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CIINICALSIUDY AGREEMENT

SMIOUVA O PROVEDENI
KIINIC KFHO HODNO CENI

This clinical study agreement (“Agreement’), effective
as of the day of publication in the Contracts Registry (the
“Effective Date”), is entered into by and among

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

’

Fakultni nemocnice Hradec Kralove, with its
principal office at Sokolskd 581, 500 05 Hradec
Krilové - Novy Hradec Krélové, the Czech Republic
(“Institution™),  represented by prof. MUDr.
Vladimirem Pali¢kou, CSc., dr.h.c., director;

and [N ith his place of

business at I'V. interni hematologickd klinika Fakultn{
nemocnice Hradec Kralové, Sokolska 581, 500 05
Hradec Krialové — Novy Hradec Kréalové, Ceska
republika (“Investigator”).

Medpace, Institution, and Investigator are sometimes
collectively referred to herein each as a “Party” or
collectively as the “Parties”.

WHEREAS, Kartos Therapeutics, 275 Shoreline
Drive, Redwood City, CA 94065, USA (“Sponsor”) is
sponsoring a clinical study on the compound KRT-232
(the “Study Drug”), in accordance with Protocol No.
KRT-232-111, titled “An Open-Label, Multicenter,
Phase 1b/2 Study of the Safety and Efficacy of KRT-
232 in Combination with Acalabrutinib in Subjects

with Relapsed/Refractory Diffuse Large B-cell
Lymphoma  or  Relapsed/Refractory  Chronic
Lymphocytic Leukemia” (the “Protocol”), the

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

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

Tato smlouva o provedeni klinického hodnoceni (déle
jen ,smlouva®), u¢innd ke dni uvefejnéni v registru
smluv (déle jen ,,datum dcinnosti*), se uzavird mezi

spole¢nosti Medpace Clinical Research, LLC, se
sidlem a mistem podnikdni na adrese 5375 Medpace
Way, Cincinnati, Ohio 45227 (ddle jen ,,Medpace®),
zastoupenou

Fakultni nemocnici Hradec Kralové, se sidlem na
adrese Sokolska 581, 500 05 Hradec Krélové - Novy
Hradec Kralové, Ceskd republika (ddle jen
,Poskytovatel* nebo ,zdravotnické zafizeni®),
zastoupenou prof. MUDr. Vladimirem Pali¢kou, CSc.,

dr.h.c., feditelem;

o, < sidlcm a mistem

vykonu povolani na adrese IV. interni hematologickd
klinika Fakultni nemocnice Hradec Kralové, Sokolska
581, 500 05 Hradec Krédlové — Novy Hradec Kralové,
Ceskd republika (ddle jen ,,zkouSejici 16kai*).

Spole¢nost Medpace, zdravotnické zafizeni a
zkousejici 1ékat jsou v nékterych piipadech spolecné
oznacovani jako smluvni strany (ddle jen ,,smluvni
strany*).

VZHLEDEM K TOMU, ZE Kartos Therapeutics, 275
Shoreline Drive, Redwood City, CA 94065, USA (déle
jen ,,zadavatel*) financuje klinickou studii slouceniny
KRT-232 (dale jen ,,hodnoceny ptipravek®) v souladu
s protokolem ¢. KRT-232-111, s nazvem ,,Oteviena,
multicentrickd studie faze 1b/2 hodnotici bezpecnost a
ucinnost piipravku  KRT-232 v kombinaci s
acalabrutinibem u pacientl s relabujicim/refrakternim
difuznim velkobuné&nym B lymfomem nebo
relabujici/refrakterni chronickou lymfocytarni
leukémii* (dale jen ,,protokol®), jehoZ ustanoveni jsou
zahrnuta do této smlouvy formou odkazu, a
zdravotnické zatizeni ma odborné znalosti tykajici se
provadéni a vykonu klinickych studii. PInén{ protokolu
bude v této smlouveé uvadéno jako ,,studie”; a

VZHLEDEM K TOMU, ZE spoleénost Medpace je
smluvni  vyzkumnou  organizaci, kterd byla
zadavatelem najata pro fizeni a spravu této studie,
mimo jiné véetné vyjedndni 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 provddéni studie podileli i zdravotnické
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accordance with the Protocol and the terms and
conditions of this Agreement, and Institution and
Investigator desire to participate in the conduct of the
Study in accordance with the Protocol and the terms
and conditions of this Agreement.

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

zafizeni a zkousSejici 1ékaf, a zdravotnické zatizeni a
zkousejici 1ékat si preji podilet se na provadéni studie
v souladu s protokolem a podminkami této smlouvy.

PROTO, s ohledem na vySe uvedené skutecnosti,
vzdjemnd ujedndni a piisliby vyjadiené v této smlouvé
a fddnou a hodnotnou odménu, jejiz pfiméfenost se
timto potvrzuje, bylo smluvnimi stranami ujednidno
ndsledujici:

1 SCOPEOFWORK

1.1 Institution and Investigator shall perform the
Study at Institution in strict compliance with the
terms and conditions of this Agreement, any
written instructions from Sponsor and/or
Medpace, an ethical manner and in a manner that
appropriately protects the safety, security, and
well-being of Study subjects and any data arising
from the Study, all generally accepted standards
of Good Clinical Practice, the Protocol, and with
all applicable laws and regulations of the Czech
Republic and the European Union governing the
performance of clinical investigations, including,
but not limited to, Act No. 378/2007 Coll., on
Pharmaceuticals, Act No. 372/2011 Coll., on
Health Services, Regulations of the European
Union and of the EU Council No. 2016/679 (the
“GDPR”), and Decree No. 226/2008 Coll., On
Good Clinical Practice. The Study location will
not be changed without Medpace’s prior written
consent.

1.2 Prior to the start of Study, Medpace/Sponsor will
obtain any and all necessary approvals of the
applicable regulatory authorities and central
Ethics Committee. Investigator shall be
responsible for any submissions to Institution’s

local Ethics Committee, if applicable.

1.3 Institution agrees to provide the Investigator with
free access to the Institution’s applicable subject
population to recruit the number of subjects set
forth in the Investigator Responsibilities Section
below to participate in the Study, and will
facilitate the proper performance of the Study by
the Investigator in a timely and professional
manner and according to standard industry

practices and the terms of this Agreement.

1 ROZSAHPRACI

1.1 Zdravotnické zafizeni a zadavatel provedou
studii ve zdravotnickém zafizeni v piisném
souladu s podminkami této smlouvy, vSemi
pisemnymi  pokyny  zadavatele  a/nebo
spolecnosti Medpace, etickym zplisobem a
zpuisobem, ktery vhodné chrani bezpecnost,
zabezpeCeni a blahobyt subjekti studie a
jakékoliv udaje vyplyvajici ze studie, v souladu
se vSemi obecné pfijatymi standardy spravné
klinické praxe, protokolem a vSemi platnymi
zdkony a predpisy Ceské republiky a Evropské
Unie, které upravuji provadéni klinickych
hodnoceni, mimo jiné véetné zdkona ¢. 378/2007
Sb. o 1é¢ivech, zdkona ¢. 372/2011 o zdravotnich
sluzbach, natizeni Evropského parlamentu a
Rady (EU) ¢. 2016/679 (dale jen ,,GDPR®) a
vyhlasky ¢. 226/2008 Sb. o sprdvné klinické
praxi. Misto provadéni studie nebude ménéno
bez predchoziho pisemného souhlasu spolecnosti
Medpace.

Pred zahdjenim studie zajisti spolecnost
Medpace/zadavatel od prislusnych kontrolnich
organti a centrdlni etické komise veskera
nezbytnd povoleni. V relevantnich piipadech
ponese zkousejici 1ékat odpovédnost za veskera
podéni k mistni etické komisi, pod kterou spada
zdravotnické zafizeni.

1.2

1.3 Zdravotnické zafizeni se zavazuje, Ze poskytne
zkouSejicimu 1€kati volny piistup k piislusné
populaci subjektti zdravotnického zafizeni, mezi
nimiZ provede ndbor stanoveného poctu
subjektd, které se zicastni studie a jejichZ pocet
je uveden v niZe uvedeném oddilu Povinnosti
zkousejictho 1ékafe, a umozni zkousejicimu
1ékafi fadné provedeni studie, a to v¢as a odborné
podle standardnich postupli v daném odvétvi a
podminek této smlouvy.
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as the principal investigator of the Study at
Institution. Institution is not authorized to
reassign the conduct of the Study to another
investigator without Sponsor’s express written
consent. Investigator will be responsible for the
direction of the Study in accordance with
applicable Institution policies, which Institution
confirms 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
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.
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

1.4 Sponsor or its designee will provide Institution | 1.4 Zadavatel nebo jim urfend osoba doda
with sufficient quantities of Study Drug for use zdravotnickému zafizeni bezplatn¢ hodnoceny
in the Study at no cost to Institution. Institution l1é¢ivy ptipravek v mnoZstvi dostatecném pro
and Investigator agree that the Study Drug and all pouziti ve studii. Zdravotnické zafizeni a
equipment provided by the Sponsor may only be zkouSejici 1ékat se zavazuji, Ze hodnoceny
used for the purposes of the Study, and shall only piipravek a veSkeré vybaveni poskytnuté
be used in accordance with the Protocol and any zadavatelem pouZiji pouze pro ucely studie a
written instructions of the Sponsor. budou jej pouzivat vyluéné v souladu s

protokolem a jakymikoli pisemnymi pokyny
zadavatele.

