylo poskytnuti
prohibited from disclosing such takovych informaci  z pravniho
information. hlediska zakazano.

3.4 Notwithstanding any other provisions in | 3.4 Nehled¢ na jakakoliv dal§i ustanoveni v
this Confidential Information Section, tomto oddilu o divérnych informacich muze
Institution may disclose Confidential zdravotnické zafizeni zvefejnit duveérné
Information to the extent Institution is informace v takovém rozsahu, jaky
compelled to disclose such Confidential zkousejicimu urcil soud nebo pfislusny
Information by a court or other tribunal of regulatorné-kontrolni institut a/nebo jak je po
competent jurisdiction or is otherwise ném jinak vyzadovano platnymi zakony,
required to disclose pursuant to Applicable ovSem za predpokladu, ze v takovém piipadé
Law, provided however, that in such case zdravotnické zafizeni piedem poskytne
Institution shall give as much advance spole¢nosti Medpace pisemné oznameni tak,
written notice as is reasonably practicable jak je piiméfené proveditelné, aby bylo
to Medpace to enable Medpace and/or spole¢nosti  Medpace a/nebo zadavateli
Sponsor to exercise their legal rights to umoznéno uplatnit jejich zakonna prava s
prevent and/or limit such disclosure or seek cilem zabranit a/nebo omezit takové
protective or confidential treatment of such zvefejnéni nebo usilovat o chranéné nebo
information. In any event, Institution shall davérné zachazeni s takovymi informacemi.
disclose only that portion of the V kazdém piipadé zdravotnické zafizeni
Confidential Information that, in the zvefejni jen takové mnozstvi ddvérnych
opinion of Institution’s legal counsel, is informaci, jaké je dle néazoru préavniho
legally required to be disclosed and will zastupce zdravotnického zafizeni ze zakona
exercise reasonable efforts, and cooperate vyzadovano, a vyvine pifiméfené usili a bude
with Sponsor, as reasonably requested spolupracovat se zadavatelem, a to dle jeho
thereby, to ensure that any such information piiméfenych pozadavku, aby bylo zajisténo,
so disclosed will be accorded confidential ze v8echny informace takto zvetejnéné budou
or protective treatment by the applicable podléhat dtvérnému nebo chranénému
court,  tribunal,  other  competent zachazeni ze strany pfiislusného soudu,
jurisdiction, or governmental agency. vladniho tfadu ¢&i agentury nebo jiného

ptislu§ného regulatorné-kontrolniho institutu.

3.5 Institution agrees that Medpace may | 3-5 Zdravotnické zafizeni souhlasi s tim, ze

compile a database of information from
Institution and its personnel (including
Investigator) for use in connection with
the Study (included but not limited to
feasibility questionnaires, CVs, licenses,
medical specialties, participation in
clinical trials, financial disclosure forms)
and/or may use this information for

spole¢nost Medpace muze sestavit databazi
informaci od zdravotnického zatizeni a jeho
pracovnikt (vcetné zkousejiciho) pro pouziti
Vv souvislosti se studii (mimo jiné vcetné
dotazniki proveditelnosti, zivotopisd, licenci,
lékatskych odbornosti, tcasti na klinickych
hodnocenich, formulaita o finan¢nich
Udajich) a/nebo muze tyto informace pouZit
pro ucely souvisejici se svym podnikanim.

purposes related to its business. /S0 cl se anikanir
Institution throught Principal Investigator Zdravotnické  zafizeni  prostfednictvim
shall have secured any necessary consents zkousejiciho  zajisti  veskeré  nezbytné

from its personnel to allow for this
sharing of information. Such information
is used solely in connection with the
initiation of studies and feasibility studies

souhlasy od svych pracovnikt, aby bylo
umoznéno sdileni téchto informaci. Tyto
informace se pouzivaji vyhradné v souvislosti
se  zahajenim studii ase studiemi
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3.6

and is accessible only to the sponsor of
the respective study and personnel
assigned to study management and for
whom the information is needed in the
performance of their duties (further
described as “Authorized Personnel™). As
some Medpace studies are being
conducted worldwide, the personal
information collected is available to
Authorized Personnel who may be
located in countries outside the European
Union. In order to provide for the
protection of personal data, Medpace has
established policies and procedures
governing the security of and limited
access to this data that are uniform
throughout Medpace and its affiliates and
comply with the standards of personal
data protection applicable within the
European Union. When applicable,
Medpace enters into data processing
agreements with sponsors in line with
applicable  European  Union  data
protection Laws. In accordance with the
laws pertaining to the protection of
personal data, the individuals' whose data
is collected have a right to access, to
modify, to rectify, and to suppress their
personal data, simply by requesting it to
the attention of the Medpace Privacy
Officer at xxxxx@Medpace.com, or to
the following address: Medpace Privacy
Officer, Medpace, Inc., 5375 Medpace
Way, Cincinnati, Ohio, 45227.

The Parties agree to adhere to the
principles of medical confidentiality in

relation to Study subjects involved in the UCastni, dodrzovat zasady Iékafskéeho
Study. Personal data shall not be tajemstvi. Zadavateli ani  spolecnosti
disclosed to the Sponsor or Medpace by Medpace ~ nebudou  osobni  udaje

the Institution or the Investigator save
where this is required to satisfy the
requirements of the Protocol or for the
purpose of monitoring or serious adverse
reactions reporting, or in relation to a
claim or proceeding brought by the Study
subject in connection with the Study.
Neither the Sponsor nor Medpace shall
disclose the identity of Study subjects to
third parties without prior written consent
of the Study subject, except in accordance
with the provisions of the relevant data

3.6

proveditelnosti  ajsou pfistupné pouze
zadavateli pfislusné studie a pracovnikim
pfitazenym do vedeni studie, ktefi tyto
informace potiebuji pifi  plnéni svych
povinnosti (dale popisovani jako ,,opravnéni
pracovnici®). Jelikoz se né&které studie
spoleCnosti Medpace provadi celosvétove,
jsou shromazdéné osobni udaje k dispozici
opravnénym pracovnikiim, ktefi mohou sidlit
v zemich mimo Evropskou unii. Aby bylo
mozné zajistit ochranu osobnich tdaja,
zavedla  spoleénost  Medpace  zasady
a postupy upravujici zabezpeéeni a omezeny
pristup k témto udajim, které jsou jednotné
v celé spoleénosti Medpace a jejich
sesterskych spolecnostech a splituji standardy
ochrany osobnich udaju platné v Evropskeé
unii. Je-li to zapotiebi, uzavira spole¢nost
Medpace se zadavateli smlouvy o zpracovani
udaju v souladu s platnymi pravnimi piedpisy
Evropské unie o ochrané udaju. V souladu se
zakony upravujicimi ochranu osobnich udaji
maji osoby, jejichz udaje jsou
shromazd’ovany, pravo pfistupu k nim, k
jejich upravam, opravam nebo jejich vymazu
na zadkladé zadosti zaslané pracovnikovi
spolecnosti Medpace pro ochranu udaji na
adresu xxxxx@Medpace.com, piipadné¢ na
nasledujici adresu: Medpace Privacy Officer,
Medpace, Inc., 5375 Medpace Way,
Cincinnati, Ohio, 45227, USA.

