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CLINICAL STUDY AGREEMENT

This clinical study agreement (“Agreement”), iS
effective as of the day of publication of the fully
executed Agreement in accordance with Clause 10.8
hereto (“Effective Date”), is entered into by and
between

Medpace Clinical Research, LLC, with its principal
office and place of business at 5375 Medpace Way,
Cincinnati, Ohio 45227 ("Medpace”), represented by
XXXX.;and

Krajska zdravotni, a. s a with its principal office and
place of business at Socialni pece 3316/12a, 401 13
Usti nad Labem, Czech Republic, ID 25488627,
registred at evidence of County court of the Usti nad
Labem ("Institution™), represented by XXXXCEO.

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

WHEREAS, MEDIMMUNE, LLC (“Sponsor”) is
sponsoring a clinical study on the compound
MEDI6012 (the “Study Drug”), in accordance with
Protocol No. D5780C00007 titled “A Randomized,
Placebo-controlled Phase 2b Study to Evaluate the
Safety and Efficacy of MEDI6012 in Acute ST
Elevation Myocardial Infarction” (the “Protocol”),
and Institution possesses expertise in the conduct and
performance of clinical studies. The performance of
the Protocol shall be referred to herein as the
“Study”’; and

WHEREAS, Medpace and XXXX, having an
address at XXXX (“Principal Investigator”) executed
a separate agreement governing 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;

SMLOUVA O KLINICKE STUDII

Tato smlouva o klinické studii (dale jen ,,smlouva‘)
ktera nabude ucinnosti dnem uvefejnéni v registru
smluv v souladu s ustanovenim 10.8 této smlouvy
(dale jen ,datum Wu¢innosti), Se uzavird mezi
spolecnosti

Medpace Clinical Research, LLC, se sidlem a
mistem podnikéani na adrese 5375 Medpace Way,
Cincinnati, Ohio 45227 (déale jen ,Medpace®),
zastoupenou XXXX, feditelem pro klinické ¢innosti;
a

Krajska zdravotni, a. s., se sidlem a mistem
podnikani na adrese Socialni péée 3316/12a, 401 13
Usti nad Labem, Ceska republika, ICO 25488627,
vedené u Krajského soudu v Usti nad Labem, oddil
B, vlozka 1550, (dale jen ,,poskytovatel zdravotnich
sluzeb®),  zastoupenou  XXXX, Generalnim
feditelem.

Spole¢nost Medpace a poskytovatel zdravotnich
sluzeb  jsou v né&kterych ptipadech spolecné
oznacovani jako smluvni strany (dale jen ,,smluvni
strany*).

VZHLEDEM K TOMU, ZE spole¢nost
MEDIMMUNE, LLC (dale jen ,zadavatel®)
financuje klinickou studii slouceniny MEDI16012
(dale jen ,,hodnoceny léCivy ptripravek®™) v souladu s
protokolem ¢.  D5780C00007, s  nazvem
,Randomizované, placebem kontrolované klinické
hodnoceni faze 2b, hodnotici bezpe¢nost a Géinnost
pripravku MEDI6012 u subjektt s akutnim infarktem
myokardu s elevaci ST Useku “ (dale jen ,,protokol*)
a poskytovatel zdravotnich sluzeb ma odborné
znalosti tykajici se provadéni a vykonu klinickych
studii. Provadéni protokolu bude v této smlouvée
uvadéno jako ,,studie”; a

VZHLEDEM K TOMU, ZE spole&nost Medpace a
XXXX s adresou trvalého pobytu XXXX
(,,zkousSejici) uzavieli samostatnou smlouvu
upravujici povinnosti a zavazky zkousejiciho
tykajici se provadeni studie;

VZHLEDEM K TOMU, ZE zkousejici je
zaméstnancem poskytovatele zdravotnich sluzeb a
ma odborné zkuSenosti s provadénim a plnénim
klinickych studif;
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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
participate 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

1.1 Parties shall perform the Study in strict compliance
with the terms and conditions of this Agreement,
any written instructions from Sponsor and/or
Medpace, all generally accepted standards of Good
Clinical Practice, the Protocol, and with all
applicable laws and regulations governing the
performance of clinical investigations. The Study
location will not be changed without Medpace’s
prior written consent.

1.2 Institution and Principal Investigator have the right
to reject Sponsor’s or Medpace instructions that
will be in contradiction with laws, Protocol,
regulatory approval, Ethic Committee’s approval,
good clinical practice or any instruction that, after
reasonable  consideration, can result in
unreasonable increase of risk to subject’s health
and welfare or risk of damages to Institution
property; if such instructions may result in an
increase of the budget

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

VZHLEDEM K TOMU, ZE si spole¢nost Medpace
pieje, aby se v souladu s protokolem a podminkami
této smlouvy na provadéni studie podileli i
poskytovatel zdravotnich sluzeb a hlavni zkousSejici,
a poskytovatel zdravotnich sluzeb a hlavni zkousejici
si pfeji podilet se na provadéni studie v souladu

s protokolem a podminkami této smlouvy.

PROTO, s ohledem na vysSe uvedené skutecnosti,
vzdjemnd ujednani a pfisliby vyjadiené v této
smlouvé a fadnou a hodnotnou odmeénou, jejiz ptijeti
a primefenost se timto potvrzuje, bylo smluvnimi
stranami ujednano néasledujici:

1 ROZSAH PRACI

1.1 Smluvni strany budou provadét studii v pfisném
souladu s  podminkami  této  smlouvy,
odpovidajicimi pisemnymi pokyny zadavatele
a/nebo spoleCnosti Medpace, vSemi obecné
pfijimanymi standardy spravné klinické praxe,
protokolem a v§emi pfisluSnymi zakony a predpisy
upravuyjicimi  provadéni klinického vyzkumu.
Misto provadéni studie nebude ménéno bez
pfedchoziho pisemného souhlasu spolecnosti
Medpace.

Poskytovatel zdravotnickych sluzeb a zkousejici
jsou opravnéni odmitnout plnéni pokyni
zadavatele a/nebo spolecnosti Medpace a nebudou
vazani povinnosti tyto pokyny plnit, pokud jsou
tyto v rozporu s pravnimi predpisy, Protokolem,
povolenim Statniho ustavu pro kontrolu 1éciv
SUKL) nebo souhlasnym stanoviskem ptislusnych
etickych komisi, spravnou klinickou praxi, nebo
lze odltivodnéné predpokladat, Ze jejich plnéni by
predstavovalo neumémé zvyseni zdravotniho
rizika pro subjekty hodnoceni nebo riziko skody na
majetku poskytovatele zdravotnich sluzeb, nebo
lze odtivodnéné predpokladat, Ze jejich plnéni by
znamenalo zvyseni rozpodtu studie.

1.2
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1.3

1.4

1.5

1.6 SpOI‘lSOI’ or its dESignee will prOVide Institution 1.6 Zadavatel nebo Jim uréena osoba doda
with sufficient quantities of Study Drug for use in poskytovateli ~ zdravotnich sluzeb bezplatng
the Study at no cost to Institution. Institution agree hodnoceny  1é¢ivy  pripravek v mnozstvi

1.7

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

Medpace and/or Sponsor are obligated to fulfill
legal duties against Ethic Committees and all
applicable regulatory authorities, including but not
limited to notification obligation at the initiation t
and at the end of Study, obligation to send reports
about the adverse events, new facts and measures
taken and other mandatory notifications as
requested by the applicable law and regulation,
obligation to gain the approval for Informed
Consent Form and its changes, obligation to gain
approval to Protocol amendments and also for
direct communication with Regulatory authorities
and Ethic Committees related to this Study.
Sponsor and Medpace declare that all information
that will be handover (including the Protocol) are
complete and correct for purposes of conducting
this Study.

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

that the Study Drug and all equipment provided by
the Sponsor may only be used for the purposes of
the Study, and shall only be used in accordance
with the Protocol and any written instructions of
the Sponsor.

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

1.3

1.4

1.5

1.7

Pred zahajenim studie zajisti spole¢nost Medpace /
zadavatel od piislusnych regulacnich organti a
etické komise pro multicentrickd hodnoceni
veskerd nezbytna povoleni.

Spoleénost Medpace a/nebo zadavatel po schvaleni
odpovida a je odpovédny za plnéni zakonnych
povinnosti ve vztahu k SUKL a EK, piipadné k
jinym regulacnim ufadim, a to vcetné ohlaseni
zahajeni a wukonceni klinického hodnoceni,
podavani zprav a hlaseni nezadoucich ucinkd,
oznameni novych skutecnosti a piijatych opatieni
a dalsich z&konnych informa¢nich povinnosti,
schvaleni informovaného souhlasu a jeho zmén,
schvaleni dodatkti k Protokolu, a také za jednani
viti SUKL a EK v souvislosti s timto klinickym
hodnocenim. Zadavatel a Medpace prohlasuje, ze
veskeré informace predané pro ucely provadéni
klinického hodnoceni (v¢etné¢ Protokolu) jsou
uplné a spravné pro ucely provadéni klinického
hodnoceni.

Poskytovatel zdravotnich sluzeb se zavazuje, ze
hlavnimu zkousejicimu poskytne volny piistup k
prislusné populaci  subjekti  poskytovatele
zdravotnich sluzeb, mezi nimiz provede zkousejici
nabor stanoveného pocétu subjektt, které se
zucCastni studie a jejichz pocet je uveden v nize
uvedeném oddilu Povinnosti zkousejiciho, a
umozni fadné provedeni studie.

dostate¢ném pro pouziti ve studii. Poskytovatel
zdravotnich sluzeb souhlasi s tim, ze hodnoceny
léCivy pripravek a veskeré vybaveni poskytnuté
zadavatelem smi byt pouzivano pouze pro ucely
studie a bude vyuzivano v souladu s protokolem a
odpovidajicimi pisemnymi pokyny zadavatele.
Poskytovatel zdravotnich sluzeb prohlasuje, Ze
neni rezidentem Spojenych statlh americkych a ani
neni korporaci nebo partnerskym subjektem, které
jsou a byly povazovany za americkou korporaci
nebo partnersky subjekt. Dale  poskytovatel
zdravotnich sluzeb prohlasuje, Ze hlavni zkousSejici
neni obCanem ani residentem Spojenych statd
americkych a ze vSechny platby, které poskytovatel
zdravotnich sluzeb obdrzi na zakladé této smlouvy,
budou za sluzby poskytované mimo Spojené staty
americke.
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1.8 Institution agrees that Sponsor is the owner of the
Study Drug and any placebo and/or comparator
drug provided for the Study. Sponsor/Medpace or
their designee will provide the Study Drug at no
cost to Institution. Study Drug must remain with
the custody and control of Principal Investigator at
all times during the Study. Study Drug may only
be used by Principal Investigator as described in
the Protocol.

1.9 Sponsor is obligated to distribute and shipment
Study Drug directly to Institution’s pharmacy,
where designated pharmacist takeover and check
the shipment (same as other shipments — check if
shipment is not damaged and acknowledge receipt
of the shipment), subsequently Principal
Investigator shall retrieve the Study Drug from the
pharmacy and become solely responsible for it.

Institution is obligated to inform Sponsor about all
unused Study Drug, which need to be destroyed or
returned to Sponsor, all Parties will be cooperating
with these activities.

Sponsor will carry out the reasonable expenses for
destruction or return of Study Drug.

Sponsor is obligated to supply Institution with
Study Drug in sufficient amount and in interval
needed for regular conduct of the Study.

1.10Institution acknowledges that the Study is part of a
multi-center Study and that when the enrollment
goal for the multi-center Study as a whole is
reached, enrollment will be closed at all sites,
including at the Institution, regardless of whether
the Institution or any other site has reached its
individual enrollment goal.

1.11 Institution warrants and represents that it shall
not use the services of any person who is debarred,
proposed for debarment or otherwise under
restrictions, disqualified or suspended from
performing a clinical study by the FDA or any
other regulatory authority and/or independent
ethics committee (hereinafter jointly referred to as
“Regulatory Authorities”).

1.8 Poskytovatel zdravotnich sluzeb bere na védomi,
ze hodnoceny 1écivy piipravek a placebo a/mnebo
srovnavaci 1é¢ivy pripravek poskytované ve studii
jsou majetkem zadavatele. Zadavatel/spolecnost
Medpace nebo jimi povéiené osoby poskytnou
hodnoceny 1éCivy  pripravek  poskytovateli
zdravotnich sluzeb bezplatné. Po celou dobu trvani
studie musi hodnoceny 1é¢ivy piipravek zlstat v
uschové a pod dohledem hlavniho zkousejiciho.
Hlavni zkouSejici smi hodnoceny 1é¢ivy ptipravek
pouzivat vyluén¢ v souladu s protokolem.