1.5 The Study Drug shall be delivered to the | 1-5 Lécivy ptipravek bude dodédvan do nemocni¢ni
Institutional pharmacy by the Sponsor. Study lélsérn/y, vzdy v f/é\dnve“/ zabalenych Ovbal?Ch
Drug needs to be properly packed in packaging uréenych pro lécivy /pr1pravek a oznaceny v
intended for investigational medicine product sc}>uladu S ustanovenim par agrafu 19 ods,t. 1
and labeled in accordance with the provisions of pism. e/) vyhlasky €.226/2008 Sb., o spravné
Section 19 (1) (e) of Decree No. 226/2008 Coll., Klinické praxi.
on Good Clinical Practice DOdéka 1é¢ivého pfipravku se budou

uskutectiovat v Po-P4d od 7.00 h do 14.00 h do
The .Study Drug supply shall occur on Mopday budovy nemocniéni 16kérny &. 20.
— Friday between 07am to 2 pm to Institutional
pharmacy building no. 20.
L. i ) 1.6 Zdravotnické zafizeni a zkouSejici lékaf

1.6 Instltu.tlon and Investlgatqr represent tth neither prohlasuji, 7e ani zkouSejici Iékaf, ani
Inv.estlgator nor .Instltutlon are a citizen or zdravotnické  zafizeni nejsou oblany ani
resident qf the Umted States, or a corporation or rezidenty Spojenych stitd americkych, ani
partnershlp that is and has been .treated asaU.S. korporaci nebo partnerskym subjektem, které
corporation or US partner§h1p, and that a.ll jsou a byly povaZovany za americkou korporaci
payments Ir}stltutlon regelved under thls nebo partnersky subjekt, a Ze viechny platby,
Agreement will be for services rendered outside které zdravotnické zatizeni obdrZi na zdklad¢ této
the United States. smlouvy, budou za sluzby poskytované mimo

Spojené stity americké.
2 INVESTIGA'TO RRESPO NSIBITIES 2 PO VINNO SHZKO USEJICTHO IFKARE
2.1 Institution hereby authorizes Investigator to act | 2.1 Zdravotnické  zafizeni timto  zmocfiuje

zkousSejictho 1€kare k vykonu funkce hlavniho
zkousejictho pro studii  provddénou ve
zdravotnickém zafizeni. Zdravotnické zafizeni
neni opravnéné postoupit provedeni studie
jinému zkouSejicimu 1ékafi bez vyslovného
pisemného souhlasu zadavatele. ZkousSejici 1ékat
ponese odpovédnost za fizeni studie v souladu s
piisluSnymi zdsadami zdravotnického zatizeni a
zdravotnické zafizeni potvrzuje, Ze nejsou v
rozporu s podminkami této smlouvy a
protokolem. Pokud zkousejici 1ékar
z jakéhokoliv divodu jiz ddle nebude schopen
vykondvat funkci zkousSejictho Iékate a nebude k
dispozici ndstupce pfijatelny pro zdravotnické
zafizeni, spole¢nost Medpace a zadavatele, bude
tato smlouva ukoncena, jak je uvedeno v oddilu
Platnost smlouvy a Ukonceni. ZkouSejici bude
naddle vdzan veSkerymi povinnostmi a
podminkami této smlouvy, dokud zadavatel
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committee approvals of the new investigator neschvali nového zkousejictho a nedojde k
have been obtained. zajisténi veskerych souhlasti regula¢nich orgénii
¢i etickych komisi s novym zkouSejicim.

2.2 Investigator confirms that he/she is fully | 2-2 Zkogé.ejici, 1ékat ) pvot’vrzuj.e, if’ je plné
qualified to conduct the Study and to serve in the kvalifikovan k provadént studie a vykonu funkce
capacity of principal investigator. hlavniho zkousejiciho.

2.3 Institution shall ensure that Investigator and all | 2-3 Z,dr%VOthICke zatizenl se ujistl, ze Zko‘,lsgj.{a,
persons or entities who perform any portion of I€kar a vSechny osoby nebo subjekty provadejict
the Study (“Study Personnel”) shall be qualified jakoukoliy Cdst studie (ddle jen studijni
and appropriately trained physicians and medical pervsonal ,) ~Jsou kvallflkgvaPl a ?alezuvei
personnel who have not been debarred from vyskoleni 1ékatfi a zdravotnicky persondl, ktefi
working on clinical studies and who are nebyli vylouceni z prace na klinickych studiich a
employees or subcontractors of Institution and ktefi jsou _zamestnanci nebo spbdf)day/ateh,
Institution shall be responsible that they (i) zdravotnického zafizeni, a zdravotnické zafizeni
comply with the terms of this Agreement, (ii) odpovidd za to, Ze (i) dodrZuji podminky této
have the necessary licenses and certifications, smlouvy, (ii) majt potretzn‘? hcer'lf:e,aosvec'icem:i
and are qualified by education, training and jsou kvalifikovéni k plnéni studijnich povinnosti
experience  to  perform  their  Study na zdklad¢é vzdé€lani, Skoleni a zkuSenosti, (iii)
responsibilities, (iii) perform their Study plni své povinnosti t)’/kajl’c.l’ se studie a povinnosti
responsibilities and fulfill their obligations under podle této smlouvy, (iv) obdrZi nezbytné
this Agreement, (iv) receive the necessary informace a Skoleni v oblasti spradvné klinické
information and training in Good Clinical praxe, regulacnich pozadavki a fadného plnéni
Practice, regulatory requirements, and proper pr0t01'<01u, ) Jaka.lfohv osoba nebo subdodavatel
performance of the Protocol, (v) any person or pracujici na studii, ktery neni zaméstnancem
subcontractor working on the Study who is not zdravotmckefho _ zatlzeni,  uUZzavie s€
employed by Institution will execute a written zdrayotmckym zarizenim - pisemnou vsml.ouvu',
agreement with Institution obligating him/her to kterd ho zavazuje k dodrzovani mlicenlivosti,
comply with confidentiality, financial disclosure, p?/skyEO\,/am flnan/cmch /mformam a dalsich
and other relevant terms and conditions of this piislusnych ) podvr,nme,k teto smlouvy.v VP?k‘id
Agreement. Institution shall notify Medpace in zdravotnické zafizeni dospéje ke zjiStén, Ze
writing if it becomes aware of any Study kterémukoli ze studijnitho persondlu byla tato
Personnel member has been debarred or ¢innost zakdzana, piipadné bylo v souvislosti se
proceedings have been initiated with respect to zalf’azer’n zal/lajenov fizeni, bude Zdravotrvucke
debarment. zatizeni pisemné informovat  spole¢nost

Medpace.
) ) 2.4 Zkoudejici  1ékat  zatadi do studie [

2.4 Investigator shall enroll in t}flle Sttutiily B i v pribehu obdobi

who meet the Y PSvIY

T —— : pro zatazovani, 4. | AR
mcluﬁlon Cmeflz Off W spliiuji kritéria protokolu pro zatazeni. Samotné
%mﬁ:t pertlol 0 lment iod b obdobi pro zafazovani mize byt na zédkladé
e actual enrollment period may be ) <h o letnosti g oy
i : pisemného ozndmeni spolenosti Medpace ¢i
le\j[ae(:inded or sgortened Zpon erli[ten notlfzg Ey zadavatele prodlouZeno ¢i zkraceno. JelikoZ bude
edpace Or Sponsor. AS enro r.nen.t wiil be zatazovani probihat v konkuren¢nim duchu
competitive across all sites participating in the napii¢ viemi centry, kterd se studie Gcastni
Study, Medpace reserves the right to instruct the vyhrazuje si spol eé;1 ost Medpace pravo déi
his A g g vys§i pocet subjektl, nez bylo ujedndno v

this Agreement. okamziku podpisu této smlouvy.

2.5 .Int\‘/estlggtor shall obtfam th;: ne]c)e.ssary written | , o Pied provedenim jakychkoliv Gkonil
mn (t{rme_ consents Od eacl Zu ject dprlor tX souvisejicich se studii zajisti zkouSejici 1ékat od
?eifl;lr;:zng(f(?g) ;llllaﬁ rlieatepro[\)/ri(c)lz(zl utrgs'the kazdého ze subjektd nezbytny informovany

e souhlas v pisemné podobé podle vzoru
Institution by Sponsor or Medpace, .and shall be (formuléfe) pfedaného zdravotnickému zatizeni
approved by relevant ethics committee for the

I 3000
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purpose of this study. The informed consent form
shall include relevant information and consents
required by personal data protection legal
regulations applicable in the European Union.
Investigator shall comply with all applicable
ethical principles and good clinical practice to
obtain each subject’s informed consent.
Institution and Investigator also declares that
local circumstances in the Institution, as the
location of the Study, and the technical and
organizational background for the processing of
personal data by the Institution and Investigator
are appropriate and sufficient according to
relevant legal regulations. If technical and
organizational background become inadequate,
Institution shall arrange remedy at its own
expense.

zadavatelem nebo  spolenosti Medpace,
schvaleného k tomu pfislusnou etickou komis{ a
obsahujictho déle piislusné informace a
souhlasy, pozadované piedpisy na ochranu
osobnich udajl, platnymi v Evropské unii. Pii
zajistovani informovaného souhlasu kazdého ze
subjektl se zkousejici 1ékat bude fidit veskerymi
platnymi etickymi zdsadami a sprdvnou
klinickou praxi.  Zdravotnické zafizeni a
zkousejici 1ékat dédle prohlaSuji, Ze misto
provadéni studie a technické a organizaéni
zazemi pro spravu a zpracovani osobnich udaju
zdravotnickym zafizenim a zkouS$ejicim lékafem
je za vhodné a dostate¢né dle relevantnich
pravnich predpist. Pokud by technické a
organizaéni  zdzemi nebylo  dostatecné,
zdravotnické zafizeni zjednd ndpravu na své
ndklady.