Smluvni strany se zavazuji, Ze budou ve
vztahu k subjektim hodnoceni, které se studie

zdravotnickym zafizenim ani zkouSejicim
poskytnuty vyjma ptipadd, kdy je to nezbytné
za ucelem splnéni pozadavkl protokolu, pro
potieby = monitorovani  nebo  hlaSeni
zavaznych nezadoucich uéinki nebo ve
vztahu k uplatnéni naroku ¢i fizeni
iniciovaného  subjektem  hodnoceni v
souvislosti se studii. Zadavatel ani spole¢nost
Medpace  nesdéli  totoznost  subjektid
hodnoceni tfetim stranam bez ptedchoziho
pisemného souhlasu subjektu hodnoceni
vyjma piipadt, kdy je tato skutecnost v
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protection and privacy laws, unless in
relation to a claim or proceeding brought
by the Study subject in connection with
the Study. The Parties hereby
acknowledge and agree that any
anonymized data collected in connection
with the Study will be transferred outside
the European Union. When applicable,
data  processing  agreements  are
implemented between the Parties for the
transfer of such data and these
agreements include protection for the
Study subjects’ data as required by the
European Union. The Parties and Sponsor
hereby anknowladge and agree that any
anonymized data collected in connection
with this Study will be transferred outside
the European Union.

souladu s ustanovenimi pfislusnych zakoni
na ochranu osobnich tdajd, a pokud k této
skute¢nosti nedochazi ve vztahu k uplatnéni
naroku ¢i fizeni iniciovaného subjektem
hodnoceni v souvislosti se studii. Smluvni
strany timto berou na védomi a souhlasi s
tim, ze jakékoliv anonymizované udaje
shroméazdéné v souvislosti se studii budou
pievedeny mimo uzemi Evropské unie. Je-li
to zapotiebi, zavadéji se mezi smluvnimi
stranami smlouvy o0 zpracovani udaju pro
pienos takovych udaji atyto smlouvy
zahrnuji ochranu 0daji subjekti hodnoceni,
jak vyzaduje Evropska unie.

3.7  For the purposes of this Study, the |3-7 ~ Pro  ucely  této  studie  budou
hospitals involved in the Study shall be zahrnuté do studie povazovani za spravce
deemed to be the Data Controllers, and udaji a Medpace a jeho deefiné spolecnosti
Medpace and its affiliates shall be budou povazovany za zpracovatele Udaji.
deemed to be the Data Processors. Each Kazda ze smluvnich stran této smlouvy
party to thls Agreement agrees to Comply Souhlasi S dOdI‘iOVénim Smérnice EVI‘OpSkéhO
with the Data Protection Directive of parlamentu a Rady 95/46/ES o ochrané
95/46/EC  and its  implementing fyzickych osob v souvislosti se zpracovanim
legislation, 101/2000 Coll., of April 4, osobnich idajit a o volném pohybu téchto
2000 on the Protection of Personal Data dajt, jejich provadécich ptedpisi, zakona €.
and on Amendment to Some Acts (the 101/2000 Sb., o ochrané osobnich udajii, ve
“Data Protection Laws™), in connection znéni pozdéjsich predpist (dale jen ,,Zakony
with the Study under this Agreement. na ochranu udaji‘) v souvislosti se studii dle
Data Controller and Data Processor have této smlouvy. Zakony na ochranu udajl
the meanings as defined under the Data definuji role spravce a zpracovatele daju.
Protection Laws.

4 RECORDKEEPING 4 VEDENi ZAZINAMU

4.1 Institution  shall  maintain all ~ Study | 44 Zdravotnické  zafizeni bude uchovavat
Documentation, including Source veskerou dokumentaci vztahujici se ke studii,

Documents (each as defined below) and
any other records required to be maintained
under Applicable Laws, in a manner
acceptable for the collection of data for
submission to, or review by, applicable
regulatory or governmental authorities and
in accordance with Applicable Laws.
“Study Documentation” means all records,
accounts, notes, reports, data and other
documentation relating to the Study,
whether in written, electronic, video or

veetné zdrojové dokumentace (ob¢ jak jsou
definovany nize) a jakychkoliv dalSich
zdznami, u nichz je uchovani vyzadovano
platnymi zakony, a to zptisobem pfiijatelnym
pro sbér dat pro podani nebo piezkoumani
prislusnymi regula¢nimi nebo vladdnimi
organy a v souladu s platnymi zakony.
,Dokumentaci vztahujici se ke studii“ se
rozumi vSechny zaznamy, uCty, oznameni,
zpravy, Udaje a jind dokumentace, ktera se
vztahuje ke studii, at jiz je pisemna,
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4.2

4.3

other tangible form, including all case
report forms. “Case Report Form” means
an accurate written report for each Subject
in a format specified in the Protocol.
“Source Documents” means all original
documents, including but not limited to,
observations and notations of clinical
activities relating to the Study and all
reports and records necessary for the
evaluation and reconstruction of the Study,
regardless of form.

Institution shall ensure Study Personnel
keeps all Study Documentation, including
Source Documents, complete and up-to-
date. Study Documentation shall be
submitted,  excluding  the  Source
Documents, to Medpace as generated and
a final report in the form required by
Medpace that is comprised of information
derived from the Study Documentation,
including Source Documents, shall be
transmitted to Medpace promptly upon
completion of the Study. During the course
of the Study, Institution or Investigator
shall advise Medpace of the progress of the
Study by oral reports as reasonably
requested by Medpace and by completing
and delivering to Medpace the Case Report
Form. Such oral reports and Case Report
Forms shall be prepared for each Study
Subject under the supervision of the
Investigator.

Institution shall maintain all Study
Documentation until the later of:
4.3.1 Two (2) years following the

date a New Drug Application is
approved for the Study Drug
that is the subject of the Study;

4.3.2 Two (2) years after the
Investigational New  Drug
Application for such Study

Drug is  terminated or

withdrawn; or

4.2

4.3

elektronicka, ve form¢ videa nebo jiné
hmotné formé, a to véetné vSech formulait
zaznamu subjektd hodnoceni. ,,Zaznamem
subjektu hodnoceni“ se rozumi pisemna
zprava o kazdém subjektu ve formatu
stanoveném v  protokolu. ,,Zdrojovou
dokumentaci“ se rozumi vSechny plvodni
dokumenty bez ohledu na formu, mimo jiné
vcetné pozorovani a zapisu klinickych aktivit,
které se vztahuji ke studii, a vSech zprav a
zaznamu, které jsou nezbytné pro
vyhodnoceni a rekonstrukci studie.

Zdravotnické zafizeni zajisti, aby pracovnici
studie vedli veskerou dokumentaci vztahujici
se ke studii v uplnosti a aktualnég, a to v¢etn¢
zdrojové dokumentace. Dokumentace
vztahujici se ke studii, s vyjimkou zdrojoveé
dokumentace, bude odevzdana spoleénosti
Medpace tak, jak byla vytvotena, a zavére¢na
zprava, ktera bude zalozena na informacich z
dokumentace vztahujici se ke studii, v¢etné
zdrojové  dokumentace, bude zaslana
spole¢nosti Medpace ihned po dokonceni
studie, a to v podob¢ pozadované spolec¢nosti
Medpace. V  pribéhu studie  bude
zdravotnické  zafizeni nebo  zkouSejici
informovat spole¢nost Medpace o postupu
studie Ustné, a to dle pfiméfenych pozadavki
spolecnosti Medpace, a vyplnénim a dodanim
zaznamu subjektl hodnoceni spolecnosti
Medpace. Tyto ustné¢ podavané zpravy a
zaznamy  subjektd  hodnoceni  budou
vytvoreny pro kazdy subjekt pod dohledem
zkousejiciho.

Zdravotnické zafizeni bude uchovavat
veSkerou dokumentaci vztahujici se ke studii
do doby, nez nastane pozd¢jsi z téchto situaci:

4.3.1 uplynou dva (2) roky po datu
schvaleni Zzadosti o registraci
nového 1éku v piipadé hodnoceného
pripravku, ktery je predmétem této
studie;

4.3.2 uplynou dva (2) roky po ukonceni ¢i
stazeni zadosti o registraci nového
1éku v pripadé takového
hodnoceného ptipravku; nebo
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433 The record retention period 4.3.3 Doba uchovani zaznaml je
mandated by Applicable Laws. stanovena platnymi zakony.