1.9 Zadavatel zajisti distribuci zasilky hodnoceného
1é¢iva do 1ékarny poskytovatele zdravotnich
sluzeb, kde je odpovédny farmaceut pfevezme a
zkontroluje (jako jiné zasilky - tzn., neni-li
poskozena a ptijem zasilky potvrdi), nasledné si
zkouSejici na zddanku hodnocené 1écivo
pievezme a je za n¢ plné€ zodpovedny.

Poskytovatel zdravotnich sluzeb bude Zadavatele
informovat o nevyuzitych lécich, které bude tfeba
zlikvidovat nebo vrétit Zadavateli a bude se
Zadavatelem pii  této likvidaci ¢&i  sbéru
spolupracovat.

Likvidaci ¢i vraceni nevyuzitych 1éku si zadavatel
zajisti na vlastni, ptiméfené néklady.

Zadavatel se zavazuje zajistit hodnocené 1é¢ivo a
placebo v mnozstvi a casovych intervalech
potfebnych pro fadné provedeni studie.

1.10Poskytovatel zdravotnich sluZzeb bere na védomi,
ze studie je soucasti multicentrické studie a ze
jakmile bude naplnén cilovy pocet zatazenych
subjektli stanoveny pro multicentrickou studii,
bude dal$i ndbor ve vsech centrech vcetné
poskytovatele zdravotnich sluzeb ukoncen bez
ohledu na to, zda poskytovatel zdravotnich sluzeb
nebo jiné centrum naplnilo individudlni cilovy
pocet zatazenych subjektu.

1.11Poskytovatel zdravotnich sluzeb zaruCuje a
prohlasuje, Ze nevyuzije sluzeb zadné osoby, které
by byla zakazana cinnost, byl pro ni navrZen zakaz
¢innosti nebo je jeji vykon pii provadéni klinické
studie omezen, vyloucen nebo pozastaven ze strany
regulatorniho uradu a/nebo nezavislé etické komise
(dale spolecné jen ,,regulatorni Grady*).
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1.12Institution must have, at all times during the course
of the Study, the appropriate licenses, approvals
and certifications necessary to safely, adequately
and lawfully perform the Study in accordance with
Good Clinical Practice, Regulatory Authority
requirements and all relevant applicable laws, and
have no notice of any investigations that would
jeopardize  such  licenses, approvals or
certifications.

1.13 Institution warrants and represents that if during
the term of the Agreement or within two (2) years
of the termination of the Agreement, Principal
Investigator is or becomes a member of a
committee that sets formularies or develops
clinical guidelines, Institution shall, or ensures that
Principal Investigator shall, disclose to such
committee the existence and nature of this
Agreement and will follow the procedures set forth
by the committee. Principal Investigator shall fully
comply with all applicable disclosure obligations
relating to Principal Investigator’s relationship
with Sponsor that may be externally imposed on
Principal Investigator based on the requirements of
any institution, medical committee or other
medical or scientific organization with which
Principal Investigator is affiliated.

1.14 Neither Institution or any Study Personnel (as
defined below) has (a) any conflicting obligations,
financial interest or other interest in the outcome of
the Study, or (b) entered into any contract that
might interfere with the performance of the Study
or that might impair the acceptance of the resulting
data by the Regulatory Authority, or create a
conflict of interest.

1.15 Neither Institution, or Study Personnel is restricted
or prohibited by any ethics or other law or
regulation from entering into or otherwise
receiving any benefit under this Agreement
because of his or her role as a government
employee or service provider.

1.16 Institution acknowledges that it has selected to
conduct the Study because of its experience,
expertise and resources and not, in any way, as an
inducement to, or in return for, past, present or
future prescribing, purchasing, recommending,
using, obtaining preferential formulary status for or
dispensing any Sponsor product.

1.12Poskytovatel zdravotnich sluzeb je po celou dobu
trvani studie povinny vlastnit piislusné licence,
povoleni a osvédCeni potiebné k bezpecnému,
pfiméfenému a zakonnému provadeéni studie v
souladu se spravnou klinickou praxi, pozadavky
regulatornich Gfadu a vSemi relevantnimi piedpisy,
a nesmi si byt védomi zddného vySetfovani, které
by tyto licence, povoleni nebo osvédceni mohlo
negativné ovlivnit.

1.13Poskytovatel zdravotnich sluzeb zaruCuje a
prohlasuje, Ze pokud béhem trvani platnosti
smlouvy nebo dvou (2) let po jejim ukonceni
hlavni zkousejici je nebo se stane ¢lenem vyboru,
ktery stanovi pravidla nebo wvyviji Kklinicka
doporuceni, poskytovatel zdravotnich sluzeb
tomuto vyboru sdéli existenci a povahu této
smlouvy a dodrzi postupy stanovené vyborem,
nebo zajisti, aby tak ucinil hlavni zkouSejici.
Hlavni zkousejici se zavazuje v celém rozsahu
splnit vSechny pfislusné oznamovaci povinnosti v
souvislosti se vztahem hlavniho zkousejiciho se
zadavatelem, které se mohou na hlavniho
zkousejiciho vztahovat dle pozadavki jakéhokoliv
poskytovatele zdravotnich sluzeb, 1ékafského
vyboru nebo jiné zdravotni nebo védecké
organizace, do nichz je hlavni zkousSejici zapojen.

1.14 Poskytovatel zdravotnich sluzeb ani pracovnici
studie (definovani nize) (a) nemaji zadné
neslucitelné zavazky, financni zajmy nebo jiné
zajmy na vysledku studie, ani (b) neuzavieli
zadnou smlouvu, kterd by mohla narusit provadéni
studie nebo poskodit piijeti vyslednych udaju
regulatornim ufadem, ¢i dat vzniknout stietu
zajmu.

1.15 Poskytovateli zdravotnich sluzeb ani pracovnikim
studie neni omezeno nebo zakéazano v souladu s
etickym kodexem nebo jinymi zakony ¢i predpisy
uzaviit tuto smlouvu nebo mit z této smlouvy
prospéch, a sice v dusledku jejich ptisobeni na
pozici statniho zaméstnance nebo poskytovatele
sluzeb statu.

1.16 Poskytovatel zdravotnich sluzeb bere na védomi,
ze byl k provadéni studie vybran na zakladé¢
zkusSenosti, odbornosti a zdroji, a nikoliv za
ucelem vytvofeni pobidky nebo vyménou za
minulé, souCasné ¢i budouci ptredepsani, nakup,
doporuceni, pouziti, ud€leni preferencéniho statutu
nebo vydej jakéhokoliv ptipravku zadavatele.
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1.17Institution will not take any action that will cause
any of Sponsor group company and/or Medpace to
be in breach of any applicable laws for the
prevention of fraud, corruption, racketeering,
money laundering or terrorism.
1.18 Institution shall not directly or indirectly pay
or promise to pay, or authorize the payment of any
money, or give, promise to give or authorize the
giving of anything of value to any person or entity,
including any government official, healthcare
professional or person affiliated with a healthcare
organization, to obtain or retain business or secure
improper advantage for any Sponsor group
company. Institution also agrees that it shall not
directly or indirectly receive or solicit any money
or anything of value from any person or entity in
order for any of us to secure an improper advantage
to such person or entity in connection with any
business dealing.

1.19 Institution agrees to assist Sponsor and/or
Medpace with any required regulatory
submissions, if needed. Institution will be

reasonably compensated for its time with any such
assistance.

1.20 Institution shall permit Medpace to perform any
and all of Sponsor’s obligations as a sponsor, as
delegated to Medpace, and to exercise any and all
rights of Sponsor, as delegated to Medpace.

1.21 Equipment required for the Study may be provided
to Institution if approved by Sponsor/Medpace.
Institution must return any provided equipment to
Medpace at the end of the Study. Such equipment
may only be accessed and used by the Institution,
Principal Investigator and/or Study Personnel to
the extent required for the conduct of the Study and
only for the purposes described in the Protocol. If
Institution do not return the equipment, the fair
market value of the equipment will be deducted
from the final payment.

1.17Poskytovatel zdravotnich sluzeb neucini nic, co by
pro kteroukoliv spole¢nost ve skupiné zadavatele
a/nebo spole¢nost Medpace znamenalo poruseni
platnych ptedpist upravujicich zabranéni vzniku
podvodu, korupci, vydirani, prani §pinavych penéz
nebo terorismu.

1.18 Poskytovatel zdravotnich sluzeb pifimo ani
nepiimo nezaplati, nepfislibi zaplatit ¢i schvalit
platbu finan¢nich prostiedki nebo neposkytne,
nepfislibi poskytnout ¢i neschvali poskytnuti
¢ehokoliv hodnotného fyzické nebo pravnické
osobé, véetn€ statniho ufednika, zdravotnického
odbornika nebo osoby pracujici pro zdravotni
organizaci, vyménou za ziskani nebo udrzeni
obchodni spoluprace nebo zajisténi nepatiicné
vyhody pro kteroukoliv spolecnost ze skupiny
zadavatele. Poskytovatel zdravotnich sluzeb se
rovnéZ zavazuje, ze pfimo ani nepiimo neptijme ¢i
nebude pozadovat finan¢ni prostfedky nebo
cokoliv hodnotného od fyzické ¢i pravnické osoby,
aby této fyzické nebo pravnické osobé v souvislosti
s jakoukoliv podnikatelskou aktivitou zajistil
nepatfi¢nou vyhodu.

1.19 Poskytovatel zdravotnich sluzeb se v piipade
potieby zavazuje poskytnout zadavateli a/nebo
spole¢nosti Medpace soucinnost pii podéavani
zadosti k regulatornim ufadim. Poskytovatel
zdravotnich sluzeb bude za ¢as vénovany takové
soucinnosti pfimérené odmeénen.

1.20 Poskytovatel ~ zdravotnich  sluzeb  umozni
spole¢nosti Medpace za zadavatele vykonavat
veskeré jeho povinnosti, které byly na spole¢nost
Medpace delegovany, a uplatiiovat vSechna prava
zadavatele, jak byla na spole¢nost Medpace
delegovana.

1.21 Zatizeni potfebné pro ucely studie, mize byt
poskytnuto poskytovateli zdravotnich sluzeb na
zaklad¢ schvaleni zadavatele/spole¢nosti
Medpace. Poskytovatel zdravotnich sluzeb musi na
konci studie poskytnuté zatizeni vratit spolecnosti
Medpace. Toto zafizeni mlze byt pfistupné a
pouzivano pouze poskytovatelem zdravotnich
sluzeb, hlavnim zkouSejicim a/nebo pracovniky
studie v rozsahu potfebném pro provadeni studie a
jen pro ucely popsané v protokolu. Pokud
poskytovatel zdravotnich sluzeb zafizeni nevrati,
bude ze zavérecné platby odectena piimefena trzni
hodnota zatizeni.
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2
2.1

2.2

23

PRINCIPAL INVESTIGATOR

Principal Investigator will be responsible for the
direction of the Study in accordance with
applicable Institution policies, which Institution
warrants and represents are not inconsistent with
the terms of this Agreement and the Protocol. If,
for any reason, he/she is unable to continue to serve
as Principal Investigator and a successor
acceptable to Institution, Medpace, and Sponsor is
not available, this Agreement shall be terminated
as provided in the Term and Termination section.
Principal Investigator shall continue to be bound by
all obligations and conditions of this Agreement
until a new investigator is approved by Sponsor
and any applicable regulatory or ethics committee
approvals of the new investigator have been
obtained.

Principal Investigator and all persons or entities
who perform any portion of the Study (“Study
Personnel”) shall be qualified physicians and
medical personnel who have not been debarred
from working on clinical studies and who are
employees or subcontractors of Institution and
Institution shall be responsible for their compliance
with the terms of this Agreement. Institution shall
notify Medpace in writing if it becomes aware of
any Study Personnel member has been debarred or
proceedings have been initiated with respect to
debarment. Institution certifies that all Study
Personnel are adequately trained, and compliance,
monitoring, and escalation processes are in place at
Institution.

2.4 Principal Investigator shall enroll in the Study
approximately XX to XX evaluable subjects who
meet the inclusion criteria of the Protocol during
the enrollment period of approximately XXX to
XXX. 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, in writing, to enroll fewer or
more subjects than the number agreed at the time

2
2.1

2.2

23

HLAVNI ZKOUSEJICi

Zkousejici ponese odpovédnost za fizeni studie v
souladu s pfislusnymi piedpisy poskytovatele
zdravotnich  sluzeb, u nichz poskytovatel
zdravotnich sluzeb zaru€uje a prohlasuje, ze tyto
nejsou v rozporu s podminkami této smlouvy a s
protokolem. Pokud zkouSejici z jakéhokoliv
divodu jiz dale nebude schopen vykonavat funkci
zkousejiciho a nebude k dispozici nastupce
ptijatelny pro poskytovatele zdravotnich sluzeb,
spolecnost Medpace a zadavatele, bude tato
smlouva ukoncena, jak je uvedeno v oddilu
Platnost smlouvy a Ukonceni. Hlavni zkousSejici
bude nadidle vazdn vesSkerymi povinnostmi a
podminkami této smlouvy, dokud zadavatel
neschvali nového zkouSejiciho a nedojde k
zajisténi veskerych souhlast regulacnich organti ¢i
etickych komisi s novym zkousejicim.