2.6 Investigator will assist Medpace upon Medpace’s | 2-6 Zkou%ejfcf. Iékaf  na .vyi/édé.ni poskytn?
request to provide any required updates and/or spolecnosti  Medpace Jake/kol}/v/ nezbytné
information related to the Study for Medpace’s aktuahza,C? a/nebo 1}1ff)rmacevtyka]}c1 se studie, a
submission to the applicable central Ethics to pro /ucel)f Pf)dam spolecnosti Medpace k
Committee and regulatory authorities. Medpace prislusné ) etické kOH}ISl pro. multlcentflcka
shall be responsible for any dealings with and hodnoceni a kontrolnim organum. Sp(.)lec/nosF
submission of reports and information to the Medg)a,ce ponese Ode/Vedngst. za Jakak911
applicable central Ethics Committee and jednanf SOUVISEJICI S€ Zpravami a,lnform.acfeml a
regulatory authorities. Investigator shall be jejich po'dan’l prlslusn? etlckev }<onn51/ pro
responsible for any submissions to Institution’s multlcentrlc}<a h(v)finocem aregulacmn} organum.
local Ethics Committee, if applicable. V relevantnich ptipadech ponese zkousejici 1ékar

odpovédnost za veSkerd podani k mistni etické
komisi, pod kterou spadd zdravotnické zatizeni.

2.7 Investigator Sh?ﬂl notify Medpace Of, aflverse 2.7 Zkousejici 1€kat bude informovat spolecnost
events and serious adverse events within the Medpace o neZ4doucich pithoddch a zavazngch
Flmeframes and pursuant to the process set forth nezadoucich piithodach v Casovych lhltich a v
in the Protocol and/or other written instructions souladu s postupem stanovenym v protokolu
of Medpace and/or Sponsor. a/nebo v jinych pisemnych pokynech spole¢nosti

Medpace a/nebo zadavatele.
3 CONHDENTALINFO RMATON 3 DUVERNEINFORMACE
3.1 “Confidential ~ Information”  means all | 3.1 ,Divérnymi informacemi* se rozumi veskeré

information that is (a) provided by or on behalf
of Sponsor or Medpace to Institution or
Investigator in connection with this Agreement
or the Study, or (b) developed, obtained, or
generated by Institution, Investigator, or Study
Personnel as a result of performing the Study
under this Agreement (except for a Study
subject’s medical records), including, but not
limited to, the Protocol, Study data, results, and
reports from all sites conducting the Study.
Confidential Information and all tangible
expressions, in any media, of Confidential

informace, které jsou (a) poskytnuty
zdravotnickému zafizeni nebo zkouSejicimu
lékati zadavatelem ¢i jeho jménem nebo
spolecnosti Medpace v souvislosti s touto
smlouvou nebo studif; nebo (b) vyvinuté, ziskané
¢i  vytvofené  zdravotnickym  zafizenim,
zkousejicim lékatem nebo studijnim persondlem
jako vysledek provadéni studie dle této smlouvy
(vyjma zdravotnich zdznamu subjekti studie); a
zahrnuji mimo jiné protokol, studijni uddaje,
vysledky a zprdvy ze vSech center, kterd studii
provadéji. Davérné informace a veskerd hmotnd
vyjadifeni dtvérnych informaci na jakémkoli
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Information are the sole property of Sponsor or druhu médii jsou vyhradnim vlastnictvim

Medpace, as applicable. zadavatele, pfipadné spolec¢nosti Medpace.

3.2 Institution and Investigator agree not to use | 3.2 Zdravotnické zatizeni a zkousSejici 1ékat souhlasi
Confidential Information for any purposes other s tim, Ze nebudou duveérné informace pouZzivat k
than to conduct the Study. Institution and jakymkoli jinym uceldim neZ k provedeni studie.
Investigator agree not to disclose Confidential Zdravotnické zafizeni a zkouSejici 1ékat souhlasi
Information to third parties except as necessary s tim, Ze divérné informace nesdéli zadné treti
to conduct the Study and under an agreement by strané vyjma piipadl, kdy je to nezbytné pro
the third party to be bound by the obligations of provedeni studie, a to na zdklad¢ dohody s tfeti
this section. Institution and Investigator shall stranou, Ze bude vdzdna povinnostmi v tomto
safeguard Confidential Information with the oddilu. Zdravotnické zaftizeni a zkousejici 1ékat
same standard of care that is used with zabezpeci duvérné informace se stejnym
Institution’s own confidential information, but in standardem péce jako v piipadé divérnych
no event less than reasonable care. informaci zdravotnického zafizeni. Standard

péce vSak v Zddném piipad¢€ nesmi byt niZsi nez
pfiméfeny.

3.3 The term Confidential Information shall not be | 3-3 Vyraz divémé informace nebude zahrnovat
deemed to include information that: informace, které:

3.3.1 Is or becomes publicly available 3.3.1 Jsou n’ebp se stanou .VevfeJné
through no fault of Institution or dostupnymi bez jakéhokoli zavinéni ze
Investigator; strany zdravotnického zafizeni ¢i

o ) zkousejictho 1ékate;

3.3.2 Institution or Investigator can 5 L o
demonstrate it possessed lawfully 3.3.2 mélo zdravotnické zatizeni nebo
prior to, or developed independently %liouseglcl I€kar prokazatelné V/dI‘ZCIvl?
from, disclosure or development under Jz predv /JeJlCh, pf)slfytnutlm a
this Agreement and not subject to prior zpristupnenim v ramei teto smlouYy,
confidentiality obligations; nebo je vyvinul nezdvisle na této

o ) . skutecnosti, a které nepodléhaji

3.3.3 Instltutlor} or Invesjuga.tor receives difv&jsim povinnostem dodrZovéni
from. a. third party whlph 18 pot legally mlcenlivosti:
prohibited from disclosing such o L
information: 3.3.3 zdravotnické zatizeni nebo zkouSejici

o _ . _ lékat obdrzeli od tfeti strany, které

3.3.4 Institution or I.nvestlgator is required nebylo poskytnuti takovych informaci
by law to disclose, provided that z pravniho hlediska zakdzéno;
Medpace and Sponsor are notified of . o o
any such requirement with sufficient 3.3.4 must %d/ra/votincke zarizent nebo
time prior if possible, to disclosure to zkousejict Iékat poskytnout ze zdkona,
seek a protective order or other a to za pfedpokladu, Ze o jakémkoliv
modifications to the requirement or to takovém poZadavku budou spolecnost
oppose the requirement; or Medpace a zada\jatel, blvlde—h to

) . ) mozné, s dostateCnym predstihem

3.3.5 Is gppfoprlate to include in a informovani, aby mohli usilovat o
publication ~ pursuant  to  the ochranné nafizeni nebo jinou dpravu
Publications and Publicity section. pozadavku nebo se proti poZadavku

branit; nebo
3.8.5 je vhodné tyto informace zatadit do
publikace dle oddilu tykajiciho se
zvetejnéni a propagace.
o . 3.4 Zdravotnické zafizeni souhlasi stim, Ze

3.4 Institution agrees that Medpace may compile a < oy . .

- . e . spole¢nost Medpace muze sestavit databdzi

database of information from Institution and its . . L D

. . . informaci od zdravotnického =zafizeni a jeho
personnel (including Investigator), and Study o « .y "y 1o
. : ; pracovniki (v€etné zkousSejicitho 1ékare) a
Personnel for use in connection with the Study
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3.5 The Parties agree to adhere to the principles of R, - 5 AT
medical confidentiality in relation to Study SUbJevktum Stufhe’ kters: se ,Stu‘he ucastni,
subjects involved in the Study. Personal data dodrzovat ~ zésady  Iékafského  tajemstvi.