4.4 Institution shall maintain all Study Data | 4.4 Zdravotnické zafizeni bude uchovavat
records for fifteen (15) years, at no veskeré zaznamy udaju ze studie po dobu
further cost other than Institution study patnacti let (15), odména za archivaci je jiz
overall budget as described in the zahrnuta v celkové odméné zdravotnického
Schedule A. Sponsor/Medpace will zafizeni za provedeni studie, jak je stanoveno
request for an extension of archiving in v piiloze A. Zadavatel/spole¢nost Medpace
advance if necessary. If pozada 0 prodlouzeni archivace
Sponsor/Medpace does not request for an Vv dostate¢ném piedstihu piedem, pokud to
extension of archiving in advance, all bude  nezbytné.  V ptipadé, ze  si
Study Data records will be automatically zadavatel/spoleénost ~ Medpace  piedem
destroyed after 15 vyears of their nezazada o prodlouZzeni doby archivace,
archiving. budou veskeré zaznamy udaji ze studie

automaticky po 15 letech jejich uchovavani
skartovany.

45  Subject to the requirements of the |5  pogle pozadavkii oddilu  tykajiciho s
Confld_entlal Information SECt_'On’ divérnych informaci si zdravotnické zatizeni
fOHOV\_”ng the end_ O_f the reql‘_"re_d muze po skonceni poZzadované doby uchovani
retention period, Institution may retain in ponechat v drzeni archivni kopii divémych
Its possession —an ?rCh'Val copy of informaci, kterd sestava z veskerych udaju,
Confidential Information that consists of dokumenti nebo informaci souvisejicich
‘f’my an_d all data, documents or S plnénim této smlouvy, a to pouze v rozsahu
mformatlon related to the performance of nezbytném pro regulacni, pravni & pojistné
this Agreement solely as reasonably Gcely.
required for regulatory, legal, or
insurance purposes.

5 ACCESS TO RECORDS AND
AUDITS 5 PRISTUP K ZAZNAMUM A AUDITY

5.1 I\_/Iedpacg and/or Sponsor shall have the 5.1 Spole¢nost Medpace a/nebo zadavatel bude
right to 'nSpeCt progress of the Study on mit pravo kontrolovat pribéh studie, a to v
the premises of Institution at reasonable arealu sdravotnického safizeni a
times during the term of this A_greeme_nt. v pfiméfenych terminech po dobu platnosti
Medpa_lce and( or Spons_or W'_“ notify této smlouvy. Pred jakoukoliv inspekci bude
Investlgator_ prior to any '_nSpeCt'_On of the zkousejici informovan spolecnosti Medpace
date and F'me of the inspection. The a/nebo zadavatelem o datu a Case inspekce.
representatives Of_ Medpace  and/or Predstavitelé spole¢nosti Medpace a/nebo
Sponsor may review and/or request zadavatele mohou  kontrolovat  Gdaje
copies of data derived from the Study, odvozené z této studie, dokumentaci
Study ~ Documentation and ~ Source vztahujici se ke studii a zdrojovou
Documents, a}nd Institution  shall dokumentaci a/nebo vyzadovat jejich kopie, a
promptly provide such data, Study zdravotnické  zafizeni  takové  udaje,
Doc_umentatlon and Source Documents. dokumentaci vztahujici se ke studii a
Copl.es of the Source Dpcuments shall _be zdrojovou dokumentaci okamzité poskytne.
provided in anonymized form with Kopie  zdrojové  dokumentace  budou
regards to subject’s personal data. poskytnuty pouze v anonymizované podobé
Institution will notify Medpace and/or sohledem na osobni data subjekti.
Sponsor by telephone and subsequently in Zdravotnické zafizeni bude spole¢nost
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written form, of any significant changes,
including, but not limited to, changes in
Study Personnel, Investigator, or physical
location, that occur during the Study.
Institution shall take reasonable action to (i)
adopt reasonable suggestions of Medpace
or Sponsor; and (ii) correct any deficiencies
identified by such inspection or audit.

5.2 Within twenty-four (24) hours after
learning of any governmental or
regulatory body regulatory inspections of
which it becomes aware relating to the
Study, Institution 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
will provide in writing to Medpace and
Sponsor copies of all materials,
correspondence, statements, forms and
records  which Institution  and/or
Investigator receives or obtains pursuant
to this inspection.

6 COSTS AND PAYMENT
SCHEDULE

Schedule A attached hereto and incorporated herein
by reference (the “Budget”) sets forth the total
payments that Medpace will be obligated to make
or cause to be made upon approval of Sponsor to
Institution to complete the Study. In no event shall
the payments exceed the amount set forth in the
Budget without the prior written consent of
Medpace. Payments will be made according to the
schedule set forth in the Budget with the Final
Payment, as defined in the Budget, to be made at the
time (1) all inquiries by Sponsor with respect to the
Study have been satisfactorily answered, (2) all case
report forms have been properly completed and
supplied to and approved by Sponsor and (3) all
queries have been resolved. Payment will be made
by Medpace or its designee to the payee (‘“Payee”)
designated in the Budget. Payee will accept
payment from Medpace, or its designee, as full

Medpace a/nebo zadavatele telefonicky a
nasledné i pisemné informovat o jakychkoliv
vyznamnych zménach, ke kterym v prib&hu
studie dojde, a to mimo jiné o zménach
pracovnikii studie a zkouSejiciho nebo ve
skute¢ném misté provadéni studie.
Zdravotnické zafizeni pfijme piimétena
opatfeni k (i) zavedeni pfiméfenych ndvrhii
spole¢nosti Medpace nebo zadavatele; a (ii)
napravé jakychkoliv nedostatkt zjisténych pii
takové inspekci ¢i auditu.

5.2 Zdravotnické zafizeni musi do dvaceti Ctyt
(24) hodin od obdrzeni informace o
jakychkoliv regula¢nich inspekcich statnich
¢iregulacnich organd, o nichz se v souvislosti
se studii dozvi, poskytnout spolecnosti
Medpace a zadavateli pisemné oznameni.
Spolecnost Medpace a zadavatel maji pravo
zucastnit se jakychkoliv takovych inspekei a
dostanou pftilezitost poskytnout, posoudit a
pripominkovat jakékoliv odpovédi, které
mohou byt nezbytné. Zdravotnické zafizeni
dale spolecnosti Medpace a zadavateli
pisemné poskytne kopie vsSech materialt,
korespondence, prohlaseni, formulait a
z4dznamu, které zdravotnické zatizeni a/nebo
zkousejici v souvislosti s takovou inspekci
obdrzi nebo ziskaji.

6 NAKLADY A ROZVRH PLATEB

Ptiloha A, kterda je pfipojena k této smlouveé a
zaclenéna do ni odkazem (dale jen ,rrozpocet™),
stanovuje celkové platby, které bude spolecnost
Medpace povinna uhradit nebo nechat uhradit po
schvaleni zadavatele zdravotnickému zafizeni za
ucelem dokonceni studie. Za zadnych okolnosti
nesmi platby bez pfedchoziho pisemného souhlasu
spole¢nosti Medpace pfesahnout ¢astku stanovenou
v rozpoctu. Platby budou provedeny podle rozvrhu
stanoveného v rozpoctu zavérecnou platbou, jak ji
definuje rozpocet, provedenou ve chvili, kdy (1)
byly vSechny dotazy zadavatele souvisejici se
studii uspokojivé zodpovézeny, (2) byly vSechny
zaznamy subjektt hodnoceni vyplnény, odevzdany
a odsouhlaseny zadavatelem a (3) byly vSechny
zadosti  vytizeny. Platby budou provedeny
spole¢nosti Medpace nebo jejim zastupcem ve
prospéch pfijemce platby (dale jen ,pfijemce
platby), ktery je stanoven v rozpoctu. Ptijemce
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consideration for services rendered. Medpace
represents that Medpace and Investigator shall
execute a separate contract on behalf of which
Investigator  shall be compensated for
performance of the Study.

All amounts outlined in the Budget 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 Protocol, or who do not
conform to the Protocol’s inclusion and exclusion
criteria or for whom serious deviations from the
Protocol are made. The Budget contained in
Schedule A is inclusive of all applicable taxes.
VAT is not applicable because the service
recipient, Medpace, Inc., is a US-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 provided by Sponsor.

7 TERM AND TERMINATION

71 This Agreement shall commence upon the
date of signature of the last party and,
unless terminated earlier as provided for
in this section, shall continue until the

completion of the Study.