Hlavni zkouSejici a veskeré osoby ¢i subjekty
provadejici kteroukoli z casti studie (dale jen
,personal studie”) budou kvalifikovani 1ékafi a
zdravotnicky persondl, kterym nikdy nebyla
zakézana prace na klinickych studiich, pfi¢emz se
jedna o zaméstnance nebo subdodavatele
poskytovatele zdravotnich sluzeb, a poskytovatel
zdravotnich sluzeb ponese odpoveédnost za
dodrzovani podminek této smlouvy témito
subjekty. Pokud poskytovatel zdravotnich sluzeb
dospé€je ke zjisténi, ze kterémukoli z pracovniki
studie byla tato ¢innost zakazana, pfipadné bylo v
souvislosti se zakazem =zahajeno ftizeni, bude
poskytovatel  zdravotnich  sluzeb  pisemné
informovat spole¢nost Medpace. Poskytovatel
zdravotnich sluzeb a hlavni zkousejici potvrzuji, ze
vSichni pracovnici studie maji vhodnou kvalifikaci,
a 7Ze v organizaci poskytovatele zdravotnich sluzeb
jsou zavedeny procesy k dodrzovani piedpist,
monitoringu a eskalaci.

Zkousejici zatadi do studie ptiblizne XX azXX
hodnotitelnych subjektt, které v pritbéhu obdobi
pro zafazovani, tj. ptiblizné od XXX do XXX,
spliiuji kritéria protokolu pro zatazeni. Samotné
obdobi pro zafazovani muze byt na zéklad¢
pisemného oznameni spole¢nosti Medpace ¢i
zadavatele prodlouZeno ¢i zkraceno. Jelikoz bude
zatazovani probihat kompetitivni formou napftic
vSemi centry, ktera se studie uc€astni, vyhrazuje si
spoleCnost Medpace pravo dat hlavnimu
zkousejicimu pisemny pokyn, aby zafadil niz$i ¢i
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2.4

2.5 Institution agrees that Principal Investigator will klinickou praxi.
assist Medpace upon Medpace’s request to provide | 2.5 Poskytovatel zdravotnich sluzeb souhlasi, Ze
any required updates and/or information related to zkouSejici na vyzadani poskytne spole¢nosti

2.6

3

of the signature of this Agreement. Institution
reserves the right to be informed, in writing, by
Medpace or Sponsor about the change in number
of enrolled Study subjects.

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

the Study for Medpace’s submission to the
applicable central Ethics Committee and regulatory
authorities. Medpace shall be responsible for any
dealings with and submission of reports and
information to the applicable central Ethics
Committee and regulatory authorities.

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

3.1 “Confidential Information” means (i) the terms

of this Agreement; and (ii) any business,

I tiont i e " dat 3.1 ,Duvérnymi informacemi“ se rozumi (i)
emp o¥ee, pa flf'}nh or gus IO me(; n Otrr:n ation or data podminky této smlouvy a (ii) veskeré informace o
In any form which 1S dISCl0sed or Otherwise Comes obchodu, zaméstnancich, pacientech nebo

into possession of a Party, directly or indirectly,
as a result of this Agreement and which is of a
confidential or proprietary nature (including,
without limitation, the Study Documentation, any
information  relating to business affairs,
operations, products, processes, methodologies,
formulae, plans, intentions, projections, know-
how, Intellectual Property, trade secrets, market
opportunities, suppliers, customers, marketing
activities, sales, software, computer and
telecommunications systems, costs and prices,
wage rates, records, finances and personnel).

24

2.6

3

vys$§i pocet subjektti, nez bylo ujednano v
okamziku podpisu této smlouvy. Poskytovatel
zdravotnich sluzeb si vyhrazuje pravo byt o zméné
poctu  hodnotitelnych  subjektd  pisemné
informovano  spole¢nosti  Medpace  nebo
Zadavatelem

Poskytovatel zdravotnich sluzeb souhlasi, ze pied
provedenim jakychkoli ukonti souvisejicich se
studii ziskd zkouSejici od kazdého ze subjektii
potfebny informovany souhlas v pisemné podobé.
Hlavni  zkouSejici  bude  pfi  ziskdvani
informovaného souhlasu jednotlivych subjektd
dodrzovat veskeré platné etické zasady a spravnou

Medpace jakékoliv pozadované aktualizace a/nebo
informace tykajici se studie, a to pro ucely podani
k pfislusné etické komisi pro multicentricka
hodnoceni a regulaénim organim ze strany
spole¢nosti Medpace. Spole¢nost Medpace ponese
odpoveédnost za jakakoli jednani s centralni etickou
komisi a pfisluSnymi regulacnimi organy a
predkladani zprav a informaci této komisi a
regula¢nim organtim.

Poskytovatel zdravotnich sluzeb souhlasi, ze
zkousejici bude informovat spolecnost Medpace o
nezadoucich piihodach a zavaznych nezadoucich
ptihodach v casovych lhitaich a v souladu s
postupem stanovenym v protokolu a/nebo v jinych
pisemnych pokynech spolecnosti Medpace a/nebo
zadavatele.

DUVERNE INFORMACE

zakaznicich nebo udaje v jakékoliv podobé¢, které
budou sdéleny nebo jinak se dostanou do drzeni
strany, at’ uz ptimo nebo nepiimo, v disledku této
smlouvy a které jsou divérné nebo chranéné
povahy (zejména dokumentace ke studii,
informace o obchodnich zalezitostech, provozu,
pripravcich, procesech, metodikach, recepturach,
planech, zamérech, projekcich, know-how,
dusevnim vlastnictvi, obchodnich tajemstvich,
trznich pfilezitostech, dodavatelich, zakaznicich,
marketingovych ¢innostech, prodejich, software,
pocitacovych a telekomunikac¢nich systémech,
nakladech a cenach, vys$i mezd, zaznamech,
financich a personalu).
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3.2 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
except as necessary to conduct the Study and
under an agreement by the third party to be bound
by the obligations of this section. Institution shall
safeguard Confidential Information with the same
standard of care that is used with Institution’s own
confidential information, but in no event less than
reasonable care. Confidential Information cannot
be disclosed by Institution for a period of not less
than ten (10) years after termination or expiration
of this Agreement.

3.3 The term Confidential Information shall not be

deemed to include information that:

3.3.1 Is or becomes publicly available through

3.2

3.3

Poskytovatel zdravotnich sluzeb se zavazuje, ze
nebude divérné informace pouZzivat pro jakékoliv
jiné ucely nez k provedeni studie. Poskytovatel
zdravotnich sluzeb se zavazuje, Ze daveérné
informace nesdéli zadné treti strané vyjma
ptipadu, kdy je to nezbytné pro provedeni studie,
a to na zdklad¢ dohody s tfeti stranou, ze bude
véazéana povinnostmi v tomto oddilu. Poskytovatel
zdravotnich sluzeb zabezpeci divérné informace
se stejnym standardem péce jako v pfipadé
daveérnych informaci poskytovatele zdravotnich
sluzeb; standard péce vSak v zadném piipadé
nesmi byt niz$i nez piiméfeny. Poskytovatel
zdravotnich sluzeb nesmi zvefejnit diveérné
informace po dobu nejméné deseti (10) let po
ukonceni nebo fadném dokonceni této smlouvy.

Vyraz divérmné informace nebude zahrnovat
informace, které:

3.3.1  jsou nebo se stanou vefejné dostupnymi
no fault of Institution or breach of relevant bez zavinéni ze strany poskytovatele
confidentiality clauses; zdravotnich sluzeb, aniz by byla porusena

332 Institution can demonstrate through prislugna ustanoveni o mléenlivosti;
written records, it possessed prior to, or 332 mél poskytovatel zdravotnich sluzeb
developed independently from, disclosure prokazatelnd v drzeni jiz pred jejich
or development under this Agreement; poskytnutim &i zpfistupnénim v rdmei této

smlouvy, nebo je vyvinuli nezavisle na této
skute¢nosti, coz mohou  prokazat
pisemnymi podklady;

333  Institution receives from a third party 333  poskytovatel zdravotnich sluzeb obdrzi
which is not legally prohibited from tyto informace od tfeti strany, které nebylo
disclosing such information; poskytnuti takovych informaci z pravniho

hlediska zakazano;

3.34  Institution is required by law to disclose, 334  poskytovatel zdravotnich sluzeb musi
provided that Medpace and Sponsor are poskytnout ze zdkona, a to za pfedpokladu,
notified of any such requirement with 7e o jakémkoliv takovém pozadavku
sufficient time to seek a protective order or budou spolecnost Medpace a zadavatele s
other modifications to the requirement. If dostate¢nym piedstihem informovéni, aby
disclosure is mandated, Institution shall mohli usilovat o ochranny piikaz nebo
comply with Medpace’s and Sponsor’s jinou upravu pozadavku. V pfipadé
reasonable directions for resisting or nafizeného zvefejnéni je poskytovatel
narrowing disclosure, and restrict the zdravotnich sluzeb a povinen postupovat
disclosure to only those parts of the podle piiméfenych pokynl spole¢nosti
Confidential Information lawfully Medpace a zadavatele, jejichz zamérem je
required to be disclosed; branit zvetfejnéni nebo zvetfejnéni omezit

na pouze ty &asti davérnych informaci,
které musi byt ze zakona zvefejnény.

3.3.5 Is appropriate to include in a publication 335  je mozné je zafadit do publikace v souladu
pursuant to the Publications and Publicity s oddilem nazvanym Zvefejnéni a
section; propagace.
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3.3.6 Confidential Information disclosed in a
clinical trial registry or clinical results
database by Sponsor does not release
Institution from confidentiality obligations
as to all other Confidential Information not
posted; or

3.3.7  Institution shall not discuss the Study or
Study Drug with any financial, industry, or
security analyst or with the media.

3.4 Institution agrees that Medpace may compile a

database of information from Institution and its
personnel (including Principal Investigator), and
Study Personnel for use in connection with the
Study (including but not limited to feasibility
guestionnaires, 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. 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.

3.3.6 Duavérné

3.3.7  poskytovatel zdravotnich sluzeb nesmi

3.4 Poskytovatel zdravotnich sluzeb souhlasi s tim, ze

informace zvetejnéné
zadavatelem v registru  klinickych
hodnoceni nebo databazi klinickych
vysledku nezbavuji poskytovatele
zdravotnich sluzeb zavazkli zachovani
mlcenlivosti ve vztahu ke vSem dalSim
neuvedenym divérnym informacim; nebo

hovotit o studii nebo hodnoceném l1é¢ivém
pfipravku s zaddnym  finan¢nim,
sektorovym nebo bezpe¢nostnim
analytikem nebo s médii.

spoleCnost Medpace muze sestavit databazi
informaci  ziskanych od poskytovatele
zdravotnich sluzeb a jeho pracovnikli (véetné
hlavniho zkousejiciho) a pracovnikli studie pro
ucely pouziti v souvislosti se studii (zejména
dotazniky proveditelnosti, zivotopisy, licence,
I¢karské odbornosti, ucast na klinickych
hodnocenich, formuladfe o finan¢nich tdajich)
a/nebo muze tyto informace pouzit pro ucely
souvisejici se svym podnikanim. Poskytovatel
zdravotnich sluzeb =zajisti veSkeré nezbytné
souhlasy od svych pracovnikii, aby bylo
umoznéno sdileni téchto informaci. Tyto
informace se pouzivaji vyhradné v souvislosti se
zahajenim studii a se studiemi proveditelnosti a
jsou pristupné pouze zadavateli ptislusné studie a
pracovnikiim pfifazenym do vedeni studie, ktefi
tyto informace potfebuji pii plnéni svych
povinnosti (dale popisovani jako ,,opravnéni
pracovnici®). Jelikoz se nékteré studie spolecnosti
Medpace provadi celosvetove, jsou shromazdéné
osobni udaje k  dispozici  opravnénym
pracovnikiim, ktefi mohou sidlit v zemich mimo
Evropskou unii.