(including but not Ilimited to feasibility studijntho  persondlu pro udcely pouziti
questionnaires, CVs, licenses, medical v souvislosti se studii (mimo jiné vcetné
specialties, participation in clinical trials, dotazniki proveditelnosti, Zivotopisd, licenci,

financial disclosure forms) and/or may use this
information for purposes related to its business.
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.

shall not be disclosed to the Sponsor or Medpace
by the Institution or the Investigator save where
this is required to satisfy the requirements of the
Protocol or for the purpose of monitoring or
serious adverse reactions reporting, or in relation
to a claim or proceeding brought by the Study
subject in connection with the Study. Neither the
Sponsor nor Medpace shall disclose the identity
of Study subjects to third parties without prior
written consent of the Study subject, except in
accordance with the provisions of the relevant
data protection and privacy laws, unless in
relation to a claim or proceeding brought by the
Study subject in connection with the Study. The

3.5

lékatskych odbornosti, tcasti na klinickych
hodnocenich, formuldfti o finan¢nich udajich)
a/nebo miZe tyto informace pouZit pro ucely
souvisejici se svym podnikdnim. Tyto informace
se pouZzivaji vyhradné v souvislosti se zahdjenim
studii ase studiemi proveditelnosti a jsou
piistupné pouze =zadavateli piislusné studie
a pracovnikiim pfifazenym do vedeni studie,
ktefi tyto informace potfebuji pii plnéni svych
povinnosti (ddle popisovdni jako ,,opravnéni
pracovnici®).  JelikoZz se nckteré studie
spolec¢nosti Medpace provadi celosvétove, jsou
shromdzdéné  osobni  uddaje  k dispozici
opravnénym pracovnikiim, ktefi mohou sidlit
v zemich mimo Evropskou unii. Aby bylo moZné
zajistit ochranu osobnich ddaji, zavedla
spolecnost Medpace zdsady a postupy upravujici
zabezpeceni a omezeny pfistup k t€émto udajim,
které jsou jednotné v celé spolecnosti Medpace
ajejich sesterskych spoleCnostech a spliuji
standardy ochrany osobnich tudaji platné
v Evropské unii. Je-li to zapotfebi, uzavird
spolecnost Medpace se zadavateli Smlouvy
o zpracovani udaji  vsouladu s platnymi
pravnimi ptfedpisy Evropské unie o ochrané
udajti. V souladu se zdkony upravujicimi ochranu
osobnich tdaji maji osoby, jejichZ tdaje jsou
shromazd’ovany, pravo piistupu k nim, k jejich
dUpravdm, opravdim nebo jejich vymazu na
zéklad¢€ Zadosti zaslané pracovnikovi spole¢nosti
Medpace pro ochranu uddaji na adresu
privacy @Medpace.com, piipadné na ndsledujici
adresu: Medpace Privacy Officer, Medpace, Inc.,
5375 Medpace Way, Cincinnati, Ohio, 45227,
USA.

Smluvni strany se zavazuji, Ze budou ve vztahu k

Zadavateli ani spole¢nosti Medpace nebudou
osobni tdaje zdravotnickym zafizenim ani
zkousejicim 1ékafem poskytnuty vyjma piipadd,
kdy je to nezbytné za icelem splnéni poZadavkl
protokolu, pro potfeby monitorovani nebo
hlaSeni zdvaznych nezddoucich tcinkli nebo ve
vztahu k uplatnéni ndroku ¢i fizeni iniciovaného
subjektem studie v souvislosti se studii.
Zadavatel ani spolecnost Medpace nesdéli
totoZznost subjektl studie tfetim strandm bez
predchoziho pisemného souhlasu subjektu studie
vyjma piipadi, kdy je tato skutecnost v souladu s
ustanovenimi pfislusnych zakond na ochranu
osobnich tdaji, a pokud k této skuteCnosti
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Parties and Sponsor hereby acknowledge and
agree that any personal data collected in
connection with the Study will be transferred
outside the European Union, where they shall be
granted at least the same level of protection as in
the member states of 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
will also be fully informed about processing of
their personal data and consent to having their
data transferred outside the European Union.

nedochdzi ve vztahu k uplatnéni naroku ¢i fizeni
iniciovaného subjektem studie v souvislosti se
studii. Smluvni strany a zadavatel timto berou na
védomi a souhlasi s tim, Ze jakékoli osobni tidaje
shromdzdéné v souvislosti se studii budou
pfevedeny mimo uzemi Evropské unie, kde jim
bude poskytnuta minimdln€ stejnd droven
ochrany jako v ¢lenskych statech Evropské unie.
Je-li to zapotiebi, zavddéji se mezi smluvnimi
stranami smlouvy o zpracovani tdajti pro pfenos
takovych udaji a tyto smlouvy zahrnuji ochranu
udaji subjekti studie, jak vyzaduje Evropska
unie. Subjekty studie budou také v pIném rozsahu
informovany o zpracovani osobnich udaji a
souhlasu s pfenosem udaji mimo Evropskou
unii.

inspect progress of the Study on the premises of
Institution at reasonable times during the term of
this Agreement. Medpace and/or Sponsor will
notify Investigator prior to any inspection of the
date and time of the inspection. The
representatives of Medpace and/or Sponsor may
review and/or request copies of data derived from

4 REC ORDKEEPING 4 VEDENIZAZNAMU

4.1 Investigator shall complete all case report forms | 4.1 Zkousejici 1ékat bude vypliovat vSechny
(“CRFs”) only in English, verify the data zaznamy subjektl studie (déle jen ,,CRF*) pouze
contained in the CRFs against pertinent subject v anglictin€é, ovérovat udaje obsazené v CRF
records, and ensure that all CRFs are accurate, oproti pfisluSnym zdznamim subjektu, a zajisti,
complete, and legible. Defined terms shall have aby vSechny CRF byly piesné, uplné a citelné.
the meaning given to them by the FDA if not Pojmy nedefinované v této Casti maji takovy
defined in this section. vyznam, jaky jim piipisuje Utad pro kontrolu

potravin a 1é¢iv (Food and Drug Administration,
FDA).

4.2 Institution shall archive free of charge for 5 (five) L o
years in accordance with Act No. 378/2007 Coll. | 4-2 Zdravotnické zafizeni provede /bezplatnovu
and afterwards, the next 10 (ten) years shall be archivaci 5 let v soulaﬁu se zdkonem ¢.
carried out for archiving fee according to Annex 378/2007 Sb. a na dalsich 10 let provede
A zpoplatnénou archivaci dle Piilohy A.

4.3 Sponsor shall notify the Institution within 6 (six) | 4-3 Zadavatevl v predstihu 6 ,me:SfCﬁ od ko,nce
months before the end of the archiving period to pr)/platflervle arcl}lvace ozhami Zflrav.otmckemu,
request more time for record keeping and pay zafizeni, Ze trva. na dal$i archivaci a uhradi
additional costs. ndklady s tim spojené.

4.4 In the event that Sponsor does not notify | -4 Pokud Siv z,adavate.l 1 mésic pfed uplynug’m/
regarding further archiving or does not pay the zpoplatnéné  archivace neodv}eze Smdlvjn}
fee for that within the above-mentioned period, it dokumentaci, 'l.)u’de po uplynutf Zpople‘ltne/ne
is considered that the Institution is entitled to archivace studijni dokumentace zdravotnickym
liquidate all archived documents of the Study. zafizenim skartovana.

5 ACCESSIO RECORDSAND AUDIS 5 PRISIUPKZAZNAMUM A AUDIIY

5.1 Medpace and/or Sponsor shall have the right to | 5.1 Spolecnost Medpace a/nebo zadavatel bude mit

privo kontrolovat pribéh studie, a to v
prostordch  zdravotnického zafizeni a v
pfiméfenych terminech po dobu platnosti této
smlouvy. Pred jakoukoliv inspekci bude
zkouSejici  1ékaf  informovdn  spolec¢nosti
Medpace a/nebo zadavatelem o datu a case
inspekce. Predstavitelé spolecnosti Medpace

Smlouva o provedeniklinického hodnoceni | Verze C. 1
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the Study, and Investigator shall provide such
data without undue delay, if possible according
to relevant legal regulations. 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, Investigator, or physical
location, that occur during the Study.

5.1.1 After learning of any governmental or
regulatory body regulatory inspections
of which it becomes aware relating to
the Study, Institution or Investigator
shall provide written notification to
Medpace and Sponsor without undue
delay. 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
Investigator will provide in writing to
Medpace and Sponsor copies of all
materials, correspondence, statements,
forms and records which Institution
and/or Investigator receives or obtains
pursuant to this inspection. Where
Institution is required or intends to
respond to any communication with
any governmental or regulatory body,
Institution shall, if circumstances
permit, provide Medpace or Sponsor
with a copy of such communication
and Institution’s proposed response
sufficiently in advance of the date that
such response is to be submitted, in
order to permit Medpace or Sponsor to
review and comment upon such
response. Institution shall take
Medpace’s or Sponsor’s comments
under good faith consideration.

a/nebo zadavatele mohou Kkontrolovat tdaje
odvozené z této studie a/nebo vyZadovat jejich
kopie a zkousejici lékat takové udaje bez
zbyte€ného odkladu poskytne, bude-li to dle
prislusnych  zdkoni moZné. Zdravotnické
zafizeni bude spoleCnost Medpace a/nebo
zadavatele telefonicky a ndsledné i pisemné
informovat o jakychkoli vyznamnych zménach,
ke kterym v priibéhu studie dojde, a to mimo jiné
o zménach studijnich pracovnikil, zkousejiciho
lékafe nebo ve skutecném misté provadéni
studie.

