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CLINICAL STUDY AGREEMENT

This clinical study agreement (“Agreement”), dated
08-February-2017 (the “Effective Date”), is entered
into by and between: Medpace, Inc., with its head
office at 5375 Medpace Way, Cincinnati, Ohio 45227,
United States of America ("Medpace”) and Fakultni
nemocnice Kralovske Vinohrady, with its head office
and at Srobarova 1150/50, 100 34 Praha 10, Czech
Republic, reference number KH 58/2016, cost center
35019 ("Institution”). Medpace and Institution are
collectively referred to herein as the “Parties”.

WHEREAS, Arsanis, Inc., a Delaware Corporation
having a place of business at 890 Winter Street, Suite
230, Waltham, MA 02451, United States of America
(“Sponsor”) owns and/or controls certain patents,
patent applications, and proprietary technology relating
to ASN100, a monoclonal antibody therapeutic for the
prevention of S. aureus pneumonia (the “Study Drug”),
the manufacture and use thereof, and products related
thereto; and

WHEREAS, Sponsor is sponsoring a clinical study on
the Study Drug, in accordance with Protocol No.
ASN100-201, titled: “A Phase 2, Randomized, Double-
Blind, Placebo-Controlled Study to Determine the
Safety and Efficacy of a Single Dose of ASN100 for
the Prevention of Staphylococcus aureus Pneumonia in
Heavily Colonized, Mechanically Ventilated Subjects”
(the “Protocol”), and Institution possesses expertise in
the conduct and performance of the Study, and
Institution has essential facilities and equipment to
enable Principal Investigator to conduct the Study. The
performance of the Protocol shall be referred to herein
as the “Study”; and

WHEREAS, Medpace and XXXXXXX (“Principal
Investigator”) shall execute a separate agreement
governing Principal Investigator’s obligations and
responsibilities with respect to the performance of the
Study.

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

SMLOUVA O KLINICKE STUDII

Tato smlouva o klinické studii (dale jen ,,smlouva‘®) s
od 8.0nora 2017 (dale jen ,datum
ucinnosti®) se uzavird mezi: spoleénosti Medpace, Inc.,
se sidlem na adrese 5375 Medpace Way, Cincinnati,
Ohio 45227, Spojené staty americké (dale jen
»Medpace“) a Fakultni nemocnici Krélovské
Vinohrady se sidlem na adrese Srobarova 1150/50, 100
34 Praha 10, Ceska republika, &islo jednaci: KH
58/2016, ndakladové stiedisko 35019 (dale jen
»Zdravotnické zafizeni). SpoleCnost Medpace a
zdravotnické zafizeni jsou spoleéné oznacovany jako

ucinnosti

smluvni strany (dale jen ,,strany®).

VZHLEDEM K TOMU, 7E Arsanis, Inc., spole¢nost
registrovana ve statu Delaware a se sidlem na adrese
890 Winter Street, Suite 230, Waltham, MA 02451,
Spojené staty americké (dale jen ,,zadavatel), vlastni
a/nebo kontroluje urcité patenty, patentové piihlasky a
chranénou technologii v souvislosti s pfipravkem
ASN100, terapeutickou monoklonalni protilatkou pro
prevenci pneumonie vyvolané kmenem S. aureus (dale
jen ,,hodnoceny ptipravek®), jeho vyrobou a pouzitim
a produkty s nim souvisejicimi;

VZHLEDEM K TOMU, ZE zadavatel sponzoruje
klinickou studii tykajici se hodnoceného piipravku, v
souladu s protokolem &. ASN100-201, s nazvem:
“Randomizovand, dvojit€¢  zaslepena, placebem
kontrolovana studie faze 2 ke stanoveni bezpecnosti a
ucinnosti jednotlivé davky ASN100 urcené k prevenci
stafylokokové pneumonie u mechanicky ventilovanych
pacientd, silné kolonizovanych bakterii Staphylococcus
aureus” (dale jen ,,protokol), a zdravotnické zafizeni
ma odborné znalosti v oblasti provadéni a vykonu
studie a zdravotnické zafizeni mé zafizeni a vybaveni
nezbytné k tomu, aby mohl hlavni zkousejici provadét
studii. Provadéni protokolu bude v této smlouvé

uvadéno jako ,,studie; a

VZHLEDEM K TOMU, ZE spoleénost Medpace a
XXXXXXXXXX (dale jen ,hlavni zkouSejici”)
uzaviou samostatnou smlouvu upravujici zavazky a
povinnosti hlavniho zkou$ejiciho s ohledem na

vykonavani studie.

VZHLEDEM K TOMU, ZE hlavni zkousejici je
zaméstnancem zdravotnického zafizeni a ma odborné
znalosti v oblasti provadéni a vykonu klinickych studii;
a
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WHEREAS, the Sponsor has established as a legal
representative within the European Union of Arsanis
Biosciences GmbH, having an address at Helmut-
Qualtinger-Gasse 2, 1030 Vienna, Austria; 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

participates in the conduct of the Study in accordance
with the Protocol and the terms and conditions of this
Agreement, and Institution desires to participate in the
conduct of the Study in accordance with the Protocol
and the terms and conditions of this Agreement.

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

1 SCOPE OF WORK; SUPPLY OF THE STUDY
DRUG

1.1 Principal Investigator shall perform the Study at
Institution’s premises 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, the possible
recommendations of the Ethics Committee, and
with all applicable European Union and Czech
Republic laws, directives and regulations
governing the performance of clinical studies
including, without limitation, Act no. 378/2007
Coll. on Pharmaceuticals, as amended, Act no.
372/2011 Coll. on Medical Services, as amended,
Decree no. 226/2008 Coll. on the Good Clinical
Practice and Detailed Conditions for Clinical
Studies of Pharmaceuticals, as amended. The
Protocol is hereby incorporated by reference,
together with any and all amendments thereto,
into this Agreement. The Study location will not
be changed without Medpace’s and Sponsor’s
prior written consent.

1.2 Prior to the start of Study, Medpace and/or
Sponsor will obtain any and all necessary

approvals of the applicable regulatory authorities

VZHLEDEM K TOMU, ZE zadavatel ustanovil jako
pravniho z&stupce v ramci Evropské unie Arsanis
Biosciences GmbH, se sidlem na adrese Helmut-
Qualtinger-Gasse 2, 1030 Viden, Rakousko; a

VZHLEDEM K TOMU, ZE spole¢nost 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 zdravotnické zafizeni zicastnilo provadéni
studie v souladu s protokolem a podminkami této
smlouvy, a zdravotnické zafizeni se chce zucastnit
provadéni studie v souladu s protokolem a podminkami
této smlouvy.

PROTO, s ohledem na vySe uvedené skutec¢nosti,
vzajemna ujednani a prisliby vyjadiené v této smlouve
a fadnou a hodnotnou odménou, jejiz pfijeti a
piiméfenost se timto potvrzuje, bylo smluvnimi
stranami ujednano nésledujici:

1 ROZSAH PRACI: DODAVKY
HODNOCENEHO PRIPRAVKU

1.1 Hlavni zkouSejici bude provadét studii ve
zdravotnickém zafizeni v piisném souladu s
podminkami  této  smlouvy, jakymikoliv
pisemnymi pokyny zadavatele a/nebo spole¢nosti
Medpace, vSemi obecné prijimanymi standardy
spravné klinické praxe, protokolem, pfipadnymi
doporucenimi etické komise a vSemi platnymi
zakony, smérnicemi a predpisy Evropské unie a
Ceské
klinického vyzkumu, mimo jiné v¢etné zdkona €.
378/2007 Sb., o lécivech, v platném znéni,
zakona ¢. 372/2011 Sb., o zdravotnich sluzbach,
v platném znéni, vyhlaskou ¢. 226/2008 Sb., o
spravné klinické praxi a blizSich podminkach
klinického hodnoceni [éCivych pftipravki, v
Protokol je timto odkazem
zaclenén do této smlouvy, a to spolecné s

republiky  upravujicimi  provadéni

platném znéni.

veskerymi svymi dodatky. Misto provadéni studie
nebude ménéno bez piedchoziho pisemného
souhlasu spole¢nosti Medpace a zadavatele.

1.2 Pted zahajenim studie zajisti spole¢nost Medpace
a/nebo zadavatel od pfislusnych kontrolnich

organi a etické komise pro multicentricka
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1.3

1.4

1.5

1.6

1.7

and central Ethics Committee. Medpace/Sponsor
will be responsible for the costs associated with
obtaining these approvals.

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 Section 2
below to participate in the Study, and will
facilitate the proper performance of the Study.

Sponsor shall retain all right, title, and interest in
and to the Study Drug, and compositions and uses
thereof, including all intellectual property rights
therein. Other than the right to use the Study
Drug in the Study pursuant to the terms hereof,
no right or interest in or to any such ownership or
intellectual property rights of Sponsor is granted
or implied hereunder.

Once Sponsor and/or Medpace has received (a) a
fully executed copy of this Agreement, (b)
documentation verifying that all necessary
approvals from the applicable regulatory
authorities and central ethics committee have
been obtained, and (c) other appropriate Study
documentation from Institution as instructed by
Sponsor and/or Medpace, Sponsor or its designee
will provide Institution with sufficient quantities
of Study Drug solely for use in the Study at no
cost to Institution.

Institution agrees that the Study Drug and all
equipment provided by the Sponsor may only be
used for the purposes of the Study, and not for
any other purpose whatsoever (including without
limitation any commercial purposes), and shall
only be used in accordance with the Protocol and
any written instructions of the Sponsor.
Institution further agrees to treat the Study Drug
as “Confidential Information” in accordance with
Section 3, and that the Study Drug will not be
made available, transferred, or provided to
anyone outside of Institution without Sponsor’s
express prior written approval.

With Medpace’s prior written consent in each
instance, Institution may subcontract the
performance of certain of its activities under this
Agreement to qualified third parties; provided,
that (a) such permitted third parties perform such

1.3

1.4

1.5

1.6

1.7

hodnoceni veskera nezbytna povoleni. Spole¢nost
Medpace / zadavatel bude odpoveédny za naklady
spojené se zajisténim téchto povoleni.

Zdravotnické zatizeni souhlasi s tim, Ze poskytne
hlavnimu zkousSejicimu volny piistup k pfislusné
populaci subjekti zdravotnického zafizeni, mezi
nimiz provede nabor pocétu subjektt, ktefi se
zucastni studie a jejichZz pocet je uveden nize v
oddilu 2, a umozni fadné provedeni studie.