Aby bylo mozné zajistit ochranu osobnich udaj,
zavedla spoleCnost Medpace zasady a postupy
upravujici zabezpecCeni a omezeny piistup k t€émto
udajim, které jsou jednotné v celé spolecnosti
Medpace a jejich sesterskych spolecnostech a
splnuji standardy ochrany osobnich idajt platné v
Evropské wunii. Je-li to =zapotiebi, uzavira
spoleCnost Medpace se zadavateli smlouvy o
zpracovani udaji v souladu s platnymi pravnimi
predpisy Evropské unie o ochran¢ udaju. V
souladu se zakony upravujicimi ochranu osobnich
udaji  maji  osoby, jejichz 1udaje  jsou
shromazd’ovany, pravo pfistupu k nim, k jejich
upravam, opravam nebo jejich vymazu na zaklade

Clinical Study Agreement | Version # 1
Medimmune, LLC | D5780C00007 | Czech Republic

CONFIDENTIAL

XXXX | 2003635
17-May-2018| Page 11 of 30



3.5

3.6

3.7

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 or the Principal 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

4 . ; ani spoleCnost Medpace nesd€li totoznost
written consent of the Stu_d_y subject, except in subjekti  hodnoceni tietim strandm  bez
accordance with the provisions of the relevant predchoziho pisemného  souhlasu  subjektu

data protection and privacy laws, unless in
relation to a claim or proceeding brought by the
Study subject in connection with the Study.

Medpace shall use Study subject’s personally
identifying information in compliance with
applicable law and the terms and conditions of
each Study subject’s informed consent/privacy
authorization form. Should Medpace come into
contact with any non-Study subject information,
Medpace shall keep it confidential and shall not
use it for any purpose.

The Parties and Sponsor hereby acknowledge and
agree that any personal 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 protections for the
Study subjects’ data as required by the European
Union. Study subjects also consent to having their
data transferred outside the European Union as
specified in the Informed Consent Form.

3.5

3.6

3.7

zadosti  zaslané  pracovnikovi  spolecnosti
Medpace pro ochranu udaji na adresu
privacy@Medpace.com, pfipadné 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 ucastni,
dodrzovat  zasady  lékaiského  tajemstvi.
Zadavateli ani spole¢nosti Medpace nebudou
osobni udaje poskytovatelem zdravotnich sluzeb
ani hlavnim zkousejicim poskytnuty, vyjma
pfipadd, kdy je to nezbytné za ucelem splnéni
pozadavkil protokolu, pro potfeby monitorovani
nebo hlaseni zavazné nezadouci piihody nebo ve
vztahu k uplatnéni naroku ¢i fizeni iniciovaného
subjektem studie v souvislosti se studii. Zadavatel

hodnoceni vyjma piipadl, kdy je tato skute¢nost
v souladu s ustanovenimi pfislusnych zakont na
ochranu osobnich 1daji, a pokud k této
skute¢nosti nedochazi ve vztahu k uplatnéni
naroku ¢éi fizeni iniciovaného  subjektem
hodnoceni v souvislosti se studii.

Spole¢nost Medpace se zaruCuje, ze s osobnimi
identifikovatelnymi informacemi o subjektech
hodnoceni, bude nakladat v piisném souladu s
prislusnymi zakony a podminkami kazdého
z informovanych souhlasi. Pokud se spolecnost
Medpace dozvi o jakékoliv osobni informaci o
subjektu hodnoceni, kterd se netykd Studie
samotné, zachova ji davérnou a nepouZije ji
k Zadnému ucelu.

Smluvni strany a zadavatel timto berou na védomi
a souhlasi s tim, Ze jakékoli osobni tdaje
shroméazdéné v souvislosti se studii budou
pfevedeny mimo tzemi Evropské unie. Je-li to
zapotiebi, zavadéji se mezi smluvnimi stranami
smlouvy o zpracovani udaji pro pienos takovych
udaji a tyto smlouvy zahrnuji ochranu udaja
subjekti studie, jak vyzaduje Evropska unie.
Subjekty studie, v informovaném souhlasu také
souhlasi s tim, ze nechaji své idaje penaset mimo
Evropskou unii.
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4. PERSONAL DATA & BIOLOGICAL MATERIALS

4.1 For the purposes of this section:

41.1. “Biological Materials”
means any human biological
materials, including but not
limited to blood, body tissue,
plasma and any other material

containing human cells;

“Personal Data” means any
information and data that is
directly or indirectly
referable to a natural person
who is alive; and

“Secondary Research”
means research that exceeds
or differs from the research
specified in the Protocol,
including genetic research.

4.2 Each Party shall be responsible for its own
processing of Personal Data and Medpace shall
ensure that any Personal Data relating to a subject,
Principal Investigator and/or Study Personnel, is
collected, stored, used, disclosed and transferred in
accordance with all applicable supranational and
national privacy laws and with the informed
consents that are or will be obtained from subjects.
Principal Investigator shall be responsible for
obtaining and providing Medpace with written
consent (in the form agreed with Medpace) from
each Study Personnel for the collection, use and
disclosure of their Personal Data.

4.3 Medpace shall ensure that any collection, handling,
transportation and retention of Biological
Materials, is carried out in accordance with the
Protocol, informed consent and all applicable laws
and requirements. Institution agrees and
acknowledges that Sponsor may use the Biological
Materials to conduct Secondary Research, subject
to the informed consent and in accordance with

applicable laws and requirements.

4. OSOBNI UDAJE A BIOLOGICKE MATERIALY
4.1 Pro ucely tohoto oddilu:

41.1. ,Biologickymi materialy* se
rozumi veskeré lidské
biologicke materialy,
zejména krev, télni tkang,
plazma a jiné materiély
obsahujici lidské bunkys;

,,Osobnimi Udaji“ se rozumi
veSkeré  informace nebo
udaje, které jsou piimo nebo
nepfimo pfitaditelné zijici
fyzické osobé, a
»Sekundarnim vyzkumem<
se rozumi vyzkum, ktery
prekracuje rozsah nebo se lisi
od vyzkumu popsaného v
protokolu véetné genetického
vyzkumu.

42 Kazda strana bude odpovédna za vlastni
zpracovani osobnich udaji a spole¢nost Medpace
zajisti, aby vSechny osobni tudaje tykajici se
subjektu, zkousejicitho a/nebo pracovnikid studie
byly shromazd’ovany, uchovavany, pouzivany,
zvefejnovany a prevadény v souladu se vSemi
relevantnimi nadnéarodnimi i narodnimi zédkony o
ochran¢ osobnich udaji a informovanymi
souhlasy, které jsou nebo budou ziskany od
subjekti. Hlavni zkousSejici je povinen ziskat a
spole¢nosti Medpace poskytnout pisemny souhlas
(ve form¢ odsouhlasené se spole¢nosti Medpace)
se sbérem, pouzivanim a zvefejiilovanim osobnich
udaji od kazdého pracovnika studie.

4.3 Spole¢nost Medpace zajisti, aby sbér, nakladani,

preprava a uchovavani biologickych materialti byly

provadeény v souladu s protokolem, informovanym
souhlasem a v8emi relevantnimi zakony a piedpisy.

Poskytovatel zdravotnich sluzeb a hlavni

zkousejici souhlasi a berou na védomi, ze zadavatel

milize pouzivat biologické materialy k provadéni
sekundarniho vyzkumu za predpokladu, ze ziska
informovany souhlas a Ze bude provadén v souladu

s platnymi zakony a ptedpisy.
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5

5.1

52

RECORDKEEPING

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

Institution shall maintain all such records for the
Study for fifteen (15) years after the completion or
early termination of the Study. Sponsor will
request for an extension of archiving in advance or
to ship Study records to a location communicated
by the Sponsor, if necessary, at Sponsor’s
expenses. If Sponsor does not request for an
extension of archiving in advance or to ship Study
records to a location communicated by the
Sponsor, all Study records will be automatically
destroyed after 15 years of their archiving

ACCESS TO RECORDS AND AUDITS

Medpace and/or Sponsor shall have the right to
inspect progress of the Study on the premises of
Institution at reasonable times, in standard business
hours, during the term of this Agreement. Medpace
and/Sponsor will have granted access only to
places where Study is conducted. After termination
of this Study, Institution will grant access, for
purposes of document control and or audit, to
Medpace and/or Sponsor only to places, which are
designed for this purposes. 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
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, changes in Study Personnel,
Principal Investigator, or physical location, that
occur during the Study.

5
5.1

5.2

VEDENi ZAZNAMU

S wvyhradou pozadavkl oddilu tykajicitho se
davérnych informaci si poskytovatel zdravotnich
sluzeb muze ponechat v drzeni archivni kopii
divérnych informaci, které sestavaji z veskerych
udaji, dokumentd nebo informaci souvisejicich s
plnénim této smlouvy, a to pouze v rozsahu
nezbytném pro kontrolni, pravni ¢i pojistné tcely.

Poskytovatel zdravotnich sluzeb bude uchovavat
vSechny tyto zdznamy ke studii po dobu patnacti
(15) let od fadného dokonceni nebo piedcasného
ukonceni studie. Na konci tohoto obdobi, muize
zadavatel pozadat o dals$i archivaci zaznam,
pripadné pozadovat aby zaznamy byly odeslany
na naklady zadavatele odeslany na urcité misto.
V pfipad¢, Zze zadavatel neprojevi zijem o
pokraCovani v archivaci ¢i odeslani zaznamd,
budou veskeré¢ studijni zaznamy skartovany.

PRISTUP K ZAZINAMUM A AUDITY

Spole¢nost Medpace a/nebo zadavatel bude mit
pravo kontrolovat prib¢h studie, a to v prostorach
poskytovatele zdravotnich sluzeb a v pfimétenych
terminech a béhem bézné pracovni doby po dobu
platnosti této smlouvy. Pfistup pro ucely inspekci
ze strany spole¢nosti Medpace a/nebo zadavatele
bude umoznén pouze do mistnosti, ve kterych se
klinické hodnoceni provadi. Po ukonceni studie
bude spole¢nost Medpace a/nebo zadavatel
opravnén vstupovat pouze do mistnosti ur¢enych
poskytovatelem zdravotnich sluzeb za ucelem
kontroly dokumentace tykajici se studie.

Pred jakoukoli inspekci bude poskytovatel
zdravotni péce informovan spole¢nosti Medpace
a/nebo zadavatelem o datu a cCase inspekce.
Predstavitelé  spoleCnosti  Medpace a/nebo
zadavatele mohou v kontrolovat a/nebo si vyzadat
kopie udajii odvozené z této studie a poskytovatel
zdravotni péce takové udaje okamzité poskytne.
Poskytovatel zdravotnich sluzeb bude spolecnost
Medpace a/nebo zadavatele telefonicky a nasledné
i pisemné informovat o jakychkoliv vyznamnych
zménach, ke kterym v pribéhu studie dojde, a to
mimo jiné o zménach personalu studie a hlavniho
zkousejiciho nebo ve fyzické lokalité studie.
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Within twenty-four (24) hours after
learning of any FDA or other
governmental or regulatory body (e.g.,
Ethics Committee, Drug Enforcement
Agency) regulatory inspections of
which it becomes aware relating to the
Study, Institution or  Principal
Investigator shall provide written
notification to Medpace and Sponsor.
Medpace and Sponsor shall have the
right to be present at any such
inspections and shall have the
opportunity to provide, review, and
comment on any responses that may be
required.  Further, Institution or
Principal Investigator will provide in
writing to Medpace and Sponsor
copies of all materials,
correspondence, statements, forms and
records which Institution and/or
Principal Investigator receives or
obtains pursuant to such inspection or
audit.

7 COSTS AND PAYMENT SCHEDULE

In consideration of the proper performance of the
Study by the Institution and the Principal
Investigator under the terms of this Agreement 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, to the Payee
as full consideration for services rendered. All costs
outlined on Schedule A constitutes fair market value
for services rendered and shall remain firm for the
duration of the Study, unless otherwise agreed to in
writing by the Parties. Except as set forth on
Schedule A, no other payments or inducements will
be made to Institution to conduct the Study. It is
understood and agreed that no reimbursement will be
provided by Medpace or Sponsor for subjects who
are randomized into the Study in violation of the
Protocol, or who do not conform to the Protocol’s
inclusion and exclusion criteria or for whom serious
deviations from the Protocol are made. The budget
contained in Schedule A is inclusive of all applicable
taxes. VAT is not applicable because Medpace is a
U.S. based company. Should any changes to VAT
law occur during the term of this Agreement, or other

Poskytovatel zdravotnich sluzeb nebo
hlavni zkousSejici musi neprodlené
nejpozdéji v8ak do dvaceti Ctyit (24)
hodin od obdrzeni informace o
jakychkoliv inspekcich statnich ¢i
kontrolnich ufadi, o nichz se v
souvislosti se studii dozvi, poskytnout
spoleCnosti Medpace a zadavateli
pisemné oznameni. Spolecnost
Medpace a zadavatel maji pravo
zaCastnit se jakychkoli takovych
inspekci a dostanou prilezitost
poskytnout, posoudit a pfipominkovat
jakékoli odpovédi, které mohou byt
nezbytné. Poskytovatel zdravotnich
sluzeb nebo hlavni zkouSejici dale
spole¢nosti Medpace a zadavateli
poskytnou kopie vSech materiald,
korespondence, prohlaseni, formulait
a zaznaml, které poskytovatel
zdravotnich sluzeb a/nebo hlavni
zkouSejici v souvislosti s takovou
inspekei obdrzi nebo ziskaji.