5.1.1 Zdravotnické zafizeni nebo zkousSejici
Iékat musi bez zbyte¢ného odkladu od
obdrZeni informace o jakychkoliv
inspekcich stitnich ¢i regulacnich
organli, o nichZ se v souvislosti se
studii dozvi, poskytnout spole€nosti
Medpace a zadavateli pisemné
ozndmeni. Spolecnost Medpace a
zadavatel maji prdvo zicastnit se
jakychkoli takovych inspekci a
dostanou  piilezitost  poskytnout,
posoudit a pfipominkovat jakékoli
odpovédi, které mohou byt nezbytné.
Zdravotnické zafizeni nebo zkousSejici
lékat dale spoleCnosti Medpace a
zadavateli poskytnou kopie vsech
materidlll, korespondence, prohlasent,

formulaia a zaznamu, které
zdravotnické zafizeni a/nebo

zkousejici 1ékat v souvislosti s takovou
inspekci obdrZi nebo ziskaji. Pokud se
od zdravotnického zatfizeni pozaduje,
aby pokud to okolnosti dovoli,
reagovalo na jakoukoliv komunikaci
od vladniho nebo regula¢niho organu,
nebo pokud zdravotnické zafizeni
zamysli reagovat na tuto komunikaci,
musi zdravotnické zatizeni poskytnout
spole¢nosti Medpace nebo zadavateli
kopii této komunikace a navrhovanou
odpovéd’ zdravotnického zafizeni v
dostatecném ptedstihu pred datem
odeslani této odpovedi, aby mohla
spolecnost Medpace nebo zadavatel
tuto odpovéd’ posoudit a okomentovat.
Zdravotnické  zafizeni  zohledni
komentéie spolecnosti Medpace nebo
zadavatele v dobré vite.

I | 5000
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6 COSBSAND PAYMENTSCHEDUE 6 NAKIADY A ROZVRHPIATEB

6.1 In consideration of the proper performance of the | 6.1 Jako odména za fddné provadéni studie ze strany
Study by the Institution and the Investigator zdravotnického zafizeni a zkouSejictho lékate
under the terms of this Agreement and upon podle podminek této smlouvy a po schvileni
approval of Sponsor, payment will be made by zadavatelem provede spole¢nost Medpace nebo
Medpace or its designee to the payee (“Payee”) jeji povéteny zdstupce thradu pifjemci platby
designated in Schedule A appended hereto and (déle jen ,,pfijemce platby*) oznacenému v
incorporated herein by reference, upon receipt of piiloze A pripojené k této smlouvé a zaclenéné
invoices and other appropriate documentation as do ni odkazem po pfijeti faktur a dalsi pislusné
specified therein. Payee will accept payment dokumentace, jak je zde uvedeno. Pi{jemce
from Medpace, or its designee, to the Payee as platby od spole¢nosti Medpace ¢i ji povéfené
full consideration for services rendered. All costs osoby pfijme thradu ve prospéch piijemce platby
outlined on Schedule A shall remain firm for the jako plnou kompenzaci za poskytnuté sluzby.
duration of the Study, unless otherwise agreed to Vsechny ndklady uvedené v pifloze A zlstanou
in writing by the Parties. It is understood and neménné po celou dobu trvani studie, pokud se
agreed that no reimbursement will be provided smluvni strany pisemné¢ nedohodnou jinak.
by Medpace or Sponsor for subjects who are Smluvni strany jsou si védomy a souhlasi s tim,
randomized into the Study in violation of the Ze za subjekty, které byly randomizovdny do
Protocol, or who do not conform to the Protocol’s studie v rozporu s protokolem, které nespliuji
inclusion and exclusion criteria or for whom kritéria protokolu pro zatfazeni a vyfazeni nebo u
serious deviations from the Protocol are made. nich dojde v jejich piipad¢ k zdvaZnym
The budget contained in Schedule A is inclusive odchylkdm od protokolu, nebude spolecnosti
of all applicable taxes. VAT is not applicable Medpace ani zadavatelem poskytnuta ziadna
because Medpace is a U.S. based company. thrada. Rozpocet uvedeny v pfiloze A zahrnuje
Should any changes to VAT law occur during the vSechny platné dané. DPH se neuplatiuje,
term of this Agreement, or other tax laws protoZe spolecnost Medpace mé sidlo v USA. V
requiring withholding, the party legally piipadé€, ze béhem platnosti této Smlouvy dojde
responsible shall be liable for VAT or k jakymkoli zméndm v zdkoné¢ o DPH nebo
withholdings. Medpace, as Sponsor’s payment budou vyzadovany srazky podle jinych zdkont,
agent, shall make payment to Payee under this DPH nebo tyto srdZzky budou hrazeny stranou,
Agreement from funds escrowed by Sponsor. kterd za to ze zdkona nese odpovédnost. Dle této
Notwithstanding the foregoing, Medpace may Smlouvy provede spole¢nost Medpace, jakoZto
issue a written amendment, signed only by platce zastupujici zadavatele, dhradu piijemci
Medpace, for the purpose of increasing the Study platby z  védzaného uctu  poskytnutého
costs as described in the Schedule A. zadavatelem. Bez ohledu na vySe uvedené muze

spolecnost Medpace vydat pisemny dodatek
podepsany pouze spoleCnosti Medpace za
ucelem zvyseni ndkladi studie tak, jak je to
popséano v piiloze A.

6.2 Institution shall ensure that Investigator and any | 6-2 Zdravotnické ~ zafizeni se musi ujistit, Ze
Study Personnel will complete and sign a zkouSejici lékai a veSkery studijni persondl
financial disclosure form when reasonably V_Yplnf a ppdepfée formuléf. 0 poskytovani
requested to do so by Medpace or Sponsor. These financnich informaci, kdykoliv o to pozada
forms shall be promptly updated as needed to spoleCnost  Medpace nebo  zadavatel. Tyto
maintain their accuracy and completeness during formulife se musi podle potfeby okamzite
the Study and for one year after its completion. aktualizovat, aby se zachovala jejich pfesnost a
Institution acknowledges and agrees to make tplnost béhem studie a jeden rok po vyplnéni.
aware Investigator and any Study Personnel, that Zdravotnické zafizeni bere na védomt a souhlasf,
any payments made under this Agreement will be ze uvédomi zkouSejictho Iékafe a studijni
disclosed to the local governmental or regulatory persondl o tom, Ze spolecnost Medpace nebo
authorities or any entity representing such an zadavatel bude mformovat vléFlnf nebo regula¢ni
authority by Sponsor or Medpace as required orgdny nebo subjekt zastupujici tento orgdn o
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under the EFPIA (European Federation of vSech platbach provedenych podle této smlouvy,

Pharmaceutical Industries and Associations) jak vyZzaduje kodex poskytovani informaci

Disclosure Code or equivalent local legislation. Evropské federace farmaceutického primyslu a
asociaci (European Federation of Pharmaceutical
Industries and Associations, EFPIA) nebo
ekvivalentni mistn{ legislativa.

6.3 Parties acknowledge and agree that the | 6-3 Strany berou na védomi a souhlasi, Ze
compensation  provided for Institution’s kompenzace za plnéni zdravotnlpkym zaﬁ’ze-nim
performance under the Agreement represents the podle této smlouvy pfedstavuje spravedlivou
fair market value for the services conducted by trzni  hodnotu  sluzeb  poskytovanych
Institution and has been agreed independently zdravotnickym  zafizenim a byla  sjednana
from any business Institution or Investigator has nezév1sl§ na jakekoliv obchodni Cinnosti, kterou
made or may make in relation to the ordering of zdravotnické zaﬁozeni nebo - zkousejict lekaf
products or services of Sponsor. vykondva nebo miiZze vykondvat v souvislosti s

objednavanim vyrobkl nebo sluZeb zadavatele.

7 TFRM AND TERMINATION 7 PIATINO STSMIO UVY A JEJ UKONCENI

7.1 This Agreement shall commence upon the date it | 7.1 Tato smlouva vstoupi v u¢innost k datu, kdy je
is published in the Contracts Registry (as defined uvefejnéna v registru smluv (jak je definovano v
in Section 9.2 below and, unless terminated oddilu 9.2 niZe), a pokud nedojde k jejimu
earlier as provided for in this section, shall pred€asnému ukonceni dle tohoto oddilu, bude v
continue until the completion of the Study. platnosti aZ do dokonceni studie.

Estimated duration of the Study — [ Iz gpoklédané délka trva studie — || | |
I :

7.2 Any Party may terminate this Agreement if | 7.2 Kterdkoli ze smluvnich stran mtize tuto smlouvu
another Party materially breaches this Agreement predcasn€ ukoncit v pfipade€, Ze ji druhd strana
and the breaching Party fails to cure the breach zdvaZznym zpusobem porusi a nezajisti napravu
within thirty (30) days after receipt of written do tficeti (30) dni po obdrzeni pisemného
notice from another Party specifying in detail the ozndmeni dané strany, v némZ tato podrobné
nature of the breach, or at any time if necessary uvede povahu poruSeni; ptipadné kdykoli, kdy je
to protect the safety and welfare of Study ukonCeni nezbytné za dclelem ochrany
subjects. bezpecnosti a zdravi subjektl studie.