7.2 Institution 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, or at any time if necessary to
protect the safety and welfare of Study

subjects.

7.3 Medpace may terminate this Agreement
at any time upon giving thirty (30) days’
advance written notice to Institution.

Except in the event of termination for

platby thradu od spolecnosti Medpace ¢i ji
povéfené osoby pfijme jako plnou kompenzaci za
poskytnuté sluzby. Medpace timto prohlasuje, Ze
se zkousejicim byla uzvatena samostatna smlouva,
na zakladé které bude zkouSejici a studijni tym
odménén za provedeni této studie.

Vsechny c¢astky uvedené v rozpoctu zustanou
neménné po celou dobu trvani studie, pokud se
zdravotnické zatizeni a spole¢nost Medpace pisemné
nedohodnou jinak. Smluvni strany jsou si védomy a
souhlasi s tim, Zze za subjekty, které byly
randomizovany do studie v rozporu s protokolem,
které nespliuji kritéria protokolu pro zafazeni a
vyfazeni nebo u nich dojde v jejich ptipadé k
zavaznym odchylkdm od protokolu, nebude
spole¢nosti Medpace ani zadavatelem poskytnuta
zadna uhrada. Rozpocet uvedeny v ptiloze A zahrnuje
vSechny platné dané. DPH se neuplatiiuje, protoze
prijemce sluzeb, spolecnost Medpace, Inc., ma sidlo
v USA. V pripad¢, ze béhem platnosti této smlouvy
dojde k jakymkoli zménam v zadkoné o DPH nebo
budou vyzadovany srazky podle jinych zakont, DPH
nebo tyto srazky budou hrazeny stranou, ktera za to
ze zékona nese odpovédnost. Dle této smlouvy
provede spolecnost Medpace, jakozto platce
zastupujici zadavatele, thradu ptijemci platby z
finan¢nich prostiedkid poskytnutych zadavatelem. A.

7 PLATNOST SMLOUVY A JEJi
UKONCENI

Tato smlouva vstoupi v 1uéinnost ke dni
podpisu smlouvy posledni smluvni stranou, a
pokud nedojde Kk jejimu ptedcasnému
ukonceni dle tohoto oddilu, bude v platnosti
az do dokonceni studie.

7.1

Zdravotnické zatfizeni muze tuto smlouvu
predcasné ukondit v piipade, Ze ji spole¢nost
Medpace zavaznym zpusobem porusi a
nezajisti ndpravu do tficeti (30) dnii po
obdrzeni pisemného oznameni dané strany, v
némz tato podrobné uvede povahu poruseni,
pripadné kdykoliv, kdy je ukonceni nezbytné
za uUCelem ochrany bezpecCnosti a zdravi
subjektu studie.

7.2

7.3 Spole¢nost Medpace miize tuto smlouvu
kdykoliv ukoncit na zakladé tficetidenni (30)
pisemné vypoveédi. Kromé ptipadu ukonceni

z divodu zivazného poruSeni ze strany
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Institution’s or Investigator’s material zdravotnického zatizeni ¢i zkousejiciho bude
breach, Medpace shall be obligated to pay spole¢nost Medpace povinna uhradit piijemci
Payee solely for those items set forth in platby vyhradné ty polozky, které jsou
the Schedule A that have been incurred stanoveny v pfiloze A a které vznikly pted
prior to the date of termination. datem ukonCeni. VeSkeré nezaslouZzené
Institution shall promptly refund to zalohy, které spole¢nost Medpace dle ptilohy
Medpace all unearned advance payments A uhradila, budou zdravotnickym zafizenim
made by Medpace under the Schedule A. spole¢nosti Medpace ihned vraceny.

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 zadném piipadé
obligated to pay any invoices submitted povinna uhradit jakékoliv faktury ptedlozené
after the time period for submitting final po uplynuti obdobi pro pfedloZeni
invoices set forth in Schedule A has zavére¢nych faktur, jak je stanoveno v ptiloze
expired. A.

7.5 Upon completion or termination of this | 7.5 Po splnéni ¢i ukonéeni smlouvy zdravotnické
Agreement, Institution shall, upon zafizeni a zkousSejici na zadost spolecnosti
Medpace’s request, return or destroy all Medpace vrati spolecnosti Medpace nebo
documents, information, and/or supplies, zadavateli veSkeré dokumenty, informace
including, but not limited to, Study a/nebo materidly, mezi néz mimo jiné patii
drug(s) and related devices, equipment, hodnocené piipravky a souvisejici zafizeni,
and any biological samples or other vybaveni a jakékoliv biologické vzorky ¢i
materials (with exeption of Study Drug) jiné  materialy  poskytnuté  spoleénosti
provided by Medpace or Sponsor for the Medpace nebo zadavatelem pro provadéni
conduct of the Study, to Sponsor or studie, piipadné tyto zni¢i (s vyjimkou
Medpace within thirty (30) days. If hodnoceného 1é¢iva), a to do tficeti (30) dnu.
Medpace requests that such documents, Vyzada-li si spoleénost Medpace zniceni
information or supplies be destroyed, takovych dokumentut, informaci ¢i materiald,
Institution or Investigator, as applicable, zdravotnické zafizeni, pfipadné zkousejici se
agrees to destroy same and provide zavazuji, Ze je zni¢i a spole¢nosti Medpace o
Medpace with written certification of zni¢eni poskytnou pisemné osvédceni. Oddily
such  destruction. The Investigator tykajici  se  povinnosti  zkouSejiciho,
Responsibilities, Confidential diavérnych informaci, uchovavani zaznamd,
Information, Recordkeeping, Access to pfistupu k zaznamim, nakladi a rozvrhu
Records, Costs and Payment Schedule, plateb, platnosti a ukonceni, duSevniho
Term and Termination, Intellectual vlastnictvi,  zvefejnéni a  propagace,
Property, Publications and Publicity, odskodnéni a pojisténi, ustanoveni proti
Limitation of Liability and Insurance, uplatkim a korupci a ruzna ustanoveni
Anti-Bribery/Anti-Corruption, and zustanou v platnosti i po ukonceni ¢i uplynuti
Miscellaneous sections shall survive the doby platnosti této smlouvy.
termination or expiration of this
Agreement.

8 INTELLECTUAL PROPERTY 8 DUSEVNI VLASTNICTVI

8.1 It is agreed that none of Sponsor, | 8.1 Smluvni strany se dohodly, Ze s vyjimkou
Medpace, Investigator, or Institution pripadl vyslovné stanovenych v této smlouveé
transfers to any other by operation of this zadavatel, spoleCnost Medpace, zkousejici
Agreement any patent right, copyright, ani zdravotnické zatizeni v rdmci provadéni
trademark right, or other proprietary right této smlouvy nepfevedou jakakoliv patentova

Clinical Study Agreement | 1.0
Kowa Research Institute, Inc. | K-877-303

XXXXX | 19005
28-June-2017| Page 16 of 27
CONFIDENTIAL/DUVERNE



8.2

8.3

of Sponsor, Medpace, Investigator, or
Institution, except as expressly set forth
herein.

8.1.1 “Invention” means any
discovery, invention,
technology, result, data,

material, improvement, or idea,
whether or not patentable,
resulting from or reduced to
practice as a result of
conducting the Study, or made
using the Study Drug or
Confidential Information.

Institution will notify Sponsor, promptly
and in writing, of any Invention made by
Institution, Investigator, and Study
Personnel.

Sponsor shall own all right, title, and
interest in and to any Invention and shall
have the sole and exclusive right to
obtain, at its option, patent protection in
the United States and other countries on
any such Invention. Institution hereby
assigns to Sponsor, and shall cause
Investigator and Representatives to assign
to Sponsor, without any additional
consideration, all right, title, interest and
good will in and to the Inventions,
including without limitation all patent,
copyright, trademark, trade secret and other
proprietary rights therein that may be
secured in any place under laws now or
hereafter in effect, free and clear of all liens,
claims, and encumbrances. If Sponsor
requests, Institution will execute and will
cause Investigator and Study Personnel to
execute any application, assignment, or
instrument or to testify as Sponsor deems
necessary for Sponsor to obtain patents or
otherwise to protect Sponsor’s interest in
an Invention. Sponsor will reasonably
compensate Institution, for the time
devoted to such activities and will

8.2

8.3

¢i autorskd prava, prava k ochrannym
znamkam ani  jind vlastnickd prava
zadavatele, spolecnosti Medpace,
zkousejiciho nebo zdravotnického zatizeni na

kohokoliv jiného.