7 NAKLADY A ROZVRH PLATEB

Jako odména za Tadné provadéni studie
poskytovatelem zdravotnich sluzeb a hlavnim
zkou$ejicim podle podminek této smlouvy a po
schvaleni zadavatelem bude spole¢nosti Medpace
nebo jejim povefenym zastupcem provedena thrada
piijemci platby (dale jen ,piijemce platby®)
oznacenému v Pfiloze A pfipojené k této smlouveé a
zaClenéné do ni odkazem. Pfijemce platby od
spole¢nosti Medpace ¢i ji povéfené osoby piijme
uhradu ve prospéch piijemce platby jako plnou
kompenzaci za poskytnuté sluzby. VSechny naklady
uvedené v Pfiloze A jsou G¢tovany v pfiméfené trzni
hodnoté poskytnutych sluzeb a ztistanou neménné po
celou dobu trvani studie, pokud se smluvni strany
pisemné nedohodnou jinak. Vyjma plateb uvedenych
v Piiloze A nebudou poskytovateli zdravotnich
sluzeb a/nebo hlavnimu zkousejicimu za provadéni
studie vyplaceny zadné dalsi platby nebo pobidky,
Smluvni strany jsou si védomy a souhlasi s tim, ze 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 zadnd uhrada. Rozpocet
uvedeny v Piiloze A zahrnuje vSechny platné dané.
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tax laws requiring withholding, the party legally
responsible shall be liable for VAT or withholdings.
Medpace, as Sponsor’s payment agent, shall make
payment to Payee under this Agreement from funds
escrowed by Sponsor. Notwithstanding the
foregoing, Medpace may issue a written amendment,
signed only by Medpace, for the purpose of
increasing the Study costs as described in the
Schedule A.

Institution agrees not to bill insurance companies or
other third party payers (including government) for
costs paid to Institution (for services provided or
procedures required by the Protocol).

8 TERM AND TERMINATION

8.1 This Agreement shall commence upon the
Effective date and unless terminated earlier as
provided for in this section, shall continue until the
completion of the Study.

8.2 Any Party may terminate this Agreement if another
Party materially breaches this Agreement and the
breaching Party fails to cure the breach within
thirty (30) days after receipt of written notice from
another Party specifying in detail the nature of the
breach. Either Party may terminate this Agreement
immediately upon written notices for, the safety
concerns or as otherwise required by applicable

laws.

8.3 Medpace may also terminate this Agreement at any
time upon giving thirty (30) days’ advance written
notice to Institution and Principal Investigator.
Except in the event of termination for Institution’s
material breach, Medpace shall be obligated to pay
Payee solely for those items set forth in the
Schedule A that have been incurred prior to the
date of termination. Institution shall promptly
refund to Medpace or shall cause Payee to
promptly refund all unearned advance payments
made by Medpace under the Schedule A. The
Parties agree that in the event of a breach of this
Agreement, the non-breaching Party shall be
entitled to seek its expenses and attorney fees.

DPH se neuplatiiuje, protoZe spole¢nost Medpace ma
sidlo v USA. V pfipad¢, Zze béhem platnosti této
smlouvy dojde k jakymkoli zménam v zakoné o DPH
nebo budou vyzadovany srazky podle jinych zakoni,
DPH nebo tyto srazky budou hrazeny stranou, ktera
za to ze zakona nese odpovédnost. Dle této smlouvy
provede spoleCnost Medpace, jakozto platce
zastupujici zadavatele, thradu pfijemci platby z
vazaného uctu poskytnutého zadavatelem. Bez
ohledu na vySe uvedené mtze spole¢nost Medpace
vydat pisemny dodatek podepsany pouze spolecnosti
Medpace za ucelem zvyseni nakladl studie tak, jak
je to popsano v Priloze A.

Poskytovatel zdravotnich sluzeb souhlasi, Zze nebude
uctovat pojistovnam nebo jinym platcim (vcetné
vladnich instituci), platby uhrazené poskytovateli
zdravotnich sluzeb (za poskytované sluzby nebo
prostupy pozadované protokolem)

8 PLATNOST SMLOUVY A JEJi UKONCENI

8.1 Tato smlouva nabude G¢innosti k datu G¢innosti, a
pokud nedojde k jejimu pfedcasnému ukonceni dle
tohoto oddilu, bude v platnosti az do dokonceni
studie.

Kterakoli ze smluvnich stran miize tuto smlouvu
ukonéit v pfipad¢, Ze ji druha strana zavaznym
zpisobem porusi a nezajisti ndpravu do tficeti (30)
dnti po obdrzeni pisemného oznameni druhé
strany, v némZ tato podrobné¢ uvede povahu
poruseni. Kterakoliv ze stran miize tuto smlouvu
ukoncit s okamzitou platnosti na zakladé
pisemného oznameni problému s bezpe¢nosti nebo
v ptipadech popsanych v relevantnich zakonech.

8.2

8.3 Spole¢nost Medpace miize tuto smlouvu kdykoliv
ukonCit na zaklad¢ tficetidenni (30) pisemné
vypovédi predané poskytovateli zdravotnich
sluzeb a hlavnimu zkou$ejicimu. Kromé ptipadu
ukonceni z divodu zavazného poruseni ze strany
poskytovatele zdravotnich sluzeb bude spolecnost
Medpace povinna uhradit pfijemci platby vyhradné
ty polozky, které jsou stanoveny v Ptiloze A které
vznikly pfed datem ukonceni. Poskytovatel
zdravotnich sluzeb je povinen spole¢nosti
Medpace vratit nebo zajistit, aby piijemce plateb
vratil, vSechny nevydélané zalohy vyplacené
spolecnosti Medpace dle Prilohy A. Strany se
dohodly, ze v pfipadé poruseni této smlouvy bude
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8.4

Study ~ subjects upon receipt of notice of ukon¢i zatazovéani subjektl studie, ihned poté co
termination. obdrzi vyrozuméni o vypovédi.
8.5 Upon completion or termination of this Agreement, | 8:5 Po splnéni ¢i ukonceni této smlouvy nebude

8.6 Upon completion or termination of this Agreement, | g 4 Po ukondeni nebo vypovedi  této  smlouvy
Institution and Principal Investigator shall, upon poskytovatel  zdravotnich sluzeb a hlavni
Medpace’s  request, return or destroy all zkousejici na Zadost spole¢nosti Medpace vrati
documents, information,  and/or  supplies, zadavateli nebo spolecnosti Medpace veskeré

9
9.1

Institution agrees to immediately cease enrolling

in no event shall Medpace be obligated to pay any
invoices submitted after the time period for
submitting final invoices set forth in Schedule A
has expired.

including, but not limited to, Study Drug and
related devices, Study data, equipment, and any
biological samples or other materials provided by
Medpace or Sponsor for the conduct of the Study,
Unused Study Drug must not be used or sold by the
Institution. The  Confidential  Information,
Recordkeeping, Access to Records and Audits,
Costs and Payment Schedule, Term and
Termination, Intellectual Property, Publications
and Publicity, Indemnification and Insurance,
Anti-Bribery/Anti-Corruption and Miscellaneous
as well as Sections 1.1 and 1.2 shall survive the
termination or expiration of this Agreement.

INTELLECTUAL PROPERTY

For purposes of this Agreement:

9.1.1 “Designee” means any person
designated by the Sponsor in writing
who undertakes activities on behalf of
the Sponsor in relation to the Study,
which may include an Affiliate or

Medpace.

“Developed Technology” means any
inventions, discoveries, improvements
or developments made by the
Institution, the Principal Investigator
or any Study site personnel (whether
solely or jointly with others) in the
course of or as a result of the Study and

8.4

9
9.1

strana, kterd se poruSeni nedopustila, opravnéna
doméhat se souvisejicich vydaji a nakladi na
pravni sluzby.

Poskytovatel zdravotnich sluzeb souhlasi s tim, ze

spolecnost Medpace v zadném piipadé povinna
uhradit jakékoli faktury pfedlozené po uplynuti
obdobi pro predlozeni zavéreénych faktur, jak je
stanoveno v Ptiloze A.

dokumenty, informace a/nebo materialy, mezi néz
mimo jiné patii hodnocené 1éCivé pfipravky a
souvisejici zafizeni, udaje ze studie, vybaveni a
jakékoli Dbiologické vzorky ¢i jiné materialy
poskytnuté spole¢nosti Medpace nebo zadavatelem
pro provadéni studie, Poskytovatel zdravotnich
sluzeb nebo hlavni zkousejici nesmi pouzivat nebo
prodat  nespotiebovany  hodnoceny  1éCivy
ptipravek. Oddily tykajici se diveérnych informaci,
uchovavani zaznamt, piistupu k zdznamim a
auditim, nakladl a rozvrhu plateb, platnosti a
ukonceni, duSevniho vlastnictvi, zvefejnéni a
propagace, odskodnéni a pojisténi, ustanoveni proti
uplatklim a korupci, ustanoveni rizné i oddily 1.1
a 1.2 zistanou v platnosti i po ukonceni ¢i vyprseni
platnosti této smlouvy.

DUSEVNI VLASTNICTVi
Pro ucely této smlouvy:

9.1.1 ,Povéienou osobou‘ se rozumi kazda
osoba pisemné povérena zadavatelem
k provadéni Cinnosti souvisejicich se
studii jménem zadavatele. Povétenou
osobou muze byt pfidruzena
spole¢nost nebo spole¢nost Medpace.

»Vyvinutou technologii* se rozumi
veSkeré vynalezy, objevy, zlepSeni
nebo vysledky vyvoje ucinéné
poskytovatelem zdravotnich sluzeb,
hlavnim zkousSejicim nebo pracovniky
studie (at uz samostatné¢ nebo ve
spolupraci s ostatnimi) v pribéhu
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9.2

9.3

that are directly related to the Study
Drug, or the use thereof.

9.1.3  “Intellectual Property” means any

and all rights in and to ideas, formulae, 9.1.3  ,DuSevnim vlastnictvim* se rozumi
inventions, discoveries, know-how, veskera prava k napadim, recepturam,
data, databases, documentation, vynalezim, objeviim, know-how,
reports, materials, writings, designs, udajim, databazim, dokumentaci,
computer software, processes, zpravam, materialim, pisemnym
principles, methods, techniques and podkladim, navrhim, podéitatovému
other information, including patents, software, procestim, zasadam,
trademarks, service marks, trade metodam, technikdim a  dal$im
names, registered designs, design informacim, véetné patentt,
rights, copyrights and any rights or obchodnich  znamek,  sluzebnich
property similar to any of the znamek, obchodnim jméntim,
foregoing in any part of the world, registrovanym navrhim, prav k
whether registered or not, together navrhum, autorskych prav a dalSich
with the right to apply for the prav nebo majetku podobnych vyse
registration of any such rights.” uvedenym kdekoliv na svété, s
registraci ¢i bez registrace, spole¢n¢ s
pravem pozadat o registraci téchto

prav.
9.1.4  “Study Documentation” means all 9.1.4 ,Dokumentaci ke studii‘ se rozumi

records, accounts, notes, reports, data
and ethics communications
(submission, approval and progress

reports), collected, generated or used pokroku), shromdzdéné, vytvorené
in connection with the Study and/or nebo pouzivané v souvislosti se studii
Study Drug, whether in written, a/nebo hodnocenym 1é¢ivym
electronic, optical or other form, pripravkem, at uz v pisemné,
including all recorded original elektronické, optické nebo jiné forme,

observations and notations of clinical
activities such as (e)CRFs [Electronic
Case Report Forms or Case Report
Forms] and all other reports and
records necessary for the evaluation

and reconstruction of the Study. zaznamu  subjektu hodnoceni] a
vSechny dal§i zpravy a zdznamy
pottebné  pro  vyhodnoceni a

Except as expressly set out in this Agreement, no
Party nor the Sponsor shall acquire any right, title
or interest in or to the Intellectual Property of any
of the other Party or that of the Sponsor.

The Sponsor shall own all rights and title in any
Intellectual Property arising from the Study or
relating to the Study Drug, any Developed
Technology and the Study Documentation, except
to the extent that the Institution and Principal
Investigator are required to retain any Study

9.2

9.3

studie nebo jako jeji vysledek, které
pfimo souvisi s hodnocenym 1é¢ivym
piipravkem nebo jeho pouzivanim.

vSechny zdznamy, U¢ty, poznamky,
zpravy, Udaje a komunikace s etickou
komisi (podani, schvaleni a zpravy o

véetné vSech zapsanych puvodnich
pozorovani a pozndmek ke klinickym
aktivitam,  jak  jsou (e)CRF
[elektronické formulafe zaznamu
subjektu hodnoceni nebo formulafe

rekonstrukci studie.