7.3 Medpace may also terminate this Agreement at | 7.3 Spole¢nost Medpace miZe tuto smlouvu rovnéz
any time upon giving thirty (30) days’ advance kdykoli ukon¢it na zdklad¢ predchozi tficetidenni
written notice to Institution and Investigator. (30) pisemné vypoveédi zdravotnickému zatizeni
Except in the event of termination for a zkousejicimu 1ékati. Kromé pfipadu ukonceni z
Institution’s material breach, Medpace shall be divodu zavazného poruseni ze strany
obligated to pay Payee solely for those items set zdravotnického  zafizeni bude spole¢nost
forth in the Schedule A that have been incurred Medpace povinna uhradit pifjemci platby
prior to the date of termination. Institution shall vyhradné ty poloZzky, které jsou stanoveny v
refund to Medpace or shall cause Payee to refund piiloze A a které vznikly pfed datem ukonceni.
all unearned advance payments made by Veskeré nevydélané zdlohy, které spolecnost
Medpace under the Schedule A without undue Medpace dle piilohy A uhradila, budou
delay. zdravotnickym  zafizenim  vrdceny  bez

zbytecného odkladu, piipadné zdravotnické
zafizeni zajisti, aby byly bez zbyte¢ného odkladu
vraceny pifjemcem platby.

7.4 Upon completion or termination of this | 7-4 Po splnéni ¢i ukonceni této smlouvy nebpde
Agreement, in no event shall Medpace be spoleci:nqst Medpace v Zidném piipadé povinna
obligated to pay any invoices submitted after the uhradit jakékoli faktury pfedloZené po uplynuti
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time period for submitting final invoices set forth obdobi pro ptedloZeni zavérecnych faktur, jak je
in Schedule A has expired. stanoveno v pfiloze A.

7.5 Upon completion or termination of this | 7.5 Po splnéni ¢i ukonéeni smlouvy zdravotnické
Agreement, Institution and Investigator shall, zatizeni a zkousSejici 1ékaf na Zadost spolecnosti
upon Medpace’s request, return or destroy all Medpace vrati spolecnosti Medpace nebo
documents, information, and/or supplies, zadavateli veskeré dokumenty, informace a/nebo
including, but not limited to, Study Drug and materidly, mezi n€Z mimo jiné patfi hodnocené
related devices, Study data, equipment, and any piipravky a souvisejici zafizeni, studijni tdaje,
biological samples or other materials provided by vybaveni a jakékoli biologické vzorky ¢i jiné
Medpace or Sponsor for the conduct of the Study, materidly poskytnuté spole¢nosti Medpace nebo
to Sponsor or Medpace within thirty (30) days. If zadavatelem pro provadéni studie, piipadné tyto
Medpace requests that such documents, zni¢i, a to do tficeti (30) dnt. Vyzada-li si
information or supplies be destroyed, Institution spoleCnost ~ Medpace  zni¢eni  takovych
or Investigator, as applicable, agrees to destroy dokumentti, informaci ¢i materidlti, zdravotnické
same at Sponsor’s costs and provide Medpace zatizeni, ptipadn¢ zkousejici 1ékat se zavazuji, Ze
with written certification of such destruction. The je zni¢i na ndklady zadavatele a spolecnosti
Confidential  Information, = Recordkeeping, Medpace o zniCeni poskytnou pisemné
Access to Records, Costs and Payment Schedule, osvédceni. Oddily tykajici se duvérnych
Term and Termination, Intellectual Property, informaci, uchovdvdni zdznamu, piistupu k
Publications and Publicity, Indemnification and zdznamim, ndkladid a rozvrhu plateb, platnosti a
Insurance, Anti-Bribery/Anti-Corruption and ukonceni, duSevniho vlastnictvi, zvefejnéni a
Miscellaneous  sections shall survive the propagace, odSkodnéni a pojisténi, ustanoveni
termination or expiration of this Agreement. proti uplatkim a korupci a rGznd ustanoveni

zustanou v platnosti i po ukonceni ¢i vyprSeni
platnosti této smlouvy.

8 INTHIIEC TUA LPRO PERIY 8 DUSEVNIVIASINIC'IVI

8.1 It is agreed that none of Sponsor, Medpace, | 8.1 Smluvni strany se dohodly, ze s vyjimkou
Investigator, or Institution transfers to any other piipadii vyslovné stanovenych v této smlouvé
by operation of this Agreement any patent right, zadavatel, spole¢nost Medpace, zkouSejici 1ékat
copyright, trademark right, or other proprietary ani zdravotnické zafizeni v rdmci provadéni této
right of Sponsor, Medpace, Investigator, or smlouvy nepievedou jakdkoli patentovd C¢i
Institution, except as expressly set forth herein. autorskd prava, prava k ochrannym zndmkam ani

jind vlastnickd prdva zadavatele, spolecnosti
Medpace, zkousSejictho 1ékate nebo

zdravotnického zafizeni na kohokoli jiného.

8.1.1 “Invention” means any discovery, L o
invention, technology, result, data, 8.1.1 ,,Vy}lalezy se rozumi lakekoh objevy,
material, improvement, or idea, vynilezy, .t/echnologle, ) sz!edky,
whether or not patentable, resulting udaje, materidly, vylepsent évl névrhy,
from or reduced to practice as a result at in jsou patentovatelné ¢i nikoli,
of conducting the Study, or made using které vznikly ?ebo byly upraveny pro
the Study Drug or Confidential praxi jako diisledek provddéni této
Information. studie, pfipadné byly vytvofeny s
vyuzitim hodnoceného ptipravku nebo

davérnych informaci.

o . . . 8.2 Zdravotnické zafizeni nebo zkouSejici 1ékaf

8.2 Institution or Investigator will notify Sponsor, budou zadavatele bi 5 inf t b

. . . pisemné informovat bez
without undue delay and in writing, of any ‘4 e . -

) e ; zbytecného odkladu o jakychkoliv vyndlezech
Invention made by Institution, Investigator, and ucinénych zdravotnickym zat{zenfm,
Study Personnel. VIV . .

zkousejicim lékafem a studijnim persondlem.
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8.3 Sponsor shall own all right, title, and interest in 8.3 Zadfclvatoel b“‘,le (,lriit'elem ye§ker§/ch prév,/ ti'tulﬁ
and to any Invention and shall have the sole and a n.arE)ku na Jake}mlvl \Zyna}ezy a bude mit jako
: . . . : jediny subjekt vyluéné prdvo obstarat si — dle
exclusive right to obtain, at its option, patent . o p .
protection in the United States and other viastni volby — pro kterykoli Fak(/)vy VyI}alez
countries on any such Invention. If Sponsor p aten.tov/ou ochr.ar{u ve spOJCI’lyCh Svt?te,di
requests, Institution and Investigator will execute americkych a me(.:h /zemvl/ch. /Na VyZ%d?,m,
and will cause Study Personnel to execute any z}adavvatele zd,ravotmck.ef zarizenl a %kousejlc?
application, assignment, or instrument or to lekar Vy?.o tovi nepg/zajlstl,vze Stuv(.hjn,l P eronal
testify as Sponsor deems necessary for Sponsor Vyho,t?VIJ%kOUk(fh ;adost, prevod i naStSOJ, nebo
to obtain patents or otherwise to protect podajf ﬁvedectw, jak zadavate} povazuje za
Sponsor’s interest in an Invention. Sponsor will Qezbytne, aby zadavatelomoh} ziskat patent/y “
reasonably compensate Institution and/or jinou ochranu pro svij narpk ha Vyrvl?lez.,
Investigator, as applicable, for the time devoted Zadavatel Boskytvne .zdravotn}ck,erfnu Zatizem
to such activities and will reimburse Institution a/f,lebff pripadné i .zkousejvlclmu . lekar}
and/or Investigator, as applicable, for reasonable p rlmefenou -k.or/np enzact Za, cas Vepov/any
and necessary expenses incurred. talff)vyr,n akt1V1tarE a nflhradl Zfl rﬂvf)thk,em}%
zafizeni a/nebo ptipadné 1 zkouSejicimu lékati
pfiméfené a nezbytné vydaje, které jim vznikly.
9 PUBIICATIONS AND PUBIICTIY 9 ZVEREINENIA PROPAGACE
9.1 It is understood that the Study is part of a | 9.1 Smluvni strany jsou si védomy, Ze je studie
multicenter trial, and Institution may publish the souCdsti  multicentrického  hodnoceni a
results of its part of the Study in collaboration zdravotnické zaffzeni smi publikovat vysledky
with the other investigators, but in complete své Ccasti studie ve spoluprdci s ostatnimi
compliance with this section and with the zkouSejicimi 1ékafi, musi tak ale ucinit v dplném
Confidential Information section. After the souladu s timto oddilem a oddilem Duvérné
multicenter publication or eighteen (18) months informace. Po multicentrickém zvefejnéni,
after completion of the Study, whichever occurs pfipadn€¢ osmndct (18) meésici po dokonceni
first, Institution may itself publish the results of studie — podle toho, kterd ze situaci nastane difve
the Study. Institution and Investigator shall — smi zdravotnické zafizeni samo publikovat
provide Sponsor and Medpace with an advance vysledky svych tdaju ze studie. Zdravotnické
copy of any proposed publication or oral zafizeni a zkousejici 1ékar poskytnou zadavateli
presentation at least sixty (60) days prior to the a spolecnosti Medpace signdlni vytisk
planned date of submission or presentation and navrhované publikace ¢i uUstni prezentace, a to
Sponsor shall have sixty (60) days to review the nejméné Sedesit (60) dnli pfed pldnovanym
proposed publication for the purposes described datem odevzdani ¢i prezentace, a pro ucely
below. Sponsor and Medpace may request in popsané niZe bude mit zadavatel Sedesat (60) dnii
writing, and Institution shall agree to, (a) the na posouzeni navrhované publikace. Zadavatel a
deletion of any Confidential Information, (b) any spole¢nost Medpace mohou pisemné vyzadat (a)
reasonable changes requested by Sponsor or odstranéni jakychkoli divérnych informaci, (b)
Medpace, or (c) a delay of such proposed jakékoli  pfiméfené  zmény  pozadované
submission for an additional period, not to zadavatelem ¢i spolecnosti Medpace nebo (c)
exceed ninety (90) days, in order to protect the odloZeni takového navrhovaného odevzdani za
potential patentability of any technology dCelem ochrany moZné patentovatelnosti
described therein. Sponsor, at its election, shall jakychkoli technologii v nich popsanych, a to po
be entitled to receive in any such publication an dodate¢né obdobi v maximadlni délce devadesati
acknowledgement of its sponsorship of the (90) dnf; a zdravotnické zafizen{ s timto souhlasi.
Study. Zadavatel je dle své volby opravnén zadat, aby
jeho financovani studie bylo zminéno v
jakychkoli takovych publikacich.
9.2 No Party shall use another Party’s name, nor | 9-2 Zfidné ze  stran nebl/lde bez Rf/edc}.loz,ﬂlo
issue any public statement about this Agreement, plsen/mehO SVOICIEI drghe/ strany pouzivat jmeno
or publish any information about the Study, druhé strany, vyddvat jakdkoli vefejnd prohldseni
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without the prior written permission of the other
Parties except as required by law. Such prior
permission shall not be unreasonably withheld.
Institution shall publish this Agreement in the
registry of contracts administered by the Ministry
of Interior Affairs, located at the website
https://smlouvy.gov.cz/ (“Contracts Registry”),
in accordance with applicable laws and
regulations, in particular the Act No. 340/2015
Coll., On the Register of Contracts. Schedule A
constitutes proprietary information of Medpace
and it will not be published in the Contracts
Registry. Estimated total possible amount to be
paid under the Agreement is CZK 955,420
assuming the Study patient enrollment goal is
achieved. Medpace shall be responsible for
redacting the Agreement before publication in
the Contracts Registry. Institution shall not
publish any non-redacted versions on any
websites or other media without obtaining
Medpace’s prior written consent.