8.1.1 »Vynalezy“ se rozumi jakékoliv
objevy, vynalezy, technologie,
vysledky, Udaje, materialy,

vylepSeni ¢i navrhy, at' jiz jsou
patentovatelné ¢i nikoliv, které
vznikly nebo byly upraveny pro
praxi jako dusledek provadéni této
studie, pfipadné byly vytvofeny s
vyuzitim hodnoceného pfipravku
nebo duvérnych informaci.

Zdravotnické  zafizeni bude zadavatele
okamzité pisemné¢ informovat o jakychkoliv
vynélezech ucinénych zdravotnickym
zafizenim, zkouSejicim a/nebo pracovniky
studie.

Zadavatel bude drzitelem veskerych prav,
titulti a narok® na jakékoliv vynalezy a bude
mit jako jediny subjekt vyluéné pravo
obstarat si — dle vlastni volby — pro kterykoli
takovy vynalez patentovou ochranu ve
Spojenych statech americkych a jinych
zemich. Zdravotnické zatizeni bez jakychkoli
dal$ich posouzeni postoupi zadavateli a
zajisti, ze zkouSejici a predstavitelé
zadavateli postoupi vSechna préva, naroky,
podily a goodwill vztahujici se k vynaleztim,
mimo jiné véetné vSech patentli, autorskych
prav, obchodnich zndmek, obchodnich
tajemstvi a dalSich vlastnickych prav, ktera
mohou byt zajisténa kdekoliv podle zakont
platnych nyni nebo v budoucnu, a to bez
zastavnich prav, narokii a bfemen. Na
vyzédani zadavatele zdravotnické zafizeni
vyhotovi nebo zajisti, Ze zkouSejici a
pracovnici studie vyhotovi jakoukoliv zadost,
prevod ¢i nastroj nebo podaji svédectvi, jak
zadavatel povazuje za nezbytné, aby
zadavatel mohl =ziskat patenty ¢i jinou
ochranu pro sviij narok na vynalez. Zadavatel
poskytne zdravotnickému zafizeni
pfiméfenou kompenzaci za Cas vénovany
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reimburse Institution and/or Investigator,
as applicable, for reasonable and
necessary expenses incurred.

takovym aktivitam a nahradi zdravotnickému
zafizeni a/nebo pfipadné 1 zkouSejicimu
piiméfené a nezbytné vydaje, které jim
vznikly.

8.4  Alldata, Case Report Forms, excluding the | 8.4  V3echny tdaje, zaznamy subjekti hodnocent,
Source Documents, and Study svyjimkou zdrojové dokumentace, a
Documentation generated or arising from dokumentace vztahujici se ke studii,
the performance of the Study shall be the vytvofené nebo vze$lé z provedené studie
exclusive property of Sponsor. Institution jsou vyluénym vlastnictvim zadavatele.
hereby assigns to Sponsor, and shall cause Zdravotnické zafizeni bez jakychkoli dalich
Investigator and Representatives to assign posouzeni postoupi zadavateli a zajisti, Ze
to Sponsor, without any additional zkousejici a predstavitelé zadavateli postoupi
consideration, all right, title, interest and vSechna prédva, naroky, podily a goodwill
good will in and to such data. vztahujici se k témto tdajum.

9 PUBLICATIONS AND
PUBLICITY 9 IVEREJNENI A PROPAGACE

9.1 It is understood that the Study is part of a | 9.1 Smluvni strany jsou si védomy, Ze je studie

multicenter trial, and Institution may
publish the results of its part of the Study
in  collaboration with the other
investigators, but in complete compliance
with  this section and with the
Confidential Information section. After
the multicenter publication or twelve (12)
months after completion of the Study,
whichever occurs first, Institution may
itself publish the results of its data from
the Study. Institution shall provide
Sponsor and Medpace with an advance
copy of any proposed publication or oral
presentation at least sixty (60) days prior
to the planned date of submission or
presentation and Sponsor shall have sixty
(60) days to review the proposed
publication for the purposes described
below. Sponsor and Medpace may
request in writing, and Institution shall
agree to, (a) the deletion of any

soucasti multicentrického hodnoceni a
zdravotnické  zafizeni smi  publikovat
vysledky své casti studie ve spolupraci s
ostatnimi zkousejicimi, musi tak ale ucinit v
Uplném souladu s timto oddilem a oddilem
Duvérné informace. Po multicentrickém
zvefejnéni, ptipadné dvandct (12) mésicl po
dokonceni studie — podle toho, ktera ze situaci
nastane dfive — smi Zdravotnické zafizeni
samo publikovat vysledky svych udaji ze
studie. Zdravotnické zafizeni poskytne
zadavateli a spole¢nosti Medpace signalni
vytisk navrhované publikace ¢i  Ustni
prezentace, a to nejméné Sedesat (60) dnt
pred planovanym datem odevzdani i
prezentace, a pro ucely popsané nize bude mit
zadavatel Sedesat (60) dni na posouzeni
navrhované  publikace.  Zadavatel a
spole¢nost Medpace mohou pisemné vyzadat
(a) odstranéni  jakychkoliv  davérnych
informaci, (b) jakékoliv pfiméfené zmeény

Confidential ~ Information, (b) any pozadované zadavatelem ¢&i  spolecnosti
reasonable changes requested by Sponsor Medpace nebo (c) odlozeni takového
or Medpace, or (c) a delay of such navrhovaného odevzdani za Gc¢elem ochrany
proposed submission for an additional mozné patentovatelnosti jakychkoliv
period, not to exceed ninety (90) days, in technologii v nich popsanych, a to po
order to protect the potential patentability dodate¢né obdobi v maximalni délce

of any technology described therein.
Sponsor, at its election, shall be entitled
to receive in any such publication an

devadesati (90) dni; a zdravotnické zatizeni s
timto souhlasi. Zadavatel je dle své volby
opravnén zadat, aby jeho financovéni studie
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acknowledgement of its sponsorship of bylo zminéno v jakychkoliv takovych
the Study. publikacich.