Vyjma situaci vyslovné uvedenych v této smlouve,
zadna strana ani zadavatel nenabydou pravo, podil
¢i zajem k duSevnimu vlastnictvi jiné strany nebo
zadavatele.

Zadavatel je vlastnikem vSech prav a narokl k
veskerému duSevnimu vlastnictvi vzniklych ze
studie nebo souvisejici s hodnocenym léCivym
ptripravkem, vyvinuté technologii a dokumentaci
ke studii, vyjma rozsahu, v jakém jsou
poskytovatel zdravotnich sluzeb a zkousejici
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Documentation in accordance with the Applicable
Laws. The Institution and the Principal Investigator
shall promptly disclose any such Intellectual
Property to the Sponsor and Medpace in writing or
in such other format as the parties may agree.

9.4 To the extent capable of prospective assignment,
the Institution and Principal Investigator shall
assign all rights, title and interest in and to the
Intellectual Property falling within clause 9.3
above to the Sponsor (or its Designee). To the
extent that any such Intellectual Property cannot be
assigned  prospectively, the Institution and
Principal Investigator shall (and shall procure that
the Study site personnel shall) assign such
Intellectual Property to the Sponsor (or its
Designee) upon creation, and shall take all steps as
are reasonably required in order for the Sponsor to
enjoy the full benefit of the rights assigned under
this Section.

10 PUBLICATIONS AND PUBLICITY

10.1The Institution shall be entitled to publish the
results of, or make presentations related to, the
Study, as indicated in this Section 10. Before
proceeding with the publication, the Institution or
Principal Investigator will submit to the Sponsor a
publication concept, summarizing the intended
content and high-level scientific message that will
be included in the publication and will also submit
to the Sponsor the final version of said publication
for courtesy review. If this Study is part of a multi-
center clinical trial, Institution agrees not to
independently publish the results of the Study until
first occurrence of one of the following: (i) multi-
center primary Publication is published; (ii) no
multi-center primary publication is submitted
within two years after conclusion, abandonment, or
termination of the Study at all sites; or (iii) Sponsor
confirms in writing there will be no multi-center
primary Publication. All such publications or
presentations shall (i) be consistent with academic
standards and International Committee of Medical
Journal Editors (ICMJE) guidelines, (ii) comply
with all Regulations, (iii) not be made for any
commercial purpose.

9.4

10

10.1 Poskytovatel zdravotnich sluzeb je opravnén

povinni uchovat dokumentaci ke studii v souladu s
relevantnimi  zdkony. Poskytovatel zdravotnich
sluzeb a zkousSejici bez odkladu existenci tohoto
duSevniho vlastnictvi oznami zadavateli a
spole¢nosti Medpace, a to pisemn¢ nebo v jiném
formétu, ktery si strany dohodnou.

V rozsahu mozného budouciho postoupeni se
poskytovatel  zdravotnich sluzeb a hlavni
zkousSejici zavazuji postoupit vSechna prava,
naroky a zdjmy k duSevnimu vlastnictvi
popsanému v odstavci 9.3 na zadavatele (nebo jim
povéfenou osobu). V rozsahu, v jakém takové
dusevni vlastnictvi nelze prospektivné postoupit,
poskytovatel zdravotnich sluzeb a zkousejici se
zavazuji postoupit (a zajistit, Ze pracovnici studie
postoupi) takové dusevni vlastnictvi na zadavatele
(nebo jim povétenou osobu) po jeho vytvoreni, a
pfijmou vsechny pfiméfené nutné kroky, aby
zajistili, Ze zadavatel smi poZivat prava postoupena
dle tohoto oddilu v pIném rozsahu.

ZVEREJNENi A PROPAGACE

zvetejnit nebo prezentovat vysledky studie v
souladu s timto oddilem 10. Poskytovatel
zdravotnich sluzeb nebo zkousejici je povinen,
pted provedenim publikace, ptedlozit zadavateli
piehled, ve kterém bude uveden zamysleny obsah
a veédecka zprava, kterou publikace bude
obsahovat. Zadavateli bude také piedlozena finalni
verze publikace za ucelem zdvofilostniho
prezkoumani. Strany jsou srozumeny s tim, Ze tato
studie je soucasti multicentrického klinického
hodnoceni, poskytovatel zdravotnich sluzeb se
zavazuje nezvetejnit nezavislé vysledky studie az
do okamziku, kdy nastane prvni z nasledujicich: (i)
vydani multicentrické primarni publikace, (ii)
zadna multicentrickd primarni publikace neni
podana k vydani béhem dvou let po dokonceni,
preruseni nebo ukonceni studie ve vSech centrech,
nebo (iii) zadavatel pisemné potvrdi, Ze nebude
vydana multicentrickd  primarni  publikace.
Vsechny takové publikace nebo prezentace (i)
musi byt v souladu s akademickymi standardy a
pokyny  Mezinarodniho  vyboru  redaktord
lékatskych casopisit (International Committee of
Medical Journal Editors, ICMJE), (ii) musi byt v
souladu se v§emi pfedpisy a (iii) nesmi byt vydany
pro komer¢ni tcely.
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10.2 The Institution shall provide the Sponsor with
copies of any materials relating to the Study, or the
Developed Technologies that either intends to
publish (or submit for publication) or make any
presentations relating to, at least thirty (30) days in
advance of publication, submission or presentation.

10.3 At the request of the Sponsor and/or Medpace, the
Institution and/or the Principal Investigator:

shall not include in or shall remove
from any proposed publication any
Confidential Information, errors or
inaccuracies; and

10.3.1

10.3.2 shall withhold publication, submission
for publication or presentation for a
period of ninety (90) days from the
date on which the Sponsor receives the
material to allow the Sponsor to take
such measures as the Sponsor
considers necessary to preserve its
proprietary rights and/or protect its

Confidential Information.

10.4 The Institution shall include the following
acknowledgement in all publications and
presentations relating to the Study, the Study
Documentation or the Developed Technologies, as
well as in any financial disclosure information
relating to the Study: “MEDIMMUNE
SPONSORED THIS STUDY.” A copy of any
publications and presentations relating to the
Study, the Study Documentation and/or the
Developed Technologies shall be provided to the
Sponsor on publication or presentation, and the
Sponsor shall be entitled to make copies of and
distribute the publication or presentation as it
considers necessary.

10.5The Sponsor has a long-standing commitment to
transparency, and the Institution acknowledges that
the Sponsor shall post the Study on clinical trial
registries and publish the results on clinical trial
results databases in such format (including
www.astrazenecaclinicaltrials.com), and/or
provide such results to the Regulatory Authorities.

10.61f the Sponsor invites the Principal Investigator to
be an author of a Sponsor-managed publication,
Investigator shall agree to comply with ICMJE
authorship criteria. Principal Investigator shall
direct, draft and/or review the proposed

10.2 Poskytovatel zdravotnich sluzeb preda zadavateli
vSechny kopie vSech materiald souvisejici se studii
nebo vyvinutymi technologiemi, které bud’ zamysli
publikovat (nebo ptedlozit k publikaci) nebo uvést
V souvisejicich prezentacich, a to nejméné tiicet
(30) dnt pied publikaci, ptedlozenim k publikaci
nebo prezentaci.

10.3 Na zadost zadavatele a/nebo spolecnosti Medpace
poskytovatel zdravotnich sluzeb a/nebo hlavni

zkousejici:
10.3.1 Vv navrhované publikaci neuvede nebo
z publikace odstrani vS§echny davérné
informace, chyby ¢i nepfesnosti a
10.3.2 pozdrzi publikaci, ptredlozeni k

publikaci nebo prezentaci o devadesat
(90) dntt od data, kdy zadavatel
materidly obdrzel, aby umoznili
zadavateli pfijmout takova opatieni,
ktera zadavatel povazuje za nutna k
ochrané svych chranénych prav a/nebo
ochrané svych daveérnych informaci.

10.4 Poskytovatel zdravotnich sluzeb do vSech
publikaci a prezentaci souvisejicich se studii, do
dokumentace ke studii nebo k vyvinutym
technologiim i finan¢nim sdélenim v souvislosti se
studii uvede nasledujici prohlaseni:
,ZADAVATELEM TETO STUDIE BYLA
SPOLECNOST MEDIMMUNE* Pii publikaci
nebo prezentaci bude zadavateli ptfedana kopie
publikace a prezentace souvisejicich se studii,
dokumentaci ke studii a/nebo vyvinuté technologii,
priCemz zadavatel bude opravnén portidit si dalsi
kopie publikace nebo prezentace a distribuovat je
dle svého uvazeni.

10.5Zadavatel  dlouhodobé  dodrzuje  pravidla
transparentnosti a poskytovatel zdravotnich sluzeb
bere na védomi, Ze zadavatel uvede studii v
registrech klinickych hodnoceni a zvefejni
vysledky v databazich vysledka klinickych studii
(vCetné www.astrazenecaclinicaltrials.com) a/nebo
ptredlozi tyto vysledky regulatornim Gfadiim.

10.8Jestlize zadavatel vyzve zkousejiciho, aby se stal
autorem publikace vydané zadavatelem, zkousejici
se zavazuje dodrzovat kritéria autorstvi ICMJE.
Zkousejici bude dohlizet nad touto navrhovanou
publikaci, vytvoii jeji névrh a/nebo ji reviduyje,
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publication, approve the final version of the
publication to be published, and retain full
responsibility for its content. Medimmune
financial support for this research, any other
financial relationship with MedImmune, as well as
any other relevant financial relationships as
required by the journal or congress shall be
disclosed in the publication. Any authorship,
medical writing, editorial or logistical support
provided to Institution/Principal Investigator by
Sponsor in respect of publication shall also be
disclosed subject to the Sponsor’s publications
policy, details of which are available at
www.astrazeneca.com/ourcompany/sustainability.
html. No compensation shall be provided in respect
of any such authorship.

10.7No Party shall use another Party’s name, nor issue

any public statement about this Agreement, or
publish any information about the Study, without
the prior written permission of the other Parties
except as required by law. Such prior permission
shall not be unreasonably withheld.

10.8Medpace takes into account that the Parties are

obliged to publish the Agreement in accordance
with the Czech Republic Collection of Laws, Act
no.340/2015 Coll. on Special Conditions for the
Effectiveness of Certain Contracts, the Disclosure
of these Contracts and the Register of Contracts
(the “Act”) and (“Contracts Registry”).

10.8.1  Should this Agreement meet the
requirements of the Act for
publication on the Contracts Registry,
Parties agree that the Institution shall
publish a copy of the fully executed
Agreement in the Contracts Registry
as required by the Act. In order for
Institution to comply with the Act,
Medpace shall, upon execution of this
Agreement, which Medpace shall
prepare and provide to the Institution
for this purpose a machine-readable,
electronic copy of the fully executed
Agreement. Medpace shall send such
copy to the e-mail address
XXX@kzcr.eu. Notification about
publication of the Agreement shall be

10.7Z4dna smluvni strana nebude s vyjimkou p¥ipadu,

10.8. Spolecnost Medpace bere na védomi, Zze smluvni

schvali koneénou verzi publikace k vydani a
ponese plnou odpovédnost za jeji obsah. V
publikaci budou zvefejnény informace o finan¢ni
podpoie tohoto vyzkumu spolec¢nosti MedImmune,
jinych  financnich vztazich se spolecnosti
MedImmune i dalsi relevantni finanéni vztahy, jak
to pozaduje ¢asopis nebo kongres. Rovnéz je nutné
zvetejnit informace o autorstvi, sepsani Iékairského
Clanku, redakéni nebo logistické podpote
poskytnuté zadavatelem v souvislosti s publikaci
poskytovateli zdravotnich sluzeb/zkousejicimu, a
to v souladu s pravidly zadavatele pro publikovani,
ktera  jsou k  dispozici na  adrese
www.astrazeneca.com/ourcompany/sustainability.
html. Za toto autorstvi nebude vyplacena Zadna
odména.

kdy to pozaduji zakony, pouzivat jméno druhé
smluvni strany ani nebude vydavat jakakoli vefejna
prohlaseni tykajici se této smlouvy ani zvetejnovat
informace o studii, pokud k tomu nebude mit
pfedem pisemné svoleni druhé smluvni strany.
Toto predem poskytované povoleni nesmi byt
bezdlivodné zadrzovano.

strany jsou povinny uvefejnit tuto smlouvu v
souladu se zakonem ¢. 340/2015 Sb., o zvlastnich
podminkdch  uc¢innosti  nékterych  smluv,
uvetejiiovani téchto smluv a o registru smluv (dale
jen ,,zakon o registr smluv) a (dale jen ,registr
smluv®).