o této Smlouvé ani zvefejiiovat jakékoli
informace o této studii vyjma piipadd, kdy je to
vyzadovdno  zdkonem. Takové  pfedem
poskytnuté svoleni nesmi byt z nepfimefenych
davodi odepteno. Zdravotnické zafizeni uvetejni
tuto smlouvu v registru smluv vedeném
ministerstvem vnitra a umisténém na webovych
strankdch https://smlouvy.gov.cz/ (dédle jen
Lregistr smluv®) v souladu s pfislusSnymi zdkony
a predpisy, zejména zdkonem ¢. 340/2015 Sb. o
registru smluv. Pfiloha A pfedstavuje chrdnéné
informace spole¢nosti Medpace a nebude v
registru  smluv uvefejnéna. Predpokldadand
celkovd mozZznd c¢astka k vyplaceni v ramci
smlouvy je 955 420 K¢, a to za predpokladu, Ze
bude dosazen cil zatazovani pacientli do studie.
Spole¢nost Medpace ponese odpovédnost za
redigovani smlouvy pfed jejim uvefejnénim v
registru smluv. Zdravotnické zafizeni nesmi
uvefejnit jakékoli neredigované verze na
jakychkoli webovych strankdch nebo jinych
médiich bez pfedchoziho pisemného souhlasu
spolec¢nosti Medpace.

Any notice required or permitted under this Agreement
shall be in writing and shall be deemed made and given
as soon as it reaches an addressee’s sphere. In addition,
the Institution and Investigator will communicate to
Medpace in writing (email is considered a writing for
the purposes of this section), any changes to the
Institution’s and Investigator’s respective payee name,
payee address, tax identification number, corporate
address, or corporate name, as applicable. Any such

9.3 Institution requests to receive agreed and final | 9-3 Zdravotnické zafizeni vyZaduje pfed podpisem
version of this Agreement before executing the smlouvy zaslat odsouhlasenou findlni verzi
contract in a machine-readable format with the smlouvy ve strojové Citelném formdtu s
text of the contract highlighted, which Sponsors podbarvenym textem, ktery zadavatel povazuje
considers to be a trade secret. Institution shall za obchodni tajemstvi. Zdravotnické zafizeni je
obtain consent from Sponsor before any further povinno ziskat souhlas zadavatele pred tim, neZ
changes are performed, which are beyond the bude koneCnou verzi smlouvy dile ménit nad
scope of highlighted text. rdmec podbarveného textu ze strany zadavatele.

9.4 Notwithstanding  the foregoing, nothing | 2-4 Bez ohledu na vySe uvedené skute¢nosti nebpde
contained in this Agreement shall prevent the 2édPé z casti obsahu této smlouvy brinit v
Study  from  being  registered  with registraci  studie  na portalu
www.clinicaltrials.gov, or any equivalent www.cllnlcaltrlals.gov ani v jiném obdobném
registry, including all information required by the registru, véetné viech informaci vyZadovanych
Uniform  Requirements for ~ Manuscripts jednotnymi pozadavky Mezindrodniho vyboru
Submitted to Biomedical Journals of the Séfredaktorti 1ékafskych casopisii na prispévky
International Committee of Medical Journal urCené pro zvefejnéni v biomedicinskych
Editors in effect as of the date of initiation of the Casopisech platnymi v den zahdjenf studie (viz
Study (see www.icmje.org). www.icmje.org).

10 NOICES 10  OZNAMENI

Jakékoli ozndmeni vyZadované ¢i dovolené dle této
smlouvy musi byt u¢inéno pisemné a bude povaZzovano
za dorucené, jakmile se dostane do sféry adresita.
Zdravotnické zatizeni a zkouSejici 1ékat budou déle
pisemné (email je pro tcely tohoto oddilu povaZovin
za pisemnou formu) informovat spolec¢nost Medpace o
jakychkoliv zméndch jména pifjemce platby na strané
zdravotnického zafizeni, respektive zkouSejicitho
lékate, piipadné jejich adres, DIC, firemnich adres &i
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notification shall originate from an Institution official
and/or Investigator, as applicable, having the same or
greater authority as the Institution official and/or
Investigator, as applicable, who signs this Agreement
on behalf of the Institution. All notices must be
addressed to the contact set forth below:

ndzva spolecnosti. Jakékoliv takové ozndmeni bude
ucinéno predstavitelem zdravotnického zatizeni a/nebo
piipadné zkousSejicim lékafem, ktery ma stejnou ¢i vEétsi
pravomoc nez piedstavitel zdravotnického zafizeni
a/nebo piipadné zkouSejici Iékaf, ktery jménem
zdravotnického zafizeni tuto smlouvu podepisuje.
Veskerd ozndmeni musi byt adresovdna kontaktnim
osobdm uvedenym niZe:

IFTO MEDPACE

Medpace Clinical Research ILIC
Attention General Counsel
5375 Medpace Way
Cincinnati, OH 45227

PRO SPOIECNOSTMEDPACE
Medpace ClinicalResearch ILIC
Attention General Counsel
5375 Medpace Way
Cincinnati, OH 45227

IF TO INSTIIUTIO N:

Fakultninemocnice Hradec Krilové
Pravniodbor

So ko Iska 581

500 05 Hradec Krilové —Novy Hradec Krdlové
Czech Republic

PRO ZDRAVO'INIC KE ZA RiZENT:
Fakultninemocnice Hadec Kidlové
Prdvniodbor

So ko Iska 581

500 05 Hradec Krdalové —Novy Hradec Krdlové
Ce ské republika

IF TO SPONSOR:

Kartos Therapeutics, Inc.

275 Shoreline Drive, Suite 300
Redwood City, CA 94065
Attention: Head of legaland CEO

PRO ZADAVA'TEIE:

Kartos Therapeutics, Inc.