9.2 Neither party shall use the other party’s | 9.2 Z4dna ze stran nebude bez ptedchoziho
name, nor issue any public statement pisemného svoleni druhé strany pouzivat
about this Agreement, or publish any jméno druhé strany, vydavat jakakoliv
information about the Study, without the vefejna prohlaseni o této smlouvé ani
prior written permission of the other party zvetejnovat jakékoliv informace o této studii
except as required by law. Such prior vyjma piipadd, kdy je to vyzadovano
permission shall not be unreasonably zakonem. Takové ptedem poskytnuté svoleni
withheld. Medpace takes into account nesmi byt z nepfimétenych diivodi odepieno.
that the Parties are obliged to publish the Spoleénost Medpace bere na védomi, Ze
Agreement in accordance with the Act smluvni strany jsou povinny uvefejnit tuto
n0.340/2015 Coll. on the registry of the smlouvu v souladu se zakonem ¢&. 340/2015
contracts within the contracts registry that Sb., o registru smluv (dale jen ,registr
has been set up for this purpose smluv®). Smluvni strany se dohodly, ze
(“Contracts Registry”). Parties agree that zdravotnické zafizeni uvefejni verzi této
the Institution shall publish a version of smlouvy, kterou mu zatim ucelem pfipravi a
this Agreement which Medpace shall poskytne  spole¢nost Medpace nejpozdéji
prepare and provide to the Institution for v den podpisu této smlouvy, a to v strojové
this purpose promptly after the Citelném formatu v elektronické podobé
Agreement is fully executed by all Parties zaslanim na emailovou adresu
and Medpace has received a copy of the xxxxx@vfn.cz. Oznameni o uvefejnéni
fully executed Agreement. Version of this smlouvy bude spravcem registru zaslano na
Agreement intended for publication shall e-mailovou adresu xxxxx@medpace.com. V
be in machine-readable format in pfipadé, ze by =zdravotnické zafizeni
electronic form sent to the e-mail address neuveiejnilo smlouvu do 20 dnd od jejiho
XXXXx@vfn.cz. Notification  about uzavieni, spole¢nost Medpace bude mit pravo
publication of the Agreement shall be tuto smlouvu uveftejnit. Pfiloha A pfedstavuje
sent by the registry administrator to the e- chranéné informace spole¢nosti Medpace a
mail address xxxxx@medpace.com. In nebude v registru smluv  uvefejnéna.
the event that Institution should fail to Ptedpokladana celkova mozna cCastka k
publish the Agreement within 20 days of vyplaceni v rdmci smlouvy je 268.317 K¢, a
its being fully executed, Medpace shall to za predpokladu, Zze bude dosazen cil
have the right to publish the Agreement. zafazovani pacientt do studie. Spolec¢nost
Schedule A constitutes proprietary Medpace ponese odpovédnost za formulaci
information of Medpace and it will not be smlouvy pied jejim uvefejnénim v registru
published in the Contracts Registry. smluv. Zdravotnické zafizeni nesmi Uvetejnit
Estimated total possible amount to be jakékoli nerevidované verze na jakychkoli
paid under the Agreement is CzK webovych strankéch nebo jinych médiich bez
268,317 assuming the Study patient pfedchoziho pisemného souhlasu spole¢nosti
enrollment goal is achieved. Medpace Medpace.
shall be responsible for redacting the
Agreement before publication in the
Contracts Registry. Institution shall not
publish any non-redacted versions on any
websites or other media without obtaining
Medpace’s prior written consent.

9.3 Notwithstanding the foregoing, nothing | 9.3 Bez ohledu na vySe uvedené skuteénosti
contained in this Agreement shall prevent nebude zadna z Casti obsahu této smlouvy
the Study from being registered with branit v registraci studie na portélu
www.clinicaltrials.gov, or any equivalent www.clinicaltrials.gov ani v jiném obdobném
registry, including all information registru, véetnd vSech informaci
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required by the Uniform Requirements
for Manuscripts Submitted to Biomedical
Journals of the International Committee
of Medical Journal Editors in effect as of
the date of initiation of the Study (see
www.icmje.orq).

10 NOTICES

Any notice required or permitted under this
Agreement shall be in writing and shall be
deemed made and given three (3) days after
sending, if mailed by registered or certified mail,
postage prepaid, return receipt requested, or one
(1) day after sending, if sent by express courier
service or facsimile/electronic transmission. In
addition, the Institution will communicate to
Medpace in writing (email is considered a writing
for the purposes of this section), any changes to
the Institution’s payee name, payee address, tax
identification number, corporate address, or
corporate name, as applicable. Any such
notification shall originate from an Institution
officialhaving 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:

vyzadovanych  jednotnymi pozadavky
Mezinarodniho vyboru Séfredaktori
1ékarskych ¢asopistl na prispévky uréené pro
zvefejnéni v biomedicinskych casopisech
platnymi v den zahdjeni studie (viz
www.icmje.org).

OZNAMENI

Jakékoliv oznameni vyzadované ¢i dovolené dle této
smlouvy musi byt u¢inéno pisemné a v pfipadé, ze
bude odeslano jako doporu¢ené psani ¢i rekomando,
a to vyplacené a s dodejkou, bude povazovéano za
ucinéné a dorucené tfi (3) dny po odeslani, piipadné
jeden (1) den po odeslani, pokud bude odeslano
expresni kuryrni sluzbou ¢i faxem / elektronickym
prenosem. Kromé toho bude zdravotnické zatizeni
pisemné (email je pro ucely tohoto oddilu povazovan
za pisemnou formu) informovat spolecnost Medpace
o jakychkoliv pfipadnych zménach jména piijemce
platby na stran¢ zdravotnického zafizeni, adresy,
DIC, firemnich adres &i nazvi spole¢nosti. Jakékoliv
takové oznameni bude wucinéno predstavitelem
zdravotnického zafizeni, ktery ma stejnou ¢i vétsi
pravomoc nez piedstavitel zdravotnického zatfizeni,
ktery jeho jménem tuto smlouvu podepisuje. Veskera
oznameni musi byt adresovana kontaktnim osobam
uvedenym nize:

10

If to Medpace/ Pro spoleénost Medpace:
Medpace, Inc.

Attn: General Counsel/ Komu: pravni zéastupce
5375 Medpace Way

Cincinnati, OH 45227 USA

If to Sponsor/ Pro zadavatele:

Kowa Research Institute, Inc.
Attention: President/ Komu: President
430 Davis Drive, Suite 200
Morrisville, NC 27560 USA

If to Institution/ Pro zdravotnické
zafizeni:

Vseobecna fakultni nemocnice
v Praze

U Nemocnice 499/2

128 08 Praha 2

Ceska republika

11 ELECTRONIC SIGNATURES

Institution consents to electronic communication

and electronic signatures being equal to
signatures  inked on  paper. Institution
acknowledges and agree that electronic

communication is an acceptable method of
communicating information from Medpace to
Institution 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,

1 ELEKTRONICKE PODPISY

Zdravotnické zafizeni souhlasi s tim, ze elektronicka
komunikace a elektronicky podpis maji stejnou
platnost jako vlastnoru¢ni podpisy na dokumentech v
tisténé podobé. Zdravotnické zatizeni bere na védomi
a souhlasi s tim, Ze elektronickd komunikace je
pfijatelnym zplusobem, kterym mize spolecnost
Medpace sdélovat informace zdravotnickému
zafizeni, aniz by bylo nutné o obsahu sdéleni
informovat v ti§téné podobé. Jakakoliv sd€leni a
nasledny elektronicky podpis, ke kterym mezi
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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 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 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.

12 LIMITATION OF LIABILITY

AND INSURANCE

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

12.1

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

smluvnimi stranami do$lo v minulosti, dochazi v
soucasnosti ¢i dojde v budoucnosti, budou mit stejnou
platnost a ucinnost jako dokumenty vlastnoru¢né
podepsané v tisténé podobé. Elektronicky podpis
mimo jiné zahrnuje naskenovanou kopii podpisu,
podpis strojopisem nebo pozadavek kliknuti mysi na
ikonu ¢i tlacitko ,,Souhlasim®. VesSkera sdéleni
poskytnuta spolecnosti Medpace zdravotnickému
zatizeni v elektronické podobé budou poskytnuta
jednim z nasledujicich zpasobt: (1) prostfednictvim
e-mailové zpravy se zadosti o stdhnuti souboru ve
formatu PDF ¢i DOC, ktery sdéleni obsahuje, nebo
(2) v ptipad¢ licen¢ni dohody bude tato poskytnuta
bezprostiedné pied prihlaSovaci obrazovkou aplikace
ClinTrak. Zdravotnické zatfizeni md moznost ziskat
elektronickou komunikaci v tisténé podob¢ tim, Ze si
ji samo vytiskne, pfipadné pozadd spole¢nost
Medpace o jeji zaslani postou, a to za piedpokladu, ze
k takovému pozadavku dojde v pfiméfené dobé po
prvnim odeslani elektronické komunikace spolecnosti
Medpace.

OMEZENIi ODPOVEDNOSTI A
POJISTENI

Spolecnost Medpace a zadavatel nebudou
pravné odpovédni za ndhodné, zvlastni,
nepfimé ani nasledné Skody vzniklé osobam
¢i na majetku, mezi néz mimo jiné patii pravo
na uhradu ztraceného CcCasu, ztraty sluzeb,
ztraty vyroby, uslého zisku, ztracenych
obchodnich pfilezitosti a uspor nebo jinych
ekonomickych a obchodnich ztrat ¢i naroku
jakéhokoliv  druhu  vyplyvajicich  nebo
vznikajicich nasledkem provadéni sluzeb ci
jinym zpasobem dle této smlouvy, a to i v
piipadé, Zze budou o moznosti vzniku
takovych skod informovani.

12

12.1

12.2  Spoleénost Medpace prohlasuje, ze zadavatel
pro zkous$ejiciho, pracovniky studie a sebe
sama uzavtel pojisténi odpovédnosti za Skodu
vzniklou v souvislosti s provadénim dotéené
studie v souladu s pfislusnymi zakony,
pfiemz takové pojisténi bude kryt zejména
naklady na 1écbu subjekti studie, ktera
souvisi s jakoukoliv Ujmou na zdravi
zpusobenou subjektim studie v souvislosti s
jejich ucasti ve studii. Zadavatel bude
udrZzovat zmin€né pojisténi v platnosti po
dobu trvani studie, a je-li to pozadovano
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of the Study and for any applicable time prislusnymi zdkony, pak i v prubchu

period after Study conclusion if required piislusného  obdobi  nésledujiciho  po

by Applicable Law. The Institution dokon¢eni studie. Zdravotnické =zafizeni

declares to have wvalid insurance prohlasuje, ze ma sjednano pojisténi dle § 45

according to paragraph 45 section 2 letter odst. 2 pism. n) zdkona ¢. 372/2011 Sb., o

n) of the Act n. 372/2011 Coll. zdravotnich sluzbach, ve znéni pozdé&jsich

predpist

13 DEBARMENT 13 ZAKAZ CINNOSTI

13.1  Institution represents, warrants and |13-1  Zdravotnické zafizeni prohlasuje, zarucuje a
convenants as follows: zavazuje se K nasledujicimu:

13.1.1  Neither it, nor Investigator, nor 13.1.1 Ani zdravotnickému zafizeni, ani
any of its Representatives, have zkousejicimu, ani Zadnému  z
been debarred, or excluded, nor pfedstaviteli  nebyla  zakdzana
have they been engaged in any élqnostnebo z;ﬁ nebyli vylouceni,
acts which may result in ani se neucastnili zadného fizeni ze
debarment or exclusion by any strany regula¢niho organu, jehoz
regulatory authority and no disledkem by mohl byt takovy
debarred or excluded person will zdkaz Cinnosti nebo vylouceni, a
in the future be employed or 2§idné osoba, které byla zakdzana
otherwise retained by the ¢innost nebo kterd byla Vylogéer,la,
Institution in connection with any nebude v budoucnu zdravotnickym
work to be performed under this zafizenim zaméstndna ani se nebude
Agreement. jakkoliv ucastnit prace dle této

smlouvy.

13.1.2  Neither it, nor Investigator, nor 1312 Ani zdravotnické ~zafizeni, ani
any of the Representatives, have Zkouse}fm’ ant Zadnyz?r?dsmwt,el?
been disqualified or restricted ne?yl Zadnym z regme}cm‘f.h,(irga.nu
from participating in clinical vyfazen nebo omezovin pfi G¢asti v
trials by any regulatory authority. Klinickych hodnocenich.

13.1.3 Neither it, nor Investigator, nor 1313 Ani Vz.qr?VOt.mvC,ke , Zarvlzem’ . anol
any of the Representatives, is zkouSejici, ani Zddny 2 predstaviteld
subject to any conflicting nema zadng z avaaek,o kte.ry 5 by
obligations or anything that predstavoval stiet zajmi, ani néco,
might interfere with the co b_y mohlo zasahovat do prubeh_u
performance of the Study or that Stf.’fj'e, nebo,clodlti): mohlo (I)hvroyt
might impair the acceptance of prijett vysiedku fegulacnim
the resulting data by any organem.
regulatory authority.

13.2 Instltutlor! Sh_a_“ ImmEdlatEIY notify 13.2  Zdravotnické zafizeni okamzit€¢ pisemné
gﬁedgﬁ;e'Zdﬁﬂtwgzzgzzgﬁfonuﬂgé?Nagi oznami spole¢nosti Medpace, pokud se dozvi
debarm_ent, disqualification, restriction or 2;1?:;;“ kgilrll;itz\,/emnez;l:;ziﬁi?f Stl(’);reozze?l?
(r:gsnu\ﬂcno?n or a(r)]t;er erg:]ter ;Zi)tar?noeur:s nebo o odsouzeni ¢i jiné zalezitosti, jejimz

' disledkem by mohl byt jakykoli takovyto
disqualification, restri(_:tion or_conv]ictionH sikaz éinnost}i], nezpﬁso}l;ilg)st,yomezeni neybo

e, B e of S o S Medpice e 0

piijeti takového oznameni, nebo pokud se
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any debarment, threat of debarment,
disqualification, restriction, conviction or
other matter that could result in any such
debarment, terminate this Agreement in
accordance  with the Term and
Termination Section.

14 ANTI-BRIBERY/ANTI-

CORRUPTION

In carrying out its responsibilities under this
Agreement, neither Party nor it nor any of its
respective representatives will pay, offer or
promise to pay, or authorize the payment of, any
money, or give or promise to give, or authorize
the giving of, any services or anything else of
value, either directly or through a third party, to
any official or employee of any governmental
authority or instrumentality, or of a public
international organization, or of any agency or
subdivision thereof corruptly for the purpose of
improperly (i) influencing any act or decision of
that person in his official capacity, including a
decision to fail to perform his functions with such
governmental agency or instrumentality or such
public international organization or such political
party, (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

jinak dozvi o jakémkoliv zakazu c¢innosti,
hrozbé zakazu c¢innosti, nezputsobilosti,
omezeni nebo o0 odsouzeni ¢i jiné zaleZitosti,
jejimz disledkem by mohl byt jakykoliv
takovy zakaz Cinnosti, ukoncit tuto smlouvu
v souladu s oddilem Platnost smlouvy a jeji
ukoncend.

14  USTANOVENI PROTI UPLATKUM /

PROTI KORUPCI

Pfi plnéni svych povinnosti podle této smlouvy zadna
strana ani Zzadny ze zastupcll 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 piimo, ani prostfednictvim tfeti strany,
zadnému zastupci nebo zaméstnanci 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, v€etné rozhodnuti,
ze bude chybné vykonavat své funkce pro takovy
vladni Gfad nebo vykonny organ nebo vefejnou
mezinarodni organizaci nebo politickou stranu, (ii)
zpusobeni, ze tato osoba vyuZije svého vlivu ve
vladdnim ufadu nebo vykonném organu, nebo ve
vefejné mezinarodni organizaci, nebo v politické
strané k ovlivnéni jejich jednani nebo rozhodovani,
nebo (iii) zajisténi jakékoli nepatficné vyhody; avsak
za predpokladu, ze predchazejici prohlaseni se
nebude vztahovat na jakoukoli usnadiujici nebo
urychlovaci platbu pro ciziho ufednika, politickou
stranu nebo funkcionafe strany, jejimz ucelem je
urychlit nebo zajistit provedeni bézné ufedni ¢innosti

the performance of a routine governmental action | cizim  ufednikem, politickou  stranou  nebo
by a foreign official, political party, or party | funkcionafem strany.
official.
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15 ASSIGNMENT AND i . i
DELEGATION 15 POSTOUPENI A PREVEDENI

This Agreement shall be binding upon and for the Tato smlouva bude zavazna pro smluvni strany této
benefit of the Parties hereto, and their successors | Smlouvy, jejich nastupce a povolené nabyvatele
and permitted assigns. This Agreement, and all | @V jejich prospéch. Tato smlouva a vSechna prava,
rights, duties and obligations hereunder, may not | Povinnosti a zavazky z ni vyplyvajici nesmi byt
be assigned or delegated by Institution without | zdravotnickym zafizenim postoupeny ani prevedeny
the prior express written consent of Medpace. | bez predchoziho vyslovného pisemneho souhlasu
Any attempt made by Institution to assign or spole¢nosti Medpace. Jakykoli pokus zdravotnického
delegate this Agreement in violation of this zafizeni postoupit nebo delegovat tuto smlouvu v
section shall be of no force or effect. Institution | Tozporu s timto oddilem nebude platny ani GCinny.
acknowledges that Medpace shall have the right Zdravotnické zafizeni bere na védomi, ze spole¢nost
to assign or delegate this Agreement or any | Medpace je opravnéna postoupit nebo pievést tuto

portion thereof without the consent of Institution. | smlouvu nebo jakoukoli jeji Cast bez souhlasu
zdravotnického zafizeni.

16  NEZAVISLY SMLUVNi PARTNER

Vztah smluvnich stran je vztahem nezévislych
smluvnich partnerti a nebude vykladan jako jakykoliv
zam&stnanecky ¢i  zastupitelsky vztah  mezi
smluvnimi stranami. Spole¢nost Medpace ani
zadavatel neponesou odpovédnost za jakékoliv
i ! : zaméstnanecké vyhody, penze, odmény pracovniki,
benefits, pensions, ~workers’ ~compensation, srazky z platu & zaméstnanecké dané tykajici se

Witth_Idiflg or emplpyment-related taxes relating zdravotnického zafizeni, zkousejiciho ¢i pracovniki
to Institution, Investigator or Study Personnel. studie.

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

17 ZIMENY PROTOKOLU
17 CHANGES TO THE PROTOCOL Protokol muze byt doplnén pouze z nafizeni

The Protocol may be amended only at the | zadavatele a zmé€na podléhd néaslednému schvaleni
direction of Sponsor, subject to subsequent | etické komise a jakychkoliv piislusnych regulaénich
approval of the Ethics Committee and any | organi. Finan¢ni podminky se z divodu takovych
applicable regulatory authorities. No financial | tprav ménit nebudou, pokud smluvni strany tuto
adjustments shall be made because of such | Smlouvu piisluSnym zpisobem nedoplni.
modifications unless the Parties hereto amend this
Agreement accordingly.
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18  MISCELLANEOUS 18 DALSi USTANOVENI

18.1  This Agreement represents the entire | 18.1 Tato smlouva piedstavuje uplnou dohodu
understanding of the Parties and smluvnich stran a nahrazuje veskera
supersedes all  prior  negotiations, pfedchozi jednani mezi smluvnimi stranami,
understandings or agreements (oral or dohody nebo umluvy (ustni ¢i pisemné)
written) between the Parties concerning tykajici se pfedmétu této smlouvy. V piipadé
the subject matter hereof. In the event of jakychkoliv rozpori mezi touto smlouvou a
any inconsistency  between  this protokolem  rozhoduji  podminky  této
Agreement and the Protocol, the terms of smlouvy. Jestlize nékteré ustanoveni této
this Agreement shall govern. If a smlouvy je nebo se stane (i) nelegalnim podle
provision of this Agreement is or jakéhokoli platného zakona ¢i ptedpisu, (ii)
becomes (i) illegal under any applicable neplatnym nebo (iii) jinak nevymahatelnym,
law or regulation, (ii) invalid or (iii) takovd  nelegalnost, neplatnost  nebo
otherwise unenforceable, such illegality, nevymahatelnost nebude mit vliv na platnost
invalidity or unenforceability shall not ¢i vymahatelnost kterékoliv jiné z podminek
affect the validity or enforceability of any ¢i ustanoveni této smlouvy. Veskera upusténi
other term or provision of this od podminek této smlouvy musi byt u¢inéna
Agreement. All waivers of the terms of pisemné. Nevymahani dodrzovani kterékoliv
this Agreement shall be in writing. z podminek této smlouvy nepiedstavuje
Failure to insist upon compliance with vSeobecné upusténi od nebo zieknuti se
any of the terms and conditions of this jakychkoliv takovych podminek; tyto naopak
Agreement shall not constitute a general vzdy zGstavaji pIné platné a Gcinné.
waiver or relinquishment of any such
terms or conditions, but the same shall
remain at all times in full force and effect.

18.2  This Agreement, and any subsequent | 18.2  Tato smlouva a jakékoli jeji nasledné dodatky
amendment(s), may be executed in mohou byt vyhotoveny ve stejnopisech a tyto
counterparts and the counterparts, stejnopisy spoleéné tvoii jedinou smlouvu a
together, shall constitute a single stanou se zdvaznymi v okamziku, kdy
agreement and shall become binding kterykoli nebo vice z téchto stejnopisi této
when any one or more counterparts smlouvy, jednotlivé nebo dohromady, budou
hereof, individually or taken together, opatfeny podpisem kazdé ze smluvnich stran.
bears the signature of each of the Parties Odeslani této smlouvy nebo jakychkoli jejich
hereto. A facsimile or PDF electronic néslednych dodatkti, podepsanych tadné
submission of this Agreement or any opravnénym zastupcem smluvni strany,
subsequent amendment(s) signed by a faxem nebo elektronickym pfenosem ve
Party’s duly authorized representative formatu PDF, bude legilni a pro vsechny
shall be legal and binding on all Parties. smluvni strany zavazné.

18.3  This Agreement shall be governed by and | 18.3  Tato smlouva se bude fidit a vykladat v
construed in accordance with the laws of souladu s prévnimi pf'edpisy Ceské republiky_
the Czech Republic. In the event of a V piipadé rozporu mezi Ceskou a anglickou
conflict between the Czech and English jazykovou verzi rozhoduje &eska verze
language versions, then the Czech version Jakékoli spory vyplyvajici nebo souvisejici
shall control. Any disputes arising under stouto smlouvou budou rozhodovany
or relating to this Agreement shal be vyhradné ptislugnymi soudy Ceské republiky.
resolved exclusively by the relevant Mistni pfislusnost soudu bude dana sidlem
courts of the Czech Republic. The local zdravotnického zatizeni.
jurisdiction shall be determined by the
residence of the Institution.
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19 SPONSOR AS THIRD-PARTY |17 ZADAVATEL JAKO OBMYSLENA
BENEFICIARY TRETI STRANA

Smluvni strany uzndvaji a souhlasi, ze zadavateli
nalezi prospéch z této smlouvy jakozto obmySlené
tfeti stran¢, a souhlasi, Ze zadavatel je opravnén
vymahat tuto smlouvu sam piimo nebo nepiimo
prostiednictvim spole¢nosti Medpace.

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 this Agreement either
directly itself or indirectly through Medpace.

IN WITNESS WHEREOF, the Parties hereto | N DUKAZ CEHOZ smluvni strany teto smlouvy
have executed this Agreement in duplicate by prostredr_uctv_lrn k tomu fadn€ opravnénych osob a ve
proper persons thereunto duly authorized. dvou stejnopisech podepsaly tuto smlouvu.
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jakoZito platce zastupujici zadavatele
By (signature) / Podepsal/a (podpis)

XXXXX

Clinical Trial Manager/Manazer klinického hodnoceni
Title / Funkce
Date / Datum:

Medpace, Inc., on its own behalf and as payment agent of Sponsor/ Za spoleénost Medpace, Inc., jejim jménem a

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

Institution / Zdravotnické zafizeni
By (signature) / Podepsal/a (podpis)

XXXXX
Title / Funkce , feditelka
Date / Datum:

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

I, XXXXX, the investigator of the Study, hereby
certify that I’m familiar with the Protocol and all
the documents transmitted by Medpace for the
performance of the Study. | have familiarized
myself with the Agreement between Medpace and
Vseobecna fakultni nemocnice v Praze and | shall
comply with the obligations provided for therein
or resulting from the GCP to the principal
investigator.

Ja, XXXXX, zkousejici této studie, timto
potvrzuji, Ze jsem se seznamil s protokolem a
vSemi dokumenty pfedanymi spole¢nosti Medpace
k provedeni studie. Byl jsem sezndmen se
smlouvou uzavienou mezi Medpace a VSeobecnou
fakultni nemocnici v Praze a budu dodrzovat
povinnosti v ni stanovené ¢i vyplyvajici ze spravné
klinické praxe zkousejicimu.

Signed / Podepsdn:

XXXXX
Investigator/ zkousejici
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