10.8.1 Zaucelem splnéni podminek zakona o
registru smluv, se Smluvni strany se
dohodly, ze poskytovatel zdravotnich
sluzeb uvetejni kopii konecné verze
této smlouvy v registru smluv. Pro
ucely uverejnéni piipravi spolecnost
Medpace kone¢nou verzi smlouvy v
strojové  Citelném  formatu v
elektronické podobé a poskytne ji bez
zbyte¢ného odkladu po podpisu této
smlouvy Poskytovateli zdravotnich
sluzeb. Spole¢nost Medpace zasle tuto
verzi smlouvy na emailovou adresu
XXX@kzcr.eu. Oznameni 0
uvefejnéni smlouvy bude spravcem
registru zaslano na e-mailovou adresu
XXX@medpace.com. V piipade, ze
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sent by the registry administrator to
the e-mail address
XX@medpace.com. In the event that
Institution should fail to publish the
Agreement within 30 days of its being
fully executed, Medpace shall have
the right to publish the Agreement.

10.8.2 Any financial information included in
this Agreement, including Schedule
A (Budget) constitutes proprietary
information of Medpace and Sponsor
and is not required under the Act to
be published in the Contracts
Registry. Notwithstanding the
foregoing, the estimated total possible
amount to be paid under the
Agreement is CZK 407.372
(assuming the Study patient
enrollment goal is achieved), and
shall be published in Contracts
Registry.

10.8.3  Medpace shall be responsible for
redacting any financial information
from 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.

10.8.4 Further, the signatories to this
Agreement agree and consent to
publication in the Contracts Registry
of their names and titles.

10.9 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.org).

10.9 Bez ohledu na vySe uvedené skutecnosti nebude

by  poskytovatel  zdravotnickych
sluzeb neuvetejnil smlouvu do 30 dnil
od jejiho uzavieni, spolecnost
Medpace bude mit prévo tuto smlouvu
uverejnit.

108.2 Jakékoliv  informace finan¢niho
charakteru uvedené v této smlouvé,
vcetn¢ Priloha A (finan¢ni priloha)
predstavuje majetkové informace
spole¢nosti Medpace a Zadavatele a
nebude v registru smluv uvefejnéna.
Bez ohledu na vySe uvedené, je
odhadovana celkova mozna castka,
ktera bude zaplacena podle smlouvy,
je 407 372 K¢ (za predpokladu, Ze
bude dosazeno stanoveného cile pro
zafazeni subjektti hodnoceni do studie,
tato ¢astka bude uvefejnéna v registru
smiuv.

10.8.3 Spolecnost Medpace je povinna
smlouvu pied jejim uvefejnénim v
registru smluv redigovat. Poskytovatel
zdravotnich sluzeb neuvetejni zadné
neredigované verze na webovych
strankach nebo v jinych médii, dokud
pfedem neobdrzi pisemny souhlas
spole¢nosti Medpace.

10.8.4 Osoby podepisujici tuto smlouvu
souhlasi s uvefejnénim svych jmen a
funkei, v registru smluv.

zadna z C¢asti obsahu této smlouvy branit v
registraci studie na portalu www.clinicaltrials.gov
ani v jiném obdobném registru, vcetné vsech
informaci vyZadovanych jednotnymi pozadavky
Mezinarodniho vyboru S$éfredaktort 1ékarskych
Casopisi na piispévky urCené pro zverejnéni v
biomedicinskych ¢asopisech platnymi v den
zahajeni studie (viz www.icmje.org).
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11 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 respective payee name,
payee address, tax identification number, corporate
address, or corporate name. Any such notification shall
originate from an Institution official and/or Principal
Investigator, as applicable, 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:

11 OINAMENI

Jakékoli ozndmeni vyzadované ¢i dovolené dle této
smlouvy musi byt u¢inéno pisemné a bude povazovano
za dorucené tii (3) dny po odeslani, pokud bude zaslano
doporucenou poStou nebo postou s potvrzenym
doru¢enim, s pfedplacenym postovnym nebo postovni
doru¢enkou, nebo (1) den po odeslani, pokud bude
odeslano expresni kuryrni sluzbou ¢&i faxem /
elektronickym pienosem. Poskytovatel zdravotnich
sluzeb a hlavni zkousejici budou dale pisemné (email
je pro ucely tohoto oddilu povazovan za pisemnou
formu) informovat spole¢nost Medpace o jakychkoliv
zménach jména piijjemce platoy na strané
poskytovatele zdravotnich sluzeb/hlavniho
zkousejiciho, piipadné jejich adres, DIC, firemnich
adres ¢i nazva spoleénosti. Jakékoliv takové ozndmeni
bude ucinéno predstavitelem poskytovatele
zdravotnich  sluzeb a/nebo  piipadné  hlavnim
zkouSejicim, ktery mé stejnou ¢i vétsi pravomoc nez
pfedstavitel poskytovatele zdravotnich sluzeb a/nebo
piipadné zkouSejici, ktery jménem poskytovatele
zdravotnich sluzeb tuto smlouvu podepisuje. Veskera
oznameni musi byt adresovana kontaktnim osobam
uvedenym nize:

IF TO MEDPACE / PRO SPOLECNOST
MEDPACE: S|
SLUZEB:
Medpace Clinical Research LLC
Attention General Counsel

5375 Medpace Way

Cincinnati, OH 45227

United States of America oz

republika

IF TO INSTITUTION / PRO
POSKYTOVATELE ZDRAVOTNICH

Krajsk& zdravotni, a.s.

K rukdm XXX, feditele zdravotni
péce Masarykovy nemocnice,

Socidlini péce 3316/12A, 401 13
Usti nad Labem, Ceska

IF TO SPONSOR / PRO ZADAVATELE:

Medimmune, LLC

One Medimmune Way
Gaithersburg, MD 20878
Attn: Chief Medical Officer

With a required copy to the same address
Attn: Legal Department
Fax: 301-398-2000
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12 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, or from other vendor companies contracted
by Medpace or Sponsor that are providing electronic
materials specific for the Study 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, 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 and Principal Investigator in electronic
form will be provided either: (1) via e-mail by
requesting it download a PDF or DOC file containing
the communication; or (2) in the case of the License
Agreement, will be provided immediately prior to the
log-in screen for ClinTrak. Institution and Principal
Investigator can obtain a paper copy of an electronic
communication by printing it itself or by requesting
that Medpace mail a paper copy, provided that such
request is made within a reasonable time after Medpace
or a vendor company first provided the electronic
communication.

Above mentioned is not applicable for any amendment
to this Agreement, which needs to be executed in
written form, with proper numbering and properly
signed by authorized person.

12 ELEKTRONICKE PODPISY

Poskytovatel zdravotnich sluzeb a hlavni zkouSejici
souhlasi s tim, Ze elektronickd komunikace a
elektronicky podpis maji stejnou platnost jako
vlastnoru¢ni podpisy na dokumentech v tisténé podobé.
Poskytovatel zdravotnich sluzeb a hlavni zkousejici
berou na védomi a souhlasi s tim, Ze elektronicka
komunikace je piijatelnym zplisobem, kterym muze
spoleénost Medpace nebo jini smluvni dodavatelé
spole¢nosti Medpace nebo zadavatele, kteti poskytuji
elektronické materidly pro potfeby studie poskytovateli
zdravotnich sluzeb, sdélovat informace poskytovateli
zdravotnich sluzeb a hlavnimu zkouSejicimu, aniz by
bylo nutné o obsahu sd€leni informovat v tisténé
podobé. Jakakoli sdéleni a nasledny elektronicky
podpis, ke kterym mezi smluvnimi stranami doSlo v
minulosti, dochazi v soucasnosti ¢i dojde Vv
budoucnosti, budou mit stejnou platnost a u¢innost jako
dokumenty vlastnoru¢né podepsané v tisténé podobé.
Elektronicky podpis mimo jiné zahrnuje naskenovanou
kopii podpisu, podpis strojopisem nebo pozadavek
kliknuti my$i na ikonu ¢i tlacitko ,,Souhlasim®.
Veskera sdéleni poskytnuta spoleénosti Medpace
poskytovateli  zdravotnich sluzeb a hlavnimu
zkousejicimu v elektronické podobé budou poskytnuta
jednim z nasledujicich zptisobi: (1) prostfednictvim e-
mailové zpravy se zadosti o stdhnuti souboru ve
formatu PDF ¢i DOC, ktery sdéleni obsahuje, nebo (2)
v pripad¢ licenéni dohody bude tato poskytnuta
bezprostiedné pred ptihlasovaci obrazovkou aplikace
ClinTrak. Poskytovatel zdravotnich sluzeb a hlavni
zkouSejici maji moZnost ziskat elektronickou
komunikaci v tisténé podobé tak, Ze si ji sami
vytisknou, ptipadné€ pozadaji spolecnost Medpace o jeji
zaslani poStou, a to za predpokladu, ze k takovému
pozadavku dojde v pfiméfené dobé po prvnim odeslani
elektronické komunikace spole¢nosti Medpace.

Vyse uvedené neplati pro veskeré dodatky této
smlouvy, které musi byt v pisemné, listinné podobé
vzestupné ocislovany a podepsany odpovédnymi
osobami.
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13 INDEMNIFICATION AND INSURANCE

13.1 Sponsor shall indemnify Institution pursuant to the
terms and conditions of a separate letter of
indemnification between Sponsor and Institution,
as requested. Medpace shall not have any
obligation to indemnify Institution and/or their
agents, employees and representatives.

13.2Institution is responsible for its own alleged
negligence or negligence or alleged willful
misconduct or willful misconduct of Institution or
Study Personnel in performing their obligations
under this Agreement; or the failure of Institution
or Study Personnel, to comply with the provisions
of this Agreement, the Protocol, any written
instructions of Medpace or Sponsor concerning the
Study or any applicable laws.

13.3 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.

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

13 ODSKODNENI A POJISTENI

13.1Zadavatel odSkodni poskytovatele zdravotnich
sluzeb podle podminek samostatné dohody o
odskodnéni mezi zadavatelem a poskytovatelem
zdravotnich sluzeb. Spole¢nost Medpace nema

zadnou povinnost odSkodnit  poskytovatele
zdravotnich  sluzeb a/nebo jeho  zastupce,
zameéstnance a piedstavitele

13.2 Poskytovatel =~ zdravotnich  sluzeb  nesou

odpovédnost za vlastni udajnou nedbalost nebo
nedbalost nebo Udajné amysiné protipravni jednani
nebo UmysIné protipravni jednani poskytovatele
zdravotnich sluzeb nebo pracovnikli studie pii
plnéni zavazkd plynoucich z této smlouvy nebo z
poruseni ustanoveni této smlouvy, protokolu,
pisemnych pokynii spoleénosti Medpace nebo
zadavatele k této studii nebo platnych predpist ze
strany poskytovatele zdravotnich sluzeb nebo
pracovniki studie.

13.3 Spole¢nost Medpace a zadavatel nebudou pravné
odpovédni za nahodné, zvlastni, nepfimé ani
nasledné Skody vzniklé osobam ¢i na majetku,
mezi nézZ mimo jiné patii prdvo na thradu
ztraceného Casu, ztraty sluzeb, ztraty vyroby,
uslého zisku, ztracenych obchodnich prilezitosti a
Uspor nebo jinych ekonomickych a obchodnich
ztrat ¢i narokl jakéhokoli druhu vyplyvajicich
nebo vznikajicich nasledkem provadéni sluzeb ¢i
jinym zptisobem dle této smlouvy, a to i v pripade,
7ze budou o moznosti vzniku takovych Skod
informovani.

13.4Zadavatel  prohlasuje, Ze pro  hlavniho
zkousejiciho, pracovniky studie a sebe sama
uzaviel pojisténi odpovédnosti za Skodu vzniklou
treti strané v souvislosti s provadénim dotcené
studie v souladu s ptisluSnymi zakony, pficemz
takové pojisténi bude kryt zejména naklady na
lécbu subjektt studie, ktera souvisi s jakoukoliv
Ujmou na zdravi zplisobenou subjektim studie v
souvislosti s jejich ti¢asti ve studii. Zadavatel bude
udrzovat zminéné pojisténi v platnosti po dobu
trvani smlouvy, a je-li to pozadovano piislusnymi
zakony, pak i1 v pribéhu pfislusného obdobi
nasledujiciho po dokonceni studie.
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13.5 Institution shall maintain insurance as required by
applicable law, with limits consistent with statutory
minimum amounts. Institution shall maintain such
coverage for the duration of this Agreement and for
two years thereafter. Proof of said insurance shall
be supplied to Medpace upon request.

14 DEBARMENT

Institution represents that neither it, nor any of its
management or any other employees or independent
contractors or agents who will have any involvement
in the Study, have 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 the Term and
Termination Section.