275 Shoreline Drive, Suite 300
Redwood City, CA 94065
Attention: Head oflegaland CEO

11 HHECTRONIC SIGNATURES

Institution and Investigator consent to electronic
communication and electronic signatures being equal
to signatures inked on paper. Institution and
Investigator acknowledge and agree that electronic
communication is an acceptable method of
communicating information from Medpace to
Institution and Investigator, 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 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 (Medpace internal tool
to track/follow clinical studies). Institution and
Investigator can obtain a paper copy of an electronic
communication by printing it itself or by requesting

11 HEKIRONICKEPO DPSY

Zdravotnické zatizeni a zkouSejici 1€kat souhlasi s tim,
Ze elektronickd komunikace a elektronicky podpis maji
stejnou platnost jako vlastnoruéni podpisy na
dokumentech v ti§téné podobé. Zdravotnické zatizeni a
zkousSejici 1€kat berou na védomi a souhlasi s tim, Ze
elektronickd komunikace je pfijatelnym zplsobem,
kterym miiZe spole¢nost Medpace nebo jini smluvni
dodavatelé spolec¢nosti Medpace nebo zadavatele, ktefi
poskytuji elektronické materidly pro potfeby studie
zdravotnickému zafizeni a zkouSejicimu 1ékafi,
sd€lovat informace zdravotnickému zafizeni a
zkouSejicimu 1€kafi, aniZ by bylo nutné o obsahu
sdéleni informovat v tiSténé podobé. Jakdkoli sd€leni a
nasledny elektronicky podpis, ke kterym mezi
smluvnimi stranami doSlo v minulosti, dochdzi v
soucasnosti ¢i dojde v budoucnosti, budou mit stejnou
platnost a tucinnost jako dokumenty vlastnoru¢né
podepsané v tisténé podobé. Elektronicky podpis mimo
jiné zahrnuje naskenovanou kopii podpisu, podpis
strojopisem nebo pozadavek kliknuti mysi na ikonu ¢i
tlacitko ,,Souhlasim“. VeSkerd sdéleni poskytnutd
spole¢nosti Medpace zdravotnickému zafizeni a
zkouSejicimu 1ékafi v elektronické podobé budou
poskytnuta jednim =z ndsledujicich zpusobi: (1)
prosttednictvim e-mailové zpravy se Zadosti o stahnuti
souboru ve formitu PDF ¢i DOC, ktery sdéleni
obsahuje, nebo (2) v ptipadé licencni dohody bude tato
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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.

poskytnuta bezprostiedné pred prihlaSovaci
obrazovkou aplikace ClinTrak (interni nastroj
spolec¢nosti Medpace na sledovéni klinickych studif).
Zdravotnické zatizeni a zkouSejici 1ékaf maji moZnost
ziskat elektronickou komunikaci v tiSténé podob¢ tak,
Ze si ji sami vytisknou, piipadné pozidaji spolecnost
Medpace o jeji zaslani poStou, a to za predpokladu, Ze
k takovému pozadavku dojde v ptfiméfené dob& po
prvnim odesldni elektronické komunikace spole¢nosti
Medpace.

required by applicable law, in particular by
Section 45(2)(n) of Act No. 372/2011 on Health

11.1  Notwithstanding the foregoing, this Agreement | 11.1  VySe uvedené neplati pro tuto smlouvu a veskeré
and any future amendments shall be concluded in jeji dodatky, které musi byt v pisemné, listinné
written form and signed by wet-ink signatures of podobé a podepsany odpovédnymi osobami.
relevant parties.

12  INDEMNIECATON AND INSURANCE 12 ODSKODNENIA POJSIENI

12.1 Sponsor shall indemnify Institution pursuant to | 12.1  Zadavatel odSkodni zdravotnické zatizeni podle
the terms and conditions of a separate letter of podminek slibu odSkodnéni mezi zadavatelem a
indemnification between Sponsor and Institution, zdravotnickym  zafizenim  dle  potieby.
as requested. Medpace shall not have any Spole¢nost Medpace nemd Zadnou povinnost
obligation to indemnify Principal Investigator, odskodnit hlavniho zkousejictho, zdravotnické
Institution and/or their agents, employees and zafizeni a/nebo jeho zdstupce, zaméstnance a
representatives. predstavitele.

12.2  Medpace and Sponsor shall not be liable for | 12.2  Spolecnost Medpace a zadavatel nebudou pravné
incidental, special, indirect or consequential odpovédni za ndhodné, zvlastni, nepiimé ani
damages to persons or property including but not nasledné Skody vzniklé osobam ¢i na majetku,
limited to the right to be paid for loss of time, loss mezi néZ mimo jiné patii prdvo na udhradu
of services, loss of production, lost profits, lost ztraceného Casu, ztrity sluzeb, ztrity vyroby,
business, lost savings or other economic or us$lého zisku, ztracenych obchodnich pfilezitosti
business loss or claims of any kind whatsoever, a uspor nebo jinych ekonomickych a obchodnich
arising out of or as a consequence of the services ztrt ¢i ndroku jakéhokoli druhu vyplyvajicich
performed or otherwise under this Agreement, nebo vznikajicich ndsledkem provadéni sluzeb ¢i
even if advised of the possibility of such jingm zpusobem dle této Smlouvy, a to i v
damages. piipadé, Ze budou o moznosti vzniku takovych

Skod informovani.

12.3  Sponsor represents it has taken out third party | 12-3 Zadz}.va/tel prohl/a§uje, ze pro zkouéejfcﬂm l.é,lfavfe;
liability insurance for the Investigator, the Study Stuch]n} persondl a sebe sama uzavfel pojistént
Personnel and for itself against damage incurred odpovédnosti za Skodu vzniklou v souvislosti s
in connection with the conduct of the Study provadénim dotéené studie v souladu s
concerned, in accordance with applicable law, prislusnymi zdkony, pfi¢emz takové pojistént
which insurance shall in particular cover any bUdf? kryt zejmena I}aklgdy na l§cbu .Sub]ektf
Study subject's treatment costs relating to any studie, ktera}. Souvist s jakoukoli fyzo1ckou ‘1
physical or psychical injury caused to the Study psychickou djmou Zpu,svobeflou subjektiim studie
subject in connection with his/her participation in v SOUVlSl?SU S Jejlflhv u?astll .\V/ev sEudn. ZadaYatel
the Study. Sponsor will maintain said insurance bude udrZovat zminéné pojiSténi v platnosti po
for the duration of the Study and for any dobu trvani smlouvy, a je-li to poZadovéno
applicable time period after Study conclusion if prlslus/nyfnl Zak.(,)ny, pakiv prllbel}u prislusného
required by applicable law. obdobi nésledujiciho po dokonceni studie.

12.4  Institution represents it has taken out insurance as | 12-4 ~ Zdravotnické zafizeni prohlaSuje, Ze uzavielo

pojisténi podle pozadavkl piislusnych zdkont,
zejména podle § 45, odst. 2, pism. n) zdkona .
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Services, 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

372/2011 Sb. o zdravotnich sluzbéach, s limity
odpovidajicimi zdkonnym minimalnim ¢astkam.
Zdravotnické zafizeni je povinno udrZovat toto
pojistné kryti po celou dobu trvani této smlouvy
a jest¢ dalsi dva roky poté. Doklad o zminéném

Institution represents that neither it, nor Investigator,
nor any of its management or any other employees or
independent contractors or agents who will have any
involvement in the Study, have been debarred by any
regulatory authority. Institution and/or Investigator
shall without undue delay 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.

request. pojisténi je tfeba na vyZaddni predloZit
spole¢nosti Medpace.
13 DEBARMENT 13 ZAKAZCINNOSI

Zdravotnické zafizeni prohlasuje, Ze ani jemu, ani
zkouSejicimu 1ékafi, ani nikomu z jeho vedeni, ani
Zddnému jinému zaméstnanci nebo nezdvislym
dodavatelim ¢i zastupcum, ktefi budou jakkoli
zapojeni do studie, nebyla Zddnym regula¢nim orgdnem

zakdzdna Cinnost. Zdravotnické zafizeni a/nebo
zkouSejici 1ékat bez zbyteéného odkladu pisemné
ozndmi spolecnosti Medpace, pokud se dozvi

o jakémkoli takovém zdkazu Cinnosti, hrozbé zdkazu
¢innosti nebo o odsouzeni ¢i jiné zdleZitosti, jejichz
disledkem by mohl byt jakykoliv takovy zdkaz
¢innosti. Spolecnost Medpace miiZe po ptijeti takového
oznameni, nebo pokud se jinak dozvi o jakémkoli
zakazu cCinnosti, hrozbé zdkazu CcCinnosti nebo
o odsouzeni ¢i jiné zdleZitosti, jejichZ diisledkem by
mohl byt jakykoli takovy zdkaz ¢innosti, ukonéit tuto
smlouvu v souladu s oddilem Platnost smlouvy a jeji
ukonceni.

14 ANTEBRIBERY/ ANTFCORRUPION

In carrying out its responsibilities under this
Agreement, neither Party nor it nor any of its
respective representatives will pay, offer or promise
to pay, or authorize the payment of, any money, or
give or promise to give, or authorize the giving of,
any services or anything else of value, either directly
or through a third party, to any official or employee
of any governmental authority or instrumentality, or
of a public international organization, or of any
agency or subdivision thereof corruptly for the
purpose of improperly (i) influencing any act or
decision of that person in his official capacity,
including a decision to fail to perform his functions
with such governmental agency or instrumentality or
such public international organization or such
political party, (ii) inducing such person to use his
influence with such governmental agency or
instrumentality or such public international
organization or such political party to affect or
influence any act or decision thereof or (iii) securing
any improper advantage; provided however, the
foregoing representation shall not apply to any
facilitating or expediting payment to a foreign

14  USAANOVENIPROTUPIATKUM A KORUPCI
Pti plnéni svych povinnosti podle této dohody Z4dna
strana ani Zddny ze zastupcll stran nezaplati,
nenabidne ani neslibi, Ze zaplati, ani neschvali
zaplaceni jakékoli penéZni ¢astky, ani neposkytne
nebo neslibi, Ze poskytne, ani neschvali poskytnuti
jakékoli sluzby nebo ¢ehokoli jiného hodnotného, a
to ani piimo, ani prostfednictvim tfeti strany,
7ddnému zastupci nebo zaméstnanci jakéhokoli
organu statni spravy nebo vykonného organu nebo
vefejné mezindrodni organizace nebo jakéhokoli
ufadu ¢i jejich oddéleni za tucelem upldaceni a
nemistného