Zadavatel vlastni veSkera prava, tituly a naroky
na hodnoceny pftipravek, jeho sloZeni a pouziti,
véetné vSech prav dusSevniho vlastnictvi s nim
souvisejicimi. Jiné pravo neZ je pravo pouZzivat
hodnoceny pfipravek ve studii v souladu s
podminkami této smlouvy, zadné pravo nebo
narok na takové vlastnictvi nebo prava duSevniho
vlastnictvi zadavatele nebylo udéleno ani
nevyplyva z této smlouvy.

Jakmile zadavatel a/nebo spole¢nost Medpace
obdrzi (a) podepsanou kopii této smlouvy, (b)
dokumentaci potvrzujici, ze byla ziskana vSechna
nezbytnd povoleni od pfislusnych regulaénich
organi a etické komise pro multicentricka
hodnoceni, a (c) dalsi vhodnou studijni
dokumentaci od zdravotnického zafizeni podle
pokynli zadavatele a/nebo spolecnosti Medpace,
pak zadavatel nebo jim urcend osoba doda
zdravotnickému zafizeni bezplatné hodnoceny
pfipravek v mnoZzstvi dostate¢ném pro pouZiti ve
studii.

Zdravotnické zafizeni souhlasi s tim, Ze

hodnoceny pfipravek a veSkeré vybaveni
poskytnuté zadavatelem smi byt pouzivano pouze
pro ucely studie a nikoli pro jakékoli jiné ucely
(mimo jiné vcetné komercnich ucelli) a bude
vyuzivano v souladu s protokolem a jakymikoliv
pisemnymi pokyny zadavatele. Zdravotnické
zafizeni se dale zavazuje, ze bude s hodnocenym
pripravkem nakladat jako s ,,dGvérnou informaci*
v souladu s oddilem 3, a Ze hodnoceny piipravek
nebude bez piedchoziho vyslovného pisemného
souhlasu zadavatele zptistupnén, pfeveden nebo
poskytnut nikomu mimo zdravotnické zatizeni.

S ptedchozim pisemnym souhlasem spole¢nosti
Medpace muze zdravotnické =zafizeni zadat
provadéni nékterych svych Cinnosti v ramcei této
smlouvy kvalifikovanym tfetim strandm, a to za

predpokladu, ze (a) tyto povolené tieti strany
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2.1

2.2

23

activities in a manner consistent with the terms
and conditions in this Agreement; (b) Institution
causes such permitted third parties to be bound by
and comply with the terms of this Agreement, as
applicable, including all confidentiality and
regulatory obligations, Sponsor and Medpace
inspection and audit rights, and Sponsor
ownership rights; (c) Institution remains liable for
such permitted third parties’ performance; and
(d) neither Principal Investigator nor any sub-
investigator has any direct or indirect financial
interest in any such permitted third parties. For
the avoidance of doubt, all permitted third parties
used to perform the Study are included in the
definition of Study Team (as defined in Section
2.3).

PRINCIPAL INVESTIGATOR RESPONSIBILITIES

Institution hereby gives its consent for Principal
Investigator to act as the principal investigator of
the Study at Institution. Principal Investigator
will be responsible for the direction of the Study
in accordance with applicable Institution policies,
which Institution represents and warrants are not
inconsistent with the terms of this Agreement and
the Protocol. If, for any reason, Principal
Investigator is unable to continue in this function
and a successor acceptable to Institution is not
available, Medpace, in close consultation with
Sponsor, shall have the right to immediately
terminate this Agreement upon prior written
notice to Institution as provided in Section 7.

Institution warrants and represents that Principal
Investigator is fully qualified to conduct the
Study and to serve in the capacity of principal
investigator.

Principal Investigator and all persons or entities
who perform any portion of the Study (“Study
Team”) shall be qualified physicians, medical
personnel and nurses or other qualified
professionals who (a) have not been debarred
from working on clinical studies and (b) are
Institution employees or, to the extent approved
by Medpace, subcontractors or connected with
the Institution on the basis of an employment
contract.  Institution further warrants and
represents that each Study Team member is

2.1

2.2

23

budou provadét takové cinnosti v souladu s
podminkami této smlouvy; (b) zdravotnické
zatizeni zajisti, aby takové piipadné povolené
tteti strany byly véazidny podminkami této
smlouvy a dodrzovaly je, v€etn¢ vSech povinnosti
zachovavat divérnost a regulacnich povinnosti,
prdv. na inspekce a audity zadavatele a
spolecnosti  Medpace a vlastnickych prav
zadavatele; (c) zdravotnické zafizeni ponese i
nadale odpovédnost za vykon téchto povolenych
tietich stran; a ze (d) hlavni zkousSejici ani jiny
zkouSejici nemd Zadny piimy nebo nepfimy
finan¢éni zajem v takové povolené tieti strané.
Aby se
povolené tieti strany pouzité k provadeéni studie
jsou zahrnuty v definici pracovnikt studie (jak je
definovano v oddilu 2.3).

pfedeslo pochybnostem, vSechny

POVINNOSTI HLAVNIHO ZKOUSEJICIHO

Zdravotnické zafizeni timto davd hlavnimu
zkousejicimu sviij souhlas k jeho plsobeni jako
hlavni zkousSejici studie v zdravotnickém zatizeni.
Hlavni zkousejici ponese odpovédnost za fizeni
studie v souladu s piislusSnymi piredpisy
zdravotnického zafizeni a zdravotnické zafizeni
zarucuje a prohlasuje, Ze tyto nejsou v rozporu s
podminkami této smlouvy a s protokolem. Pokud
z jakéhokoliv divodu jiz dale nebude hlavni
zkousejici schopen vykondvat tuto funkci a
nebude k dispozici nastupce piijatelny pro
zdravotnické zafizeni, spole¢nost Medpace v
Uzké spolupraci se zadavatelem bude mit pravo
po predchozim pisemném upozornéni ukoncit
tuto smlouvu, jak je uvedeno v oddilu 7.

Zdravotnické zafizeni zarucCuje a prohlasuje, ze
hlavni zkousSejici je plné kvalifikovan k provadéni
studie a vykonu funkce hlavniho zkousejiciho.

Hlavni zkousSejici a veskeré osoby ¢i subjekty
provadéjici kteroukoliv z ¢asti studie (dale jen
»pracovnici studie®) budou kvalifikovani 1ékafi,
zdravotnicky persondl, zdravotni sestry nebo jini
kvalifikovani odbornici, pficemz (a) jim nikdy
nebyla zak&zéna prace na klinickych studiich a
(b) jedna o zaméstnance zdravotnického zafizeni
nebo, v rozsahu povoleném spole¢nosti Medpace,
subdodavatele zdravotnického zafizeni ¢i osoby
spojené se zdravotnickym zafizenim na zakladé
pracovni smlouvy. Zdravotnické zatizeni dale
zarucuje a prohlaSuje, ze kazdy pracovnik studie
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24

25

bound by internal regulation to assign or
otherwise vest the results of his/her work in
Institution, sufficient for Institution to fulfill its
obligations to Medpace and Sponsor under
Section 8. Principal Investigator shall be
responsible for the Study Team’s compliance
with the terms of this Agreement. Institution shall
promptly notify Medpace in writing if it becomes
aware of any Study Team member has been
debarred or proceedings have been initiated with
respect to debarment. Radiologist who is
employed by the Institution will be member of
the study team and he will be responsible for
performance of the examinations specified by the
Protocol of the Study. Fees for the radiologist
will be listed in and ensured by the agreement
fully executed between Medpace and Principal
Investigator. Pharmacist who is employed by the
Institution will be member of the study team and
he will be responsible for performance of the
activities specified by the Protocol of the Study.
Fees for the pharmacist will be listed in and
ensured by the agreement fully executed between
Medpace and Principal Investigator.

Institution agrees that Principal Investigator shall
enroll in the Study approximately six (6)
evaluable Study subjects who meet the inclusion
criteria of the Protocol during the enrollment
period of approximately March 2017 to February
2018. The actual enrollment period may be
extended or shortened upon written notice by
Medpace or Sponsor. As enrollment will be
competitive across all sites participating in the
Study, Medpace reserves the right to instruct the
Principal Investigator to enroll fewer or more
subjects than the number agreed at the time of the
signature of this Agreement.

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

2.4

2.5

je vazan vnitinim pfedpisem postoupit nebo jinak
prevést  vysledky  jeho/jeji  prace  ve
zdravotnickém zatizeni, postacujici k tomu, aby
zdravotnické zatizeni splnilo své zavazky vuci
spole¢nosti Medpace a zadavateli podle oddilu 8.
Hlavni zkouSejici je odpovédny za dodrzovani
podminek této smlouvy pracovniky studie.
Zdravotnické zafizeni bude okamzité¢ pisemné
informovat spolecnost Medpace, pokud dospéje
ke zjisténi, Ze kterémukoliv z pracovnikl studie
byla tato cinnost zakazana, ptipadné¢ bylo v
souvislosti se zakazem zahajeno fizeni. Clenem
studijniho  tymu bude radiolog, ktery je
Vv pracovnim poméru ke zdravotnickému zafizeni
a ktery bude zodpovédny za provadéni vysetfeni

stanovenych mu v protokolu studie. Odména
radiologa bude uvedena a zajisténa
v ramci smlouvy uzaviené mezi spolenosti
Medpace a hlavnim  zkousejicim.  Clenem
studijniho tymu bude farmaceut, ktery je

Vv pracovnim poméru ke zdravotnickému zafizeni
a ktery bude zodpovédny za provadéni Cinnosti
stanovenych mu v protokolu studie. Odména
farmaceuta bude uvedena a zajisténa v ramci
smlouvy uzaviené mezi spolecnosti Medpace a
hlavnim zkousejicim.

v

Zdravotnické zafizeni souhlasi, Ze hlavni
zkousejici zafadi do studie pfiblizné Sest (6)
hodnotitelnych subjektt, ktefi v prubéhu obdobi
pro zafazovani, tj. pfiblizné¢ od bfezna 2017 do
unora 2018, spliuji kritéria protokolu pro
zafazeni. Samotné obdobi pro zafazovani muze
byt na zakladé pisemného oznameni spolecnosti
Medpace ¢i zadavatele prodlouZzeno ¢i zkraceno.
Jelikoz bude zafazovani probihat kompetitivnim
zplisobem napfi¢ vSemi centry, kterd se studie
ucastni, vyhrazuje si spolecnost Medpace pravo
dat hlavnimu zkouSejicimu pokyn, aby zaradil
nizsi ¢i vySsi pocet subjektll, nez bylo ujednano v
okamziku podpisu této smlouvy.

souhlasi, ze pred
provedenim jakychkoliv ukonti souvisejicich se

Zdravotnické  zafizeni
studii zajisti hlavni zkouSejici od kazdého ze
subjekti nezbytny
pisemné podobé. Zdravotnické zafizeni souhlasi,

informovany souhlas v

ze se hlavni zkouSejici pifi zajiStovani

practice to obtain each subject’s informed informovaného souhlasu kazdého ze subjektl
consent. bude fidit veskerymi platnymi etickymi zasadami
a spravnou Kklinickou praxi.
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2.6

2.7

3.1

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

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

CONFIDENTIAL INFORMATION

“Confidential Information”  means  all
information that is (a) provided by or on behalf of
Sponsor or Medpace to Institution, the Study
Team (including, without limitation, Principal
Investigator) or any  of  Institution’s
representatives or agents in connection with this
Agreement or the Study, or (b) developed,
obtained, reproduced or generated by Institution,
Principal Investigator, or the Study Team as a
result of performing the Study (except for a Study
subject’s medical records), including, but not
limited to, the Protocol, the Study Drug, the
Study Results (as defined in Section 5.2), any
other Study data, results, and reports from all
sites conducting the Study, and any trade secrets
or know-how related to administration of the
Study Drug or the acquisition or interpretation of
results. Confidential Information and all tangible
expressions, in any media, of Confidential
Information are the sole property of Sponsor or
Medpace, as applicable. Except as specifically
stated in this Agreement, no option, license, or
conveyance of such rights is granted or implied
with respect to Confidential Information.

2.6

2.7

3.1

Zdravotnické zafizeni souhlasi, Zze hlavni
zkousejici na vyzadani poskytne spolecnosti
Medpace jakékoliv nezbytné aktualizace a/nebo
informace tykajici se studie, a to pro uéely podani
k pfislusné etické komisi pro multicentricka
hodnoceni a regulacnim organim ze strany
spoleénosti Medpace. Spole¢nost Medpace nebo
jeji zastupce ponese odpovédnost za jakakoliv
jednani souvisejici se zpravami a informacemi a
jejich podanim pfislusné etické komisi pro
multicentrickd hodnoceni a regulaénim organtim.
V  relevantnich pfipadech ponese hlavni
zkousejici odpovédnost za jakakoliv podani k
mistni etické komisi v ramci zdravotnického
zafizeni.

souhlasi, Ze hlavni
zkousejici bude informovat spolecnost Medpace
o neZddoucich  pifithodach a  zavaznych

Zdravotnické zafizeni

nezadoucich ptihodach v casovych lhiitach a v
souladu s postupem stanovenym v protokolu
a/nebo v jinych pisemnych pokynech spolecnosti
Medpace a/nebo zadavatele.

DUVERNE INFORMACE

,Duvérnymi informacemi“ se rozumi veskeré
informace, které jsou (@)  poskytnuty
zdravotnickému  zafizeni nebo pracovnikiim

studie (mimo jiné v¢etné hlavniho zkousejiciho)
nebo jakymkoli predstavitelim nebo zastupcim
zdravotnického =zafizeni zadavatelem ¢i jeho
jménem nebo spole¢nosti Medpace v souvislosti s
touto smlouvou nebo studii; nebo (b) vyvinuté,
ziskané ¢i vytvofené zdravotnickym zafizenim,
hlavnim zkousejicim nebo studijnim tymem jako
vysledek provadéni studie dle této smlouvy
(vyjma zdravotnich zdznami subjektd studie); a
zahrnuji mimo jiné protokol, hodnoceny
pripravek, vysledky studie (jak je definovano v
oddilu 5.2), jakékoli jiné udaje ze studie,
vysledky a zpravy ze vSech pracovist, ktera studii
provadéji, a jakakoli obchodni tajemstvi nebo
know-how tykajici se podavani hodnoceného
ptipravku nebo ziskavani nebo interpretace
vysledki. Divérné informace a veSkera hmotna
vyjadieni didvérnych informaci na jakémkoliv
druhu  médii  jsou vyhradnim vlastnictvim
zadavatele, ptipadné spoleGnosti Medpace. S
vyjimkou pfipadii vyslovné¢ uvedenych v této
smlouvé neni ud€lena ani ze smlouvy nevyplyva
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3.2

3.3

3.4

Institution agrees not to use Confidential
Information for any purposes other than to
conduct the Study. Institution agrees not to
disclose Confidential Information to third parties
without the written permission of Sponsor or
Medpace except to the members of the applicable
central ethics committee or to Study Team
members or Institution’s professional advisors,
solely to the extent necessary to conduct the
Study and only under written obligation or
agreement binding the third party to the
obligations of this Section 3. Institution shall
safeguard Confidential Information with the same
standard of care that is used with Institution’s
Confidential Information, but in no event less
than reasonable care. Institution, to its extent,
shall be responsible for unauthorized disclosures
by any third parties to whom Institution discloses
Confidential Information.

The non-use and non-disclosure obligations of
this Section 3 will not apply to that portion of
Confidential Information that Institution can
show by competent proof:

3.3.1 is or becomes publicly available

through no fault of Institution;

3.3.2 was in Institution’s possession prior to,
or developed independently from,
disclosure or development under this
Agreement, without the use or
knowledge of Confidential

Information; or

3.3.3 was received from a third party on a
non-confidential basis which is not
legally prohibited from disclosing such

information.

If Institution is required by law to disclose any
Confidential Information, Institution may do so
provided that (a) Medpace and Sponsor are
notified of any such requirement with sufficient
time to seek a protective order or other
modifications to the requirement, (b) such
disclosure is limited only to what is required by

3.2

3.3

3.4

zadna moznost, licence nebo pfevod téchto prav,
pokud jde o diivérné informace.

Zdravotnické zatizeni se zavazuje, ze nebude
divémé informace pouzivat pro jakékoliv jiné
ucely nez kprovedeni studie. Zdravotnické
zafizeni se zavazuje, Ze bez pisemného souhlasu
zadavatele nebo spolecnosti Medpace nesdéli
divérné informace Zzadné treti strané vyjma
pfipadi sd€leni Clentiim piislusné etické komise
pro multicentricka hodnoceni nebo pracovnikiim
studie nebo odbornym poradcim zdravotnického
zatizeni, a to vyhradn€ v rozsahu nezbytném pro
provedeni studie a pouze na zakladé pisemného
zavazku nebo dohody s tfeti stranou, ze bude
vazdna povinnostmi v tomto oddilu 3.
Zdravotnické zabezpe¢i  davérné
informace se stejnym standardem péce jako v
pfipadé¢ duvérnych informaci zdravotnického
zafizeni; standard péce vSak v zaddném piipadé

zafizeni

v

nesmi byt niz§i nez pfiméfeny. Zdravotnické
zafizeni musi ve svém rozsahu nést odpoveédnost
za neautorizované zvefejnéni jakymkoliv tfetimi
stranami, jimz zdravotnické zafizeni zvefejni
divérné informace.

Povinnosti  tykajici se  nepouzivani a
nezvetejiovani informaci v rdmeci tohoto oddilu 3
se nevztahuji na ty divérné informace, u nichz
zdravotnické

prokaze, ze:

zafizeni vhodnym zplsobem

3.3.1 jsou nebo se stanou  vefejné
dostupnymi bez jakéhokoli zavinéni ze

strany zdravotnického zafizeni;

3.3.2 byly v drzeni zdravotnického zafizeni
pted jejich zvefejnénim nebo vyvojem
v ramci této smlouvy, nebo vyvinuté
nezavisle na ni, bez pouziti nebo

znalosti divérnych informaci; nebo

3.3.3 byly ziskany jako nedivérné od treti
strany, které nebylo  poskytnuti
takovych informaci z pravniho hlediska

zakézano.

Je-1i zdravotnické zafizeni ze zakona povinno
zvetejnit diveérné informace, mize tak ucinit za
pfedpokladu, zZe (a)
dostatecném piedstihu ozndmi spolecnosti
Medpace a zadavateli, aby se mohli pokusit
ziskat upravy
bude

tento pozadavek v

ochranny pifikaz ¢i  jiné
zvetejnéni

pozadavku, (b) takové
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3.5

law, and (c) following such required disclosure,
such disclosed information shall continue to be
Confidential Information subject to the
disclosure and wuse limitations under this
Section 3 for all other purposes.

Institution agrees that Medpace may compile a
database of information from Institution and
members of the Study Team (including Principal
Investigator) for use in connection with the Study
(included but not Ilimited to feasibility
questionnaires, CVs, licenses, medical specialties,
participation in clinical trials, financial disclosure
forms) and/or may use this information for
purposes related to its business. Institution shall
have secured any necessary consents 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 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, including without
limitation the Data Protection Directive, and any
applicable privacy laws. When applicable,
Medpace enters into data processing agreements
with sponsors in line with applicable European
Union data protection laws. In accordance with
the laws pertaining to the protection of personal
data, the individuals' whose data is collected have
a right to access, to modify, to rectify, and to
suppress their personal data, simply by requesting
it to the attention of the Medpace Privacy Officer
at privacy@Medpace.com, or to the following
address: Medpace Privacy Officer, Medpace,
Inc., 5375 Medpace Way, Cincinnati, Ohio,
45227,

3.5

omezeno na to, co pozaduje zdkon, a (c) po
takovém zvetejnéni tyto informace pro vSechny
dalsi ucely ziastanou divérnymi informacemi v
souladu s omezenim zvefejnéni a pouziti v
tomto oddilu 3.

Zdravotnické  zafizeni souhlasi stim, Ze

spoleénost Medpace muze sestavit databazi
informaci od zdravotnického
a pracovnik studie (vCetné
zkousejiciho) pro céely pouziti v souvislosti se
studii (mimo  jiné  vcetné dotazniki
proveditelnosti, Zivotopisl, licenci, lékafskych

zafizeni
hlavniho

odbornosti, ucasti na klinickych hodnocenich,
formuléfid o finanénich udajich) a/nebo mize tyto
informace pouzit pro ucely souvisejici se svym
podnikanim. Zdravotnické zatizeni zajisti veskeré
nezbytné souhlasy od svych pracovniki, aby bylo
sdileni téchto informaci. Tyto
informace se pouzivaji vyhradné v souvislosti se
zahgjenim studii ase studiemi proveditelnosti
a jsou ptistupné pouze zadavateli ptislusné studie

umoznéno

a pracovnikiim pfifazenym do vedeni studie, kteti
tyto informace potfebuji pifi plnéni svych
povinnosti (dale popisovani jako ,,opravnéni
pracovnici“). Jelikoz se né&které studie
spolecnosti Medpace provadi celosvétove, jsou
udaje  k dispozici
opravnénym pracovnikim, ktefi mohou sidlit

shromdzdéné osobni
v zemich mimo Evropskou unii. Aby bylo mozné
zajistit ochranu osobnich udaji, zavedla
spole¢nost Medpace zasady a postupy upravujici
zabezpeceni a omezeny piistup k témto udajim,
které jsou jednotné v celé spole¢nosti Medpace
ajejich sesterskych spolecnostech a spliuji
standardy ochrany osobnich udaji platné
Vv Evropské unii, mimo jiné vcetné smérnice 0
ochrané udaji a vSech platnych pravnich predpisti
o ochran¢ osobnich udaji. Je-li to zapotiebi,
uzavira spoleénost Medpace se zadavateli
smlouvy 0 zpracovani udaja v souladu s platnymi
pravnimi pfedpisy Evropské unie o ochran¢
udaji. V souladu se zakony upravujicimi ochranu
osobnich daji maji osoby, jejichz udaje jsou
shromazd’ovany, pravo pfistupu k nim, k jejich
Upravam, opravam nebo jejich vymazu na
zakladé Zadosti zaslané pracovnikovi spolecnosti
Medpace pro ochranu 1Udaji na adresu
privacy@Medpace.com, pifipadné na nasledujici
adresu: Medpace Privacy Officer, Medpace, Inc.,
5375 Medpace Way, Cincinnati, Ohio, 45227,
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3.6

4.1

The Parties agree to adhere to the principles of
medical confidentiality in relation to Study
subjects involved in the Study. Personal data shall
not be disclosed to the Sponsor or Medpace by
the Institution 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 Data
Protection 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 personal data
collected in connection with the Study may 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. Study subjects also
consent to having their data transferred outside
the European Union.

RECORDKEEPING

Institution shall retain all records, data,
documents or information related to the status
and progress of the Study as required by the
Protocol, including, without limitation, up-to-date
medical records of Study subjects with sufficient
detail for use in reports to regulatory agencies,
until the later of:

411 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 Investigational
New Drug Application for such Study

Drug is terminated or withdrawn; or

3.6

4.1

USA.

Smluvni strany se zavazuji, ze budou ve vztahu k
subjektim studie, které se ji ucastni, dodrzovat
zasady 1ékafského tajemstvi. Zadavateli ani
spole¢nosti Medpace nebudou osobni 1daje
zdravotnickym zafizenim poskytnuty vyjma
ptipadl, kdy je to nezbytné za celem splnéni
pozadavki protokolu, pro potfeby monitorovani
nebo hlaSeni zavaznych nezadoucich ucinkl nebo
ve vztahu k uplatnéni naroku ¢&i fizeni
iniciovaného subjektem hodnoceni v souvislosti
se studii. Zadavatel ani spole¢nost Medpace
nesdéli totoznost subjektli hodnoceni tfetim
strandm bez piedchoziho pisemného souhlasu
subjektu hodnoceni vyjma piipadd, kdy je tato
skute¢nost v souladu s ustanovenimi zdkond na
ochranu osobnich udaji, 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 osobni tidaje shromazdéné v souvislosti
se studii mohou byt pfevedeny mimo uzemi
Evropské unie. Je-li to zapotfebi, zavadé&ji se
mezi smluvnimi stranami smlouvy o zpracovani
udajii pro pienos takovych idaji a tyto smlouvy
zahruji ochranu udaji  subjektd studie, jak
vyzaduje Evropska unie. Subjekty studie také
souhlasi stim, Ze nechaji své 0daje prenaset
mimo Evropskou unii.

UCHOVAVANI ZAZNAMU

Zdravotnické zatfizeni uchovd vSechny zaznamy
ze studie, Udaje ze studie, dokumenty a informace
0 stavu a pokroku studie v souladu s protokolem,
mimo jiné vcetné aktualizovanych zdravotnich
zaznami subjektt studie, které jsou dostatené
podrobné, aby mohly byt pouzity pro zpravy
kontrolnim ufadim, a to tak dlouho, dokud
nenastane pozd¢jsi situace:

4.1.1 uplynou dva (2) roky po datu schvaleni
zadosti o registraci nového Iéku v
pfipadé hodnoceného ptipravku, ktery
je predmétem této studie;

4.1.2 uplynou dva (2) roky po ukonceni ¢i
stazeni zadosti o registraci nového léku
v piipadé¢ takového hodnoceného

ptipravku; nebo
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4.2

4.3

5.1

41.3 As defined by European Union and

Czech Republic laws and regulations.

If Institution requires an archiving fee for storage
of records, such fee shall be included in and paid
in accordance with Schedule A. At the end of
such required retention period, Institution 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 transferred to Medpace, Sponsor or
either of their designees. Medpace will respond
promptly to Institution’s requests to dispose of
records.

Subject to the requirements of Section 3,
following the end of the required retention
period, Institution may retain in its possession
of one (1) archival copy of Confidential
Information that consists of any and all data,
documents or information related to the
performance of this Agreement solely as
required for regulatory, legal, or insurance
purposes.

ACCESS TO RECORDS AND AUDITS

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

4.2

4.3

5.1

4.1.3 jak je definovano zakony a predpisy

Evropské unie a Ceské republiky.

Pokud zdravotnické zafizeni vyzaduje archivacni
poplatek za uchovavani zaznamid, musi byt
takovy poplatek zahrnut a zaplacen v souladu s
ptilohou A. Na konci takového pozadovaného
obdobi uchovavani zdravotnické zatfizeni zadné
takové zdznamy nesmi znicit, dokud k tomu
pfedem neziskd pisemné svoleni spolecnosti
Medpace a dokud neposkytne
Medpace/zadavateli piilezitost vytvofit kopii
zaznaml, udaji, dokumenti nebo informaci
prevedenych ~ Medpace, zadavateli  nebo
nékterému z jejich zastupcl. Na pozadavek
zdravotnického zafizeni na likvidaci zaznami
bude spole¢nost Medpace reagovat okamzit¢.

S vyhradou poZadavkt oddilu 3 si zdravotnické
zafizeni mlze po skonceni poZzadované doby
uchovavani ponechat vdrzeni jednu (1)
archivni kopii davérnych informaci, které
sestavaji z veskerych udaji, dokumentd nebo
informaci  souvisejicich s plnénim  této
smlouvy, a to pouze v rozsahu nezbytném pro
regulacni, pravni ¢i pojistné ucely.

PRISTUP K ZAZINAMUM A AUDITY

Spole¢nost Medpace a/nebo zadavatel bude mit
pravo kontrolovat zédznamy vytvofené hlavnim
zkousejicim, vcetné¢ zdravotnich  zédznamu
subjektd studie, a fotografovat a kontrolovat
pribéh studie, a to v aredlu zdravotnického
zafizeni a v pfiméfenych terminech po dobu
platnosti této smlouvy. Pied jakoukoliv inspekci
bude  zdravotnické

spole¢nosti Medpace a/nebo zadavatelem o datu a

zatizeni  informovano
Case inspekce. Predstavitelé spolecnosti Medpace
a/nebo zadavatele (dale jen ,,predstavitelé)
mohou kontrolovat Udaje odvozené z této studie
téchto
zdravotnické zafizeni takové tudaje okamzité

a/nebo pozadovat Kkopie udaji  a
poskytne. Zdravotnické zafizeni bude spole¢nost
Medpace a/nebo zadavatele telefonicky a
nasledné i pisemné informovat o jakychkoliv
vyznamnych zménach, ke kterym v prabchu
studie dojde, a to mimo jiné o zméné hlavniho

zkousejiciho nebo fyzické lokality studie.
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5.2

53

54

Institution through Principal Investigator will
deliver to Sponsor and Medpace all data and
results generated in the conduct of the Study (the
“Study Results”), which will include, without
limitation, all data required to be documented by
the Protocol on CRFs, correspondence with
regulatory authorities, and adverse event reports.
The Study Results will not include Personal
Health Information that directly identifies any
Study subject, except to the extent permitted or
required by the subject’s ICF, or local laws, rules,
regulations or guidelines. Sponsor shall own all
right, title, and interest in and to the Study
Results. Institution shall have the right to use the
Study Results solely to the extent necessary to
perform its obligations hereunder, and to present
and publish the results of the Study pursuant to
Section 9.

Within twenty-four (24) hours after learning of
any governmental or regulatory body regulatory
inspections 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 receives or obtains pursuant to
this inspection.

Institution ~ acknowledges  that  Principal
Investigator is obliged to promptly enter all data
into a data management system as agreed in
writing by the Parties, and shall promptly
complete CRFs for the Study subjects. Medpace
shall have the right to audit Principal
Investigator’s data entry procedures as provided
in Section 5.1, and if Medpace determines such
procedures to be deficient, Institution shall be
informed about it. Institution subsequently
implements a corrective action plan approved by
Medpace. Institution’s failure to comply in all
material respects with this Section 5.4 will be
considered a material breach of this Agreement.

5.2

53

54

Zdravotnické zafizeni prostiednictvim hlavniho
zkousejictho doda vSechny udaje a vysledky
vytvofené pii provadéni studie (dale jen
,Vvysledky ze studie®), které zahrnuji mimo jiné
vSechny udaje, které musi byt zdokumentovany
dle protokolu v CRF, korespondenci s
kontrolnimi ufady a zpravy o nezadoucich
ptihodach. Vysledky ze studie nebudou
obsahovat osobni zdravotni informace, které
pfimo identifikuji jakykoli subjekt studie, s
vyjimkou rozsahu, ktery povoluje nebo vyzaduje
formuléf informovaného souhlasu subjektu nebo
mistni zakony, pfedpisy nebo pokyny. Zadavatel
vlastni veskera prava, tituly a naroky na idaje ze
studie. Zdravotnické zafizeni ma pravo pouzit
studijni vysledky pouze v rozsahu nezbytném k
plnéni svych povinnosti podle této smlouvy a s
cilem piedstavit a zvefejnit vysledky studie podle
oddilu 9.

Zdravotnické zatizeni musi do dvaceti Ctyi (24)
hodin od obdrzeni informace o jakychkoliv
inspekcich statnich ¢i regulaénich organd, o nichz
se v souvislosti se studii dozvi, poskytnout
spole¢nosti pisemné
oznameni. Spole¢nost Medpace a zadavatel maji

Medpace a zadavateli

pravo zucastnit se jakychkoliv takovych inspekci
a dostanou prilezitost poskytnout, posoudit a
pfipominkovat jakékoliv odpovédi, které mohou
byt nezbytné. Zdravotnické zafizeni dale
spole¢nosti Medpace a zadavateli poskytne
pisemné kopie vSech materialli, korespondence,
které
zdravotnické zatizeni v souvislosti s takovou

prohlaseni, formuldiG a zaznamu,

inspekci obdrzi nebo zajisti.

Zdravotnické zafizeni bere na védomi, ze hlavni
zkousejici je povinen neprodlené zadat vSechna
data do systému spravy dat, jak bylo dohodnuto
pisemn¢ smluvnimi  stranami, a
neprodlené¢ vyplni CRF subjektd studie.
Spolecnost Medpace ma pravo kontrolovat
postupy zadavani dat hlavnim zkousejicim, jak je
uvedeno v oddile 5.1, a pokud spolecnost
Medpace stanovi, Ze takové postupy jsou
nedostate¢né, musi byt o tom zdravotnické

obéma

zafizeni informovdno. Zdravotnické zaiizeni
nasledn¢ zavede plan napravnych opatieni
schvaleny spole¢nosti Medpace. Nedodrzi-li

zdravotnické zafizeni ve vSech vyznamnych
ohledech tento oddil 5.4, bude to povazovano za
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5.5

6.1

Principal Investigator shall provide to Sponsor
and Medpace, a final detailed written report of
the Study (the “Final Report”). The Final Report
shall include an adequately detailed report stating
that the Study is completed, number of subjects
who started and completed the Study, and a
listing and descriptions of any and all adverse
experiences. The Final Report and all completed
CRFs shall be delivered to Sponsor and Medpace
within thirty (30) days after (i) the last enrolled
subject has completed the Study and Medpace
has conducted a site close-out visit or (ii) the
termination of this Agreement, whichever is
earlier.

COSTS AND PAYMENT SCHEDULE

In consideration of the proper performance of the
Study by the Institution under the terms of this
Agreement and upon approval of Sponsor,
payment will be made by Medpace or its designee
to the payee (“Payee”) designated in Schedule A
appended hereto and incorporated herein by
reference. Payee will accept payment from
Medpace, or its designee, as full consideration for
services rendered. All costs outlined on Schedule
A shall remain firm for the duration of the Study,
unless otherwise agreed to in writing by the
Institution and Medpace. It is understood and
agreed that no reimbursement will be provided by
Medpace or Sponsor for Study 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 will pay VAT or
withholdings. Medpace, as Sponsor’s payment
agent, shall make payment to Payee under this
Agreement from funds provided by Sponsor.

5.5

6.1

zavazné poruseni této smlouvy.

Hlavni zkouSejici zadavateli a spoleCnosti
Medpace poskytne zavéreénou pisemnou detailni
zpravu o studii (dale jen ,,zavérefna zprava“).
Zavéreéna zprava musi obsahovat dostate¢né
podrobnou zpravu o tom, Ze studie je dokoncena,
pocet subjektl, kteti zahajili a dokondili ucast ve
studii, a seznam a popis veskerych nezadoucich
ucinkl. Zavéreénd zprava a vSechny vyplnéné
CRF musi byt doruceny zadavateli a spolecnosti
Medpace do tiiceti (30) dnii poté, co (i) posledni
zatazeny subjekt dokoncil studii a spolecnost
Medpace uskutecnila zavérecnou navstévu, nebo
po (ii) ukonéeni této smlouvy, podle toho, co

nastane dfive.

NAKLADY A ROZVRH PLATEB

V souvislosti s fadnym provadénim studie
zdravotnickym zafizenim podle podminek této
smlouvy a po schvaleni zadavatelem bude
spole¢nosti Medpace nebo jejim povéfenym
zastupcem provedena uhrada pfijemci platby
(dale jen ,pFijemce platby“) oznacenému v
priloze A pfipojené k této smlouvé a zaclenéné do
ni odkazem. Piijemce platby uhradu od
spole¢nosti Medpace ¢i ji povétené osoby piijme
jako plnou kompenzaci za poskytnuté sluzby.
Vsechny néklady uvedené v piiloze A zlstanou
neménné po celou dobu trvani studie, pokud se
zdravotnické zafizeni a spole¢nost Medpace
pisemné nedohodnou jinak. Smluvni strany jsou
si védomy a souhlasi s tim, ze za subjekty, které
byly randomizovany do studie v rozporu s
protokolem, které nespliiuji kritéria protokolu pro
zafazeni a vyfazeni nebo u nich dojde v jejich
pfipadé¢ k z&vaznym odchylkdm od protokolu,
nebude spolecnosti Medpace ani zadavatelem
poskytnuta zadna whrada. Rozpocet uvedeny v
pfiloze A zahrnuje vSechny platné dané. DPH
neni zuctovatelnd, protoZze piijemce sluzeb,
Medpace, Inc., je korporace registrovana v USA.
V piipadé, Ze béhem platnosti této smlouvy dojde
k jakymkoli zménam v zdkoné¢ o DPH, nebo
budou vyzadovany srazky podle jinych zakont,
bude DPH nebo tyto srazky hrazeny stranou,
ktera za to ze zadkona nese odpovédnost. Dle této
smlouvy provede spolecnost Medpace, jakozto
platce zastupujici zadavatele, uhradu piijemci
platby z finanénich prostfedkd poskytnutych
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6.2

6.3

7.1

7.2

7.3

7.4

Institution represents that Institution is not a
corporation or partnership that is and has been
treated as a U.S. corporation or U.S. partnership,
and that all payments received under this
Agreement will be for services rendered outside
the United States.

In the interest of transparency, Medpace wishes
to make clear that it will conclude a separate
agreement with Principal Investigator for the
conduct of the Study at Institution, and such
agreement will include financial remuneration.

TERM AND TERMINATION

This Agreement shall be valid and effective upon
the date of the signature of the last party and,
unless terminated earlier as provided for in this
Section 7, shall last still thirty (30) days after of
the Study is closed at all sites.

Either Medpace or Institution (the “Non-
Breaching Party”) may terminate this
Agreement for a material breach of a provision of
this Agreement by the other party (the
“Breaching Party”) if such breach is not cured
within thirty (30) days following the Breaching
Party’s receipt of written notice of such breach
from the Non-Breaching Party. Institution may, in
accordance with good clinical practices, and
following written notice to Medpace, suspend or
terminate the Study if necessary to protect Study
subject safety. Medpace may terminate this
Agreement, with Sponsor’s prior written approval
at any time and for any reason, upon giving thirty
(30) days’ advance written notice to Institution.

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 notice of
termination. Institution shall on the basis of
summons of Medpace refund without delay all
unearned advance payments made by Medpace
under the Schedule A.

Upon completion or termination of this
Agreement, in no event shall Medpace be
obligated to pay any invoices submitted after the

6.2

6.3

7.1

7.2

7.3

7.4

zadavatelem.

Zdravotnické zafizeni prohlasuje, Ze neni
korporace ani partnersky subjekt, ktery byl a je
povazovan za americkou korporaci nebo
americky partnersky subjekt, a ze vSechny platby,
které zdravotnické zatizeni obdrzi na zakladé této
smlouvy, budou za sluzby poskytované mimo
uzemi Spojenych statti americkych.

V z4jmu transparentnosti si spole¢nost Medpace
preje, aby bylo jasné, ze s hlavnim zkousSejicim
uzavie samostatnou sSmlouvu o provadéni studie
ve zdravotnickém zafizeni, a takova smlouva
bude zahrnovat finan¢ni odménu.

PLATNOST SMLOUVY A JEJi UKONCENI

Tato smlouva bude platna a G¢inna dnem podpisu
posledni smluvni stranou, a pokud neni ukon¢ena
drive, jak je stanoveno v tomto oddile 7, bude
jeste tiicet (30) dni poté, co bude studie na vSech
pracovistich uzaviena.

Spolecnost Medpace nebo zdravotnické zatizeni
(dale jen ,plnici strana®) smi ukonéit tuto
smlouvu v disledku podstatného poruseni
ustanoveni této smlouvy druhou stranou (dale jen
Lneplnici  strana®), pokud nebude takové
poruseni napraveno ve lhuté tficeti (30) dnil poté,
co neplnici strana obdrzi pisemné oznameni o
tomto poruseni od plnici strany. Zdravotnické
zafizeni miZze v souladu se spravnou klinickou
praxi a po pisemném upozornéni spolecnosti
Medpace pozastavit nebo ukoncit studii, je-li to
nezbytné za Gcelem ochrany bezpecnosti subjekti
studie. Spole¢nost Medpace miize s pfedchozim
pisemnym souhlasem zadavatele tuto smlouvu
kdykoliv ukoncit na zaklad€ tficetidenni (30)
pisemné vypoveédi.

Spole¢nost Medpace bude povinna uhradit
pfijemci platby vyhradné ty polozky, které jsou
stanoveny v piiloze A a vznikly pfed datem
upozornéni o ukonceni. Veskeré nezaslouzené
zalohy, které spolecnost Medpace dle piilohy A
uhradila, budou zdravotnickym zafizenim na
zéklad¢ vyzvy spoleénosti Medpace neprodlené
vraceny.

Po splnéni ¢i ukonceni této smlouvy nebude
spole¢nost Medpace v zadném pfipadé povinna
uhradit jakékoliv faktury predlozené po uplynuti
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7.5

8.1

time period for submitting final invoices set forth
in Schedule A has expired.

Upon completion or termination of this
Agreement, Institution shall, upon Sponsor’s or
Medpace’s request, return or destroy all
Confidential Information, documents,
information, and/or supplies, including, but not
limited to, Study drug(s) and related devices,
equipment, and any biological samples or other
materials provided by Medpace or Sponsor for
the conduct of the Study, to Sponsor or Medpace
within thirty (30) days. If Sponsor or Medpace
requests that such documents, information or
supplies be destroyed, Institution agrees to
destroy them at the expense of Medpace.
Institution shall provide Medpace with written
certification of such destruction. Sections 1.4,
16, 3,4,5,6,73,74,8,9, 10, 12, 16, 18 and
this Section 7.5 shall survive the termination or
expiration of this Agreement. If Sponsor or
Medpace requires copies of any Study-related
documentation or records, Institution agrees to
provide such copies within fifteen (15) days
following receipt of any such request.

INTELLECTUAL PROPERTY

It is agreed that none of Sponsor, Medpace, or
Institution transfers to any other by operation of
this Agreement any pre-existing patent right,
copyright, trademark right, or other proprietary
right of Sponsor, Medpace, or Institution, except
as expressly set forth herein.

8.1.1 “Invention” means any discovery,
invention, technology, result, data,
material, development, improvement,
or idea, whether or not patentable,
resulting from or made, conceived or
reduced to practice by Institution,
Principal Investigator or the Study
Team, alone or jointly with others, as a
result of or in connection with the
Study, or using, incorporating or
relying upon the Study Drug or

7.5

8.1

obdobi pro predlozeni zavérecnych faktur, jak je
stanoveno v priloze A.

Po splnéni ¢i ukonceni smlouvy zdravotnické
zafizeni na zadost zadavatele nebo spolecnosti
Medpace vrati spolecnosti
Medpace veskeré diveérné informace, dokumenty,

zadavateli nebo
informace a/nebo materialy, mezi nézZ mimo jiné
patii hodnocené piipravky a souvisejici zafizeni,
vybaveni a jakékoliv biologické vzorky ¢i jiné
materidly poskytnuté spolec¢nosti Medpace nebo
zadavatelem pro provadeéni studie, pfipadné tyto
zni¢i, a to do tficeti (30) dnd. Vyzada-li si
zadavatel nebo spole¢nost Medpace likvidaci
takovych dokumentl, informaci ¢i materiald,
zdravotnické zatizeni souhlasi s jejich likvidaci a
to na naklady spolecnosti Medpace. Zdravotnické
zafizeni poskytne spole¢nosti Medpace pisemné
osvédeeni o likvidaci. Oddily 1.4, 1.6, 3, 4, 5, 6,
7.3,7.4,8,9, 10,12, 16, 18 a tento oddil 7.5 plati
i po ukonceni nebo vyprSeni platnosti této
smlouvy. Pokud zadavatel
Medpace vyzaduji kopie jakékoliv dokumentace
nebo zaznaml vztahujicich se ke studii,
zdravotnické zatizeni se zavazuje poskytnout tyto
kopie do patnacti (15) dnii po obdrzeni takové
zadosti.

nebo spolecnost

DUSEVNI VLASTNICTVi

Smluvni strany se dohodly, Ze s vyjimkou
pfipadi vyslovné stanovenych v této smlouvé
zadavatel, spole¢nost Medpace ani zdravotnické
provadéni této smlouvy
neprevedou jakakoliv patentova ¢i autorska
prava, prdva k ochrannym zndmkam ani jina
vlastnicka prava zadavatele, spolecnosti Medpace

zafizeni v ramci

nebo zdravotnického zafizeni na kohokoliv

jiného.

8.1.1 »Vynalezy“ se rozumi jakékoliv
objevy, vynalezy, technologie,
vysledky, (daje, materiadly, vyvoj,

vylepseni ¢i navrhy, at jiz jsou
patentovatelné ¢i nikoliv, které vznikly,
byly vymysSleny nebo upraveny pro
praxi jako dusledek provadéni této

studie nebo v souvislosti se studii ze

strany zdravotnického zatizeni,
hlavniho zkousejiciho nebo pracovnikil
studie, samostatné nebo spolecne,

pfipadné byly vytvofeny s vyuzitim,
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8.2

8.3

8.4

8.5

Confidential Information.

Institution will notify Sponsor, promptly and in
writing, of any Invention.

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 Czech Republic, the United
States and other countries on any such Invention.
Institution hereby assigns and agrees to assign to
Sponsor all right, title and interest in and to any
Invention. If Sponsor requests, Institution will
execute and will cause Principal Investigator and
members of the Study Team 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 reimburse Institution for
reasonable and necessary expenses incurred.

Institution represents and warrants to Medpace
that: (a) there are no outstanding options or rights
granted to any third party with respect to any
Invention; and (b) Institution is not presently
performing, and will not perform during the
course of the Study, clinical or pre-clinical
research that is sponsored by a third party to
whom Institution is obligated to grant rights in
any Invention hereunder.

Institution agrees that any breach of the
obligations under this Section 8 or Section 3
(Confidential Information) shall cause irreparable
harm to Sponsor and/or Medpace; therefore,
Institution agrees that Sponsor and/or Medpace
are entitled to injunctive relief or other equitable
relief fixed by the court to enforce this Section 8
or Section 3 without the necessity of posting a
bond.

8.2

8.3

8.4

8.5

uplatnénim
nebo

zahrnutim nebo

hodnoceného pripravku

davérnych informaci.

Zdravotnické zafizeni bude zadavatele okamzité
pisemn¢ informovat o jakychkoliv vynalezech.

Zadavatel bude drzitelem veskerych prav, titulli a
narokti na jakékoliv vynalezy a bude mit jako
jediny subjekt vyluéné pravo obstarat si — dle
vlastni volby — pro kterykoli takovy vynalez
patentovou ochranu v Ceské republice, ve
Spojenych statech americkych a jinych zemich.
Zdravotnické zatizeni timto na zadavatele prevadi
a zavazuje se pievést vSechna prava, tituly a
naroky na jakékoliv vynalezy. Na vyzadani
zadavatele zdravotnické zafizeni vyhotovi a
zajisti, ze hlavni zkouSejici a pracovnici studie
vyhotovi jakoukoliv Zadost, pfevod ¢i nastroj
nebo podaji svédectvi, jak bude =zadavatel
povazovat za nezbytné, aby zadavatel mohl ziskat
patenty ¢i jinou ochranu pro svij narok na
vyndlez. Zadavatel
pfimétené vynahradi ¢as vénovany témto konim
a odskodni zdravotnické zafizeni za pfiméfené a
nutné vzniklé naklady.

zdravotnickému zafizeni

Zdravotnické zafizeni prohlaSuje a zarucuje, ze:
(a) neexistuji Zadné nevytizené opce nebo prava
udélena jakékoli tfeti stran€¢ v souvislosti s
jakymkoli vynalezem; a (b) zdravotnické zatizeni
v soucasné dob€ neprovadi a nebude provadéet v
pribéhu studie klinicky nebo piedklinicky
vyzkum sponzorovany tieti stranou, které je
zdravotnické zafizeni povinno udglit prava na
jakykoli vynalez kryty touto smlouvou.

Zdravotnické zatfizeni souhlasi s tim, ze jakékoli
poruseni povinnosti podle tohoto oddilu 8 nebo
oddilu 3 (divémé informace)
nenapravitelné  Skody  zadavateli
spole¢nosti Medpace; proto zdravotnické zatizeni
souhlasi s tim, Ze zadavatel a/nebo spolecnost
Medpace maji narok na soudni nafizeni
ptedbézného opatfeni nebo soudem stanovené
jiné¢ spravedlivé odSkodnéni pii prosazovani

zpusobi
a/nebo

tohoto oddilu 8 nebo oddilu 3 bez nutnosti slozeni
kauce.
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9.1

9.2

PUBLICATIONS AND PUBLICITY

It is understood that the Study is part of a
multicenter trial, and a joint publication of results
from all sites is expected, and that Institution may
publish the results of its part of the Study in
collaboration with the other investigators and
Sponsor, but in complete compliance with this
Section 9 and Section 3, but only after the Study
at the multiple sites have been completed and
results have been obtained and examined by
Sponsor and the applicable investigators. After
the multicenter publication or twelve (12) months
after database lock and primary analysis of the
data has been completed at all Study sites,
whichever occurs first, Institution may itself
publish the results of its data from the Study,
subject to the requirements herein. Institution
shall provide Sponsor and Medpace with an
advance copy of any proposed publication or oral
presentation at least sixty (60) days prior to the
planned date of submission or presentation and
Sponsor shall have sixty (60) days to review the
proposed publication for the purposes described
below. Sponsor and Medpace may request in
writing, and Institution shall agree to, (a) the
deletion of any Confidential Information, (b) any
reasonable changes requested by Sponsor or
Medpace, or (c¢) a delay of such proposed
submission for an additional period, not to exceed
ninety (90) days, in order to protect the potential
patentability of any technology described therein.
Sponsor, at its election, shall be entitled to
receive in any such publication an
acknowledgement of its sponsorship of the Study.

Neither Party shall use the other Party’s name or
Sponsor’s name, nor issue any public statement
about this Agreement, nor publish any
information about the Study, without the prior
written permission of the other Party (or Sponsor,
in the case of Sponsor’s name or the Study)
except as required by law. Such prior permission
shall not be unreasonably  withheld.
Notwithstanding the foregoing, Medpace will
submit this Agreement, once fully executed by
the Parties, for publication in the registry of

9.1

9.2

ZVEREJNENiI A PROPAGACE

Smluvni strany jsou si védomy, ze studie je
soucasti  multicentrického  hodnoceni  a
predpoklada se spolecné zvetejnéni vysledkl za
vSechna pracovisté, pfiCemz zdravotnické
zatizeni smi publikovat vysledky své ¢asti studie
ve spolupraci s ostatnimi zkouSejicimi a
zadavatelem, musi tak ale ucinit v uplném
souladu s timto oddilem 9 a oddilem 3 a pouze
poté, co bude studie na vicero pracoviStich
dokonc¢ena a vysledky =ziskal a prezkoumal
zadavatel a  pfislusni  zkouSejici.  Po
multicentrickém zvefejnéni, pifipadné dvanact
(12) mésict po zamknuti databaze a dokonceni
primarni analyzy dat na v8ech pracovistich, podle
toho, kterda ze situaci nastane dfive, smi
zdravotnické zatizeni samo publikovat vysledky
svych Udaji ze studie, a to podle pozadavkl
uvedenych v této smlouve. Zdravotnické zatizeni
poskytne zadavateli a spoleénosti Medpace
signalni vytisk navrhované publikace ¢i Ustni
prezentace, a to nejméné Sedesat (60) dnt pied
planovanym datem odevzdani ¢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) odstranéni jakychkoliv divérmnych
informaci, (b)
pozadované zadavatelem ¢i spole¢nosti Medpace
nebo (c) odlozeni takového navrhovaného
odevzddni za  ucelem  ochrany mozné
patentovatelnosti jakychkoliv technologii v nich
popsanych, a to po dodate¢né obdobi v
maximalni délce devadesati (90) dni; a
zdravotnické zafizeni s timto souhlasi. Zadavatel
je dle své volby opravnén zadat, aby jeho
financovani studie bylo zminéno v jakychkoliv
takovych publikacich.

jakékoliv  pfiméfené zmény

Z4adnd ze stran nebude bez predchoziho
pisemného svoleni druhé strany (nebo zadavatele,
v piipadé jména zadavatele nebo studie) pouzivat
jméno druhé strany nebo zadavatele, vydavat
jakakoliv vefejna prohlaseni o této smlouvé ani
zvefejiovat jakékoliv informace o této studii
vyjma ptipadii, kdy je to vyzadovano zakonem.
Takové predem poskytnuté svoleni nesmi byt z
nepfimétenych divodi odeptfeno. Bez ohledu na
vyse uvedené spole¢nost Medpace predlozi tuto
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contracts administered by the Ministry of
Interior Affairs, located at the website
https://smlouvy.gov.cz/ (“Contracts Registry”),
in accordance with and to the extent required
by applicable laws and regulations. The
Protocol and Schedule A constitute proprietary
information of Medpace and neither will be
published in the Contracts Registry. Medpace
shall be responsible for redacting the
Agreement before publication in the Contracts
Registry. Institution shall not publish the
Agreement on any websites or other media,
including but not limited to the Contracts
Registry, without obtaining Medpace’s prior
written consent. Each Party will ensure its
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. Estimated total
possible amount to be paid under the agreement
is Two Hundred Sixty-three Thousand Six
Hundred Thirty-four (263,634) CZK, assuming
the Study subject enrollment goal is achieved.

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

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

10 NOTICES

Any notice required or permitted under this Agreement
shall be in writing and shall be deemed made and given
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 10), any changes to the
Institution’s payee name, payee address, tax
identification number, corporate address, or corporate
name, as applicable. Any such notification with respect
to Institution shall originate from an Institution official
having the same or greater authority as the Institution
official who signs this Agreement on behalf of the
Institution. All notices must be addressed to the contact
set forth below:

smlouvu, jakmile bude smluvnimi stranami plné
schvalena, ke zvefejnéni v registru
vedeném ministerstvem vnitra a umisténém na
webovych  strdnkach  https://smlouvy.gov.cz/
(dale jen ,registr smluv®), v souladu s
ptislusnymi zakony a pfedpisy a v rozsahu jimi

smluv

pozadovaném. Protokol a piiloha A predstavuji

chrdnéné¢ informace spolecnosti Medpace a
nebudou v registru smluv zvetejnény. Spolec¢nost
Medpace ponese odpovédnost za formulaci
smlouvy pfed jejim zvefejnénim v registru smluv.
Zdravotnické zafizeni nesmi smlouvu zvefejnit na
jakychkoli webovych strankach nebo jinych
médiich, mimo jiné vcetné registru smluv, bez
ptedchoziho pisemného souhlasu spolecnosti
Medpace. Obé strany zajisti, Ze jejich signatati
této smlouvy se dohodli a souhlasi se
zvefejnénim jejich osobnich udajii, mimo jiné
véetn€ jejich jmen a tituldi, v registru smluv.
Ptedpokladana celkova mozna Castka k vyplaceni
% ramci smlouvy je
dvéstaSedesattiitisicSestsettiicetétyti (263 634)
K¢, a to za piedpokladu, Ze bude dosaZen cil
zafazovani subjektt do studie.

9.3 Bez ohledu na vyse uvedené skutecnosti nebude
7zadnd z Casti obsahu této smlouvy branit v
registraci studie na portalu www.clinicaltrials.gov
ani v jiném obdobném registru, vetné vSech
informaci vyZadovanych jednotnymi pozadavky
Mezinarodniho vyboru $éfredaktorti 1ékatskych
Casopisit na piispévky urcené pro zvefejnéni v
biomedicinskych ¢asopisech platnymi v den
zahdjeni studie (viz www.icmje.org).

10  OINAMENI

Jakékoliv ozndmeni vyzadované ¢i dovolené dle této
smlouvy musi byt u¢inéno pisemné a v piipad¢, Ze bude
odeslano expresni kuryrni sluzbou ¢i faxem /
elektronickym pfenosem, bude povazovano za ucinéné
a dorucené jeden (1) den po odeslani. Kromé& toho bude
zdravotnické zafizeni pisemné (email je pro ucely
tohoto oddilu 10 povazovan za pisemnou formu)
informovat  spole¢nost Medpace o jakychkoliv
pfipadnych zménach jména ptijemce platby na strané
zdravotnického zafizeni, adresy, DIC, firemnich adres
¢i nazvu spolecnosti. Jakékoliv takové oznameni ze
zdravotnického bude

predstavitelem zdravotnického zafizenti,

strany zatizeni ucinéno

ktery ma

stejnou ¢ veétsi  pravomoc nez  predstavitel
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zdravotnického zafizeni, ktery jménem zdravotnického
zatizeni tuto smlouvu podepisuje. Veskera oznameni
musi byt adresovéna kontaktnim osobadm uvedenym
niZe:

PRO SPOLECNOST MEDPACE / IF TO

MEDPACE: TO INSTITUTION:

Medpace, Inc.

Attention General Counsel
5375 Medpace Way
Cincinnati, OH 45227
United States of America

Vinohrady

Srobdrova 1150/50
100 34 Praha 10
Czech Republic

PRO ZDRAVOTNICKE ZARIZENI / IF

Fakultni nemocnice Krdlovské

Attention XXXXXXXX

PRO ZADAVATELE/ IF TO SPONSOR:

Arsanis, Inc.

Attention Chief Development Officer
890 Winter Street, Suite 230

Waltham, MA 02451

United States of America

1 ELECTRONIC COMMUNICATION CONSENT

Institution acknowledges and agrees that electronic
communication is an acceptable method of
communicating information from Medpace to
Institution without having to communicate the same
subject matter on paper. All communications that
Medpace provides to Institution in electronic form will
be provided either: (1) via e-mail by requesting
Institution 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 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.

1 SOUHLAS S ELEKTRONICKOU KOMUNIKACIH

Zdravotnické zafizeni bere na védomi a souhlasi s tim,
ze elektronicka komunikace je pfijatelnym zpisobem,
kterym miize spoleénost Medpace sd€lovat informace
zdravotnickému zafizeni, aniz by bylo nutné o obsahu
sdéleni informovat v tisténé podobé. Veskera sdéleni
poskytnutd  spolecnosti Medpace zdravotnickému
zatizeni v elektronické podobé budou poskytnuta
jednim z nasledujicich zptisobi: (1) prostfednictvim e-
mailové zpravy se zadosti zdravotnického zafizeni o
stahnuti souboru ve formatu PDF ¢i DOC, ktery sdéleni
obsahuje, nebo (2) v pfipadé¢ licencni dohody bude tato
poskytnuta bezprosttedné pted ptihlasovaci obrazovkou
aplikace ClinTrak. Zdravotnické zafizeni m& moZnost
ziskat elektronickou komunikaci v ti§téné podobé tim,
ze si ji sami vytisknou, pfipadné pozadaji spolecnost
Medpace o jeji zaslani postou, a to za predpokladu, Ze k
takovému pozadavku dojde v pifiméfené dobé po
prvnim odeslani elektronické komunikace spole¢nosti
Medpace.

12 LIMITATION OF LIABILITY AND INSURANCE

Sponsor will maintain third party liability insurance in
compliance with applicable law. A copy of insurance
certificate will be an Appendix B of this Agreement.
Institution declares that it carries all insurances required
by law, including without limitation insurance coverage in
accordance with 8§ 45 par. 2 Itr. n) of Act no. 372/2011
Coll., on Medical Services. Institution’s insurance
pursuant to Act no. 372/2011 Coll., on Medical Services
(1) covers liability it, the Principal Investigator and any
Study Team member may have while providing medical
care; and (2) is in correlation with the applicable laws and
does not include liability insurance with respect to
conducting a clinical study; and (3) according to 8§ 45 par.
2 Itr. n) of Act no. 372/2011 Coll., on Medical Services,

12 OMEZENi ODPOVEDNOST A POJISTENI

Zadavatel bude udrzovat pojisténi odpovédnosti za Skodu
v souladu s platnymi pravnimi predpisy. Kopie pojistného
certifikatu bude piilohou B této smlouvy. Zdravotnické
zafizeni prohlasSuje, Ze ma uzaviené veskeré pojisténi
vyzadované zékonem, mimo jiné vcetné pojisténi v
souladu s § 45 odst. 2 pism. n) zakona ¢. 372/2011 Sb., o
zdravotnich sluzbach. Pojisténi zdravotnického zafizeni v
souladu se zakonem 372/2011 Sb., o zdravotnich sluzbach
(1) zahrnuje odpovédnost, kterou mohou mit zdravotnické
zatizeni, hlavni zkousejici a jakykoli pracovnik studie po
dobu poskytovani zdravotni péce; (2) je v souladu s
platnymi pravnimi ptedpisy a nezahrnuje pojisténi
odpovédnosti v souvislosti s provadénim klinického
hodnoceni; a (3) v souladu s § 45 odst. 2 pism. n) zakona
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must be valid for the entire length of the Institution’s
provision of medical care.

13 DEBARMENT

Institution represents that neither Institution, Principal
Investigator, nor any member of the Study Team has
been debarred by any regulatory authority. Institution
shall immediately notify Medpace in writing upon
becoming aware of any such debarment, threat of
debarment, or conviction or other matter that could
result in any such debarment. Medpace may, upon its
receipt of such notice or otherwise becoming aware of
any debarment, threat of debarment or other matter that
could result in any such debarment, terminate this
Agreement in accordance with Section 7.

14 ANTI-BRIBERY/ANTI-CORRUPTION

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

¢. 372/2011 Sb., o zdravotnich sluzbach, musi byt platné
po celou dobu, po kterou zdravotnické zatizeni poskytuje
zdravotni péci.

13 ZAKAZ CINNOST

Zdravotnické zafizeni prohlaSuje, Ze ani jemu, ani
hlavnimu zkousejicimu, ani zddnému pracovniku studie
nebyla zadnym regula¢nim orgénem zakazana Cinnost.
Zdravotnické zafizeni okamzit¢ pisemné oznami
o jakémkoli
takovém zakazu Cinnosti, hrozbé zakazu ¢innosti nebo
0 odsouzeni ¢i jiné zalezitosti, jejichz dusledkem by
mohl byt jakykoli takovyto zakaz ¢innosti. Spole¢nost
Medpace muize po pfijeti takovéhoto oznameni, nebo
pokud se jinak dovi o0 jakémkoli zakazu Cinnosti,
hrozbé zdkazu cinnosti nebo jiné zaleZitosti, jejichz
dasledkem by mohl byt jakykoli takovyto zakaz
¢innosti, ukon¢it tuto smlouvu v souladu s oddilem 7.

14  USTANOVENI PROTI UPLATKUM A KORUPCI

Pfi pInéni svych povinnosti podle této smlouvy zadna

spole¢nosti Medpace, pokud se dovi

ze stran, ani zadny z jejich zastupcl nezaplati,
nenabidne ani neslibi, Ze zaplati, ani nepovoli zaplaceni
jakékoli penézni ¢astky, ani neposkytne nebo neslibi, ze
poskytne, ani nepovoli poskytnuti jakékoli sluzby nebo
¢ehokoli jiného hodnotného, a to ani pifimo, ani
prosttednictvim tfeti strany, zadnému zastupci nebo
zaméstnanci  jakéhokoliv ~ vladniho nebo
nebo

ufadu
vykonného organu vefejné  mezinarodni
organizace nebo jakéhokoli ufadu ¢i jejich oddé€leni, za
ucelem uplaceni a nemistného (i) ovlivilovani jednani
nebo rozhodovéani takové osoby v jeji ufedni funkci,
vcéetné rozhodnuti, ze bude chybné vykondvat své
funkce pro takovy vladni ufad nebo vykonny organ
nebo vefejnou mezinarodni organizaci nebo takovou
politickou stranu, (ii) zplisobeni, Ze tato osoba vyuZzije
svého vlivu ve vladnim afadu nebo vykonném organu
nebo ve vefejné mezinarodni organizaci nebo v
politické stran¢ k ovlivnéni jejich jednani nebo
rozhodovani nebo (iii) zajiSténi jakékoli nepatficné
vyhody; avSak za pfedpokladu, Ze wvySe uvedené
prohlaseni se nevztahuje na usnadnéni nebo urychleni
platby zahrani¢nimu zastupci, politické strané nebo
zastupci smluvni strany, jejimz ucelem je urychlit nebo
zajistit vykonavani bézné vladni agendy zahrani¢nim
zastupcem, politickou stranou nebo z&stupcem smluvni
strany. Zdravotnické zafizeni se dale zavazuje, Ze
nepodnikne zadné kroky nebo neopomene podniknout
kroky, které by mohly pro zadavatele znamenat

poruSeni protiuplatkafskych nebo protikorupénich
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15 ASSIGNMENT AND DELEGATION

This Agreement shall be binding upon and for the
benefit of the Parties hereto, and their successors and
permitted assigns. This Agreement, and all rights,
duties and obligations hereunder, may not be assigned
or delegated by Institution without the prior express
written consent of both Sponsor and Medpace. Any
attempt made by Institution to assign or delegate this
Agreement in violation of this Section 15 shall be of no
force or effect. Institution acknowledges that Medpace
shall have the right to assign or delegate this
Agreement or any portion thereof without the consent
of Institution. Sponsor may at any time and upon
written notice to Institution assume the duties and
functions, and the obligations and rights of Medpace
under this Agreement or substitute Medpace with
another independent contractor. For avoidance of
doubt, any assumption of the obligations and rights of
Medpace under this Agreement by Sponsor or another
independent contractor will be from and after the
effective date of such written notice.

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 the Study Team.

17 CHANGES TO THE PROTOCOL

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

zékont vztahujicich se na zadavatele.

15 POSTOUPENI A DELEGOVANI

Tato smlouva bude zdvazna pro smluvni strany této
smlouvy, jejich nastupce a povolené nabyvatele
a Vvjejich prospéch. Tato smlouva a vSechna prava,
povinnosti a zadvazky z ni vyplyvajici nesmi byt
zdravotnickym zafizenim postoupeny ani pievedeny
bez predchoziho vyslovného pisemného souhlasu
zadavatele a spoleCnosti Medpace. Jakykoli pokus
zdravotnického zafizeni postoupit nebo delegovat tuto
smlouvu v rozporu s timto oddilem 15 nebude platny
ani ucinny. Zdravotnické zatizeni bere na védomi, Ze
spoleénost Medpace je opravnéna postoupit nebo
pfevést tuto smlouvu nebo jakoukoli jeji ¢ast bez
souhlasu zdravotnického zatfizeni. Zadavatel muze
kdykoliv  po
zdravotnickému zafizeni pfevzit povinnosti a funkce a
zavazky a prava spolecnosti Medpace
vyplyvajici z této smlouvy, piipadn¢ nahradit
spole¢nost Medpace jinym nezavislym dodavatelem.
Ve snaze vyhnout se pochybnostem nastane ptevzeti

pfedlozeni pisemného oznadmeni

rovnéz i

zévazkl a prav spolecnosti Medpace vyplyvajicich z
této smlouvy zadavatelem nebo jinym nezavislym
dodavatelem az po datu Gc¢innosti takového pisemného
oznémeni.

16 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 pracovniki, srazky z platu ¢i
zaméstnanecké dané tykajici se zdravotnického
zafizeni, hlavniho zkousSejiciho ¢i pracovniki studie.

17 IMENY PROTOKOLU

Protokol mize byt doplné€n pouze z nafizeni zadavatele
a zména podléha naslednému schvaleni etické komise a
jakychkoliv pfislusnych kontrolnich organiti. Financ¢ni
podminky se z divodu takovych tprav ménit nebudou,
pokud tyto Gpravy nebudou mit vliv na naro¢nost studie
a pokud smluvni strany tuto smlouvu pfislu§nym
zptisobem nedoplni.
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18

18.1

18.2

18.3

19

MISCELLANEOUS

This  Agreement represents the entire
understanding of the Parties and supersedes all
prior negotiations, understandings or agreements
(oral or written) between the Parties concerning
the subject matter hereof. In the event of any
inconsistency between this Agreement and the
Protocol, the terms of this Agreement shall
govern in legal matters, the Protocol shall govern
in the matters related to the Study. 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.

This Agreement shall be governed by and
construed in accordance with the laws of the
Czech Republic. The Parties hereby consent to
the exclusive jurisdiction of the courts located in
the Czech Republic. In the event of a conflict
between the Czech and English language versions
of this Agreement, the Czech version shall
control.

This  Agreement, and any  subsequent
amendment(s), shall be executed in four (4)
counterparts and the counterparts, together, shall
constitute a single agreement and shall become
binding when any one or more counterparts
hereof, individually or taken together, bears the
signature of each of the Parties hereto.

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.

18

18.1

18.2

18.3

19

RUZNA USTANOVENI

Tato smlouva uplnou dohodu
smluvnich stran a nahrazuje veskera piedchozi
jednani mezi smluvnimi stranami, dohody nebo
umluvy (ustni ¢i pisemné) tykajici se predmétu
této smlouvy. V piipadé¢ jakychkoliv rozport
mezi touto smlouvou a protokolem rozhoduji
podminky této smlouvy ve vécech pravnich, ve
vécech vztahujicich se ke studii je rozhodujici
protokol. Jestlize nékteré ustanoveni této smlouvy
je nebo se stane (i) nelegdlnim podle jakéhokoli
platného zakona ¢i predpisu, (ii) neplatnym nebo
(iii) jinak nevymahatelnym, takova nelegalnost,
neplatnost nebo nevymahatelnost nebude mit vliv
na platnost ¢i vymahatelnost kterékoliv jiné z

predstavuje

podminek ¢i ustanoveni této smlouvy. Veskera
upusténi od podminek této smlouvy musi byt

ucinéna pisemné. Nevymahani dodrZovani
kterékoliv. z  podminek  této  smlouvy
nepiedstavuje vSeobecné upusténi od nebo

zieknuti se jakychkoliv takovych podminek; tyto
naopak vzdy zistavaji plné platné a ti¢inné.

Tato smlouva se bude fidit a vykladat v souladu s
pravnimi predpisy Ceské republiky. Smluvni
strany timto souhlasi s vyhradni pfislusnosti
soudii v Ceské republice. V ptipadé rozporu mezi
Ceskou a anglickou jazykovou verzi smlouvy
rozhoduje ¢eska verze.

Tato smlouva a jakékoli jeji nasledné dodatky
budou vyhotoveny ve ¢tyfech (4) stejnopisech a
tyto stejnopisy spolecné tvoii jedinou smlouvu a
stanou se zavaznymi v okamziku, kdy kterykoli
nebo vice z téchto stejnopisii této smlouvy,
jednotlivé nebo dohromady, budou opatieny
podpisem kazdé ze smluvnich stran.

ZADAVATEL JAKO OBMYSLENA TRETI
STRANA

Smluvni strany uznavaji a souhlasi, Ze zadavateli nalezi
prospéch z této smlouvy jakozto obmyslené tieti strané,

a souhlasi, Ze zadavatel je opravnén vymahat tato prava

sam pfimo nebo nepiimo prostiednictvim spolecnosti
Medpace.
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IN WITNESS WHEREOF, the Parties hereto have
executed this Agreement by proper persons thereunto

duly authorized.

NA DUKAZ CEHOZ smluvni strany této smlouvy
prostfednictvim k tomu ftadn¢ opravnénych osob
podepsaly tuto smlouvu.

For Medpace, Inc., on its own behalf
and as payment agent of Sponsor/
Za spole¢nost Medpace, Inc., jejim
jménem a jakozto platce zastupujici
zadavatele

(Podpis)/ By (signature)

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

CTM/manazer klinického hodnoceni
Funkce / Title
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Zdravotnické zafizeni/ Institution

(Podpis)/ By (signature)

XXXXXXXXXXXXXXXX

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

Director/feditel
Funkce / Title
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