15 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

13.5Poskytovatel zdravotnich sluzeb musi udrzovat
pojisténi, jak je poZadovano podle platnych
pravnich ptredpisti, s limity v souladu se
statutarnimi minimalnimi ¢astkami. Poskytovatel
zdravotnich sluzeb je povinen udrzovat toto
pojistné kryti po celou dobu trvani této smlouvy, a
jeste dalsi dva roky poté. Doklad o zminéném
pojisténi je tfeba na vyzadani predlozit spolecnosti
Medpace.

14 ZAKAZ CINNOSTI

Poskytovatel zdravotnich sluzeb prohlasuje, ze ani
jemu, ani nikomu z jeho vedeni, ani zadnému jinému
zaméstnanci nebo nezdvislym dodavatelim ¢i
zastupctm, kteti budou jakkoli zapojeni do studie,
nebyla zddnym kontrolnim fadem zakéazana cinnost.
Poskytovatel zdravotnich sluzeb okamzité pisemné
oznami spole¢nosti Medpace, pokud se dozvi
0 jakémkoli takovém zakazu ¢innosti, hrozb¢ zakazu
¢innosti nebo o odsouzeni ¢€i jiné zalezitosti, jejichz
disledkem by mohl byt jakykoli takovyto zakaz
¢innosti. Spole¢nost Medpace miize po prijeti
takového ozndmeni, nebo pokud se jinak dozvi
0 jakémkoli zakazu ¢innosti, hrozbé zdkazu Cinnosti
nebo o0 odsouzeni ¢i jiné zalezitosti, jejichz
disledkem by mohl byt jakykoli takovy zakaz
¢innosti, ukoncit tuto smlouvu v souladu s oddilem
Platnost smlouvy a jeji ukonceni.

15 USTANOVENI PROTI UPLATKUM A KORUPCI

Pti plnéni svych povinnosti podle této smlouvy
zadna strana ani zadny ze zastupcl stran nezaplati,
nenabidne ani neslibi, ze zaplati, ani neschvali
zaplaceni jakékoli penézni Castky, ani neposkytne
nebo neslibi, Ze poskytne, ani neschvali poskytnuti
jakékoli sluzby nebo ¢ehokoli jiného hodnotného, a
to ani pfimo, ani prostfednictvim tieti strany,
zddnému zastupci nebo zameéstnanci jakéhokoli
organu statni spravy nebo vykonného organu nebo
vefejné mezinarodni organizace nebo jakéhokoli
uradu ¢i jejich oddéleni za ucelem uplaceni a
nemistného (i)  ovliviiovani  jednani  nebo
rozhodovani takové osoby v jeji ufedni funkci,
vcetné¢ rozhodnuti, ze bude chybn¢ 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 vladnim ufadu nebo
vykonném organu nebo ve vefejné mezinarodni
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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.

16 ASSIGNMENT AND DELEGATION

This Agreement shall be binding upon and for the
benefit of the Parties hereto, and their successors and
permitted assigns. This Agreement, and all rights,
duties and obligations hereunder, may not be
assigned or delegated by Institution without the prior
express written consent of Medpace. Any attempt
made by Institution to assign or delegate this
Agreement in violation of this section shall be of no
force or effect. Institution acknowledges that
Medpace shall have the right to assign or delegate
this Agreement or any portion thereof without the
consent of Institution. but is obligated to notify the
other parties of this agreement in accordance with Act
n. 89/2012 Coll. on Civil code

17 INDEPENDENT CONTRACTOR

The relationship of the Parties is that of independent
contractors, and no employment or agency
relationship shall be construed to exist between the
Parties. Neither Medpace nor Sponsor shall be
responsible for any employee benefits, pensions,
workers’ compensation, withholding or
employment-related taxes relating to Institution,
Principal Investigator or Study Personnel.

18 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 the Parties
hereto amend this Agreement accordingly.

organizaci nebo v politické strané k ovlivnéni jejich
jednani nebo rozhodovani, nebo (iii) zajiSténi
jakékoli nepatti¢né vyhody; avSak za ptredpokladu,
ze predchazejici prohlaseni se nebude vztahovat na
jakoukoli usnadnujici nebo urychlovaci platbu pro
ciziho ufednika, politickou stranu nebo funkcionate
strany, jejimz ucelem je wurychlit nebo zajistit
provedeni bézné ufedni Cinnosti cizim uUfednikem,
politickou stranou nebo funkcionafem strany.

16 POSTOUPENI A PREVEDENI

Tato smlouva bude zavazna pro smluvni strany této
smlouvy, jejich nastupce a povolené nabyvatele
a v jejich prospéch. Tato smlouva a vSechna prava,
povinnosti a zavazky z ni vyplyvajici nesmi byt
poskytovatelem zdravotnich sluzeb postoupeny ani
delegovany bez piedchoziho vyslovného pisemného
souhlasu spolecnosti Medpace. Jakykoli pokus
poskytovatele zdravotnich sluzeb postoupit nebo
delegovat tuto smlouvu v rozporu s timto oddilem
nebude platny ani u¢inny. Poskytovatel zdravotnich
sluzeb bere na védomi, ze spole¢nost Medpace je
opravnéna postoupit nebo delegovat tuto smlouvu
nebo jakoukoliv jeji ¢ast bez souhlasu poskytovatele
zdravotnich sluzeb, avSak je povinna tuto skuteénost
v souladu se zdkonem ¢. 89/2012 Sb., obcansky
zakonik, oznamit ostatnim smluvnim stranam.

17 NEZAVISLY SMLUVNI PARTNER

Vztah smluvnich stran je vztahem nezavislych
smluvnich partneru a nebude vykladan jako jakykoli
zamé&stnanecky ¢i agenturni vztah mezi smluvnimi
stranami.  Spole¢nost Medpace ani zadavatel
neponesou odpovédnost za jakékoli zaméstnanecké
vyhody, penze, odmény pracovniki, srazky z platu ¢i
zaméstnanecké dané tykajici se poskytovatel
zdravotnich  sluzeb, hlavniho zkousejiciho ¢i
personalu studie.

18 ZMENY PROTOKOLU

Protokol miaze byt doplnén pouze z nafizeni
zadavatele a zména podléha naslednému schvaleni
etické komise a jakychkoli ptislusnych regulacnich
organt. Finanéni podminky se z didvodu takovych
uprav meénit nebudou, pokud smluvni strany tuto
smlouvu pfislusnym zptsobem nedoplni.
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19 MISCELLANEOUS

19.1 This  Agreement  represents the entire
understanding of the Parties and supersedes all
prior negotiations, understandings or agreements
(oral or written) between the Parties concerning the
subject matter hereof. In the event of any
inconsistency between this Agreement and the
Protocol, the terms of this Agreement shall govern.
If a provision of this Agreement is or becomes (i)
illegal under any applicable law or regulation, (ii)
invalid or (iii) otherwise unenforceable, such
illegality, invalidity or unenforceability shall not
affect the validity or enforceability of any other
term or provision of this Agreement. All waivers of
the terms of this Agreement shall be in writing.
Failure to insist upon compliance with any of the
terms and conditions of this Agreement shall not
constitute a general waiver or relinquishment of
any such terms or conditions, but the same shall
remain at all times in full force and effect.

19.2 This Agreement shall be governed by and
construed in accordance with the laws of the Czech
Republic. In the event of a conflict between the
Czech and English language versions, then the
Czech version shall control. Any disputes arising
under or relating to this Agreement shall be
resolved exclusively by the relevant courts of the
Czech Republic.

19.3 This Agreement, and any subsequent

amendment(s), may be executed in 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.

19 DALSi USTANOVENI

19.1Tato smlouva piedstavuje uplnou dohodu
smluvnich stran a nahrazuje veskerd piedchozi
jednani mezi smluvnimi stranami, dohody nebo
umluvy (Gstni ¢i pisemné) tykajici se predmetu této
smlouvy. V pfipadé jakychkoli rozport mezi touto
smlouvou a protokolem rozhoduji podminky této
smlouvy. Jestlize n¢které ustanoveni této smlouvy
je nebo se stane (i) nelegalnim podle jakéhokoli
platného zdkona ¢i predpisu, (ii) neplatnym nebo
(iif) jinak nevymahatelnym, takova nelegélnost,
neplatnost nebo nevymahatelnost nebude mit vliv
na platnost ¢i vymahatelnost kterékoli jiné z
podminek ¢i ustanoveni této smlouvy. Veskera
upusténi od podminek této smlouvy musi byt
ucinéna pisemné. Nevymahani dodrzovani
kterékoli z podminek této smlouvy nepiedstavuje
v§eobecné upusténi od nebo zieknuti se jakychkoli
takovych podminek; tyto naopak vzdy zlstavaji
plné platné a ucinné.

19.2Tato smlouva se bude fidit a vykladat v souladu s
pravnimi predpisy Ceské republiky. V piipadé
rozporu mezi ¢eskou a anglickou jazykovou verzi
rozhoduje Ceska verze. Pfipadné spory vzniklé v
souvislosti s touto smlouvou budou feseny u vécné
a mistn& piislusného soudu Ceské republiky.

19.3Tato smlouva a jakékoli jeji nasledné dodatky
mohou byt vyhotoveny ve stejnopisech a tyto
stejnopisy spole¢né tvoii jedinou smlouvu a stanou
se zavaznymi v okamziku, kdy kterykoli nebo vice
z téchto stejnopist této smlouvy, jednotlivé nebo
dohromady, budou opatfeny podpisem kazdé ze
smluvnich stran.
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20 SPONSOR AS THIRD-PARTY BENEFICIARY

20.1 The Institution acknowledges that the Sponsor is
the sponsor of the Study and in order to satisfy pre-
existing contractual obligations owed by the
Medpace to Sponsor, the Parties agree that the
Sponsor and its affiliates are the intended third-
party beneficiaries of the rights under this
Agreement (in particular the IP rights under
Section 9), and accordingly has concomitant
enforceable rights in relation to this Agreement.
The Parties acknowledge that conferring third-
party beneficiary status upon the Sponsor and its
affiliates is a direct and material purpose of the
Parties entering into this Agreement. To the extent
applicable law does not allow vesting of any rights
directly in Sponsor under this Agreement, such
rights will vest in the Medpace, on the Sponsor’s
behalf. Rights under this Section cannot be
modified without Sponsor’s consent.

20.2 Except for the third-party beneficiary rights
granted to the Sponsor and its affiliates in this
Agreement, any person who is not a party to this
Agreement shall not have any rights under it and
shall not be able to enforce any term of this
Agreement.

20 ZADAVATEL JAKO OBMYSLENA TRETi STRANA

20.1 Poskytovatel zdravotnich sluzeb bere na védomi,
7ze zadavatel studie financuje studii a aby
spolecnost Medpace mohla dostat jiz existujicim
smluvnim zavazkiim viaci zadavateli, se strany
dohodly, ze zadavatel a jeho ptidruzené spolecnosti
se maji za obmyslené tfeti strany ve vztahu k
pravim plynoucim z této smlouvy (zejména
praviim k dusevnimu vlastnictvi dle oddilu 9) a ve
vztahu k této smlouvé ma soubézna vymahatelna
prava. Strany berou na védomi, ze pfiznani statutu
obmyslené treti strany zadavateli a jeho
pridruzenym spole¢nostem piedstavuje pfimy a
podstatny imysl stran pfi uzavirani této smlouvy.
V rozsahu, v jakém platné¢ pravni predpisy
neumoziuji priznani prav plynoucich z této
smlouvy piimo zadavateli, budou takova prava
pfiznana spolecnosti Medpace jménem zadavatele.
Bez souhlasu zadavatele nelze prava dle tohoto
oddilu ménit.

20.2Vyjma prav obmyslené tieti strany piiznanych
zadavateli a jeho pridruzenym spole¢nostem v této
smlouvé, Zadna osoba, ktera neni stranou této
smlouvy, nenabude dle této smlouvy zZadnych prav
anebude opravnéna vymahat kterékoliv ustanoveni
této smlouvy.

IN WITNESS WHEREOF, the Parties hereto have
executed this Agreement by proper persons thereunto
duly authorized and that this Agreement shall be
effective as of the Effective Date.

NA DUKAZ CEHOZ smluvni strany prostfednictvim
k tomu tadné opravnénych osob uzaviely tuto smlouvu,
ktera vstoupi v G¢innost k datu Gi¢innosti.

Signature page follows / Nasleduje podpisova strana
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Medpace, on its own behalf and as payment agent of Sponsor/ Za spoleénost Medpace, jejim jménem a jakozto plaice
zastupujici zadavatele

XXXX
Name (print or type) / Jméno

Title / Funkce : CTM / Manazer Klinického hodnoceni

Date / Datum:

Institution/ Poskytovatel zdravotnich sluzeb

XXXX
Name (print or type) / Jméno

Title / Funkce CEO / Generdlni feditel

Date / Datum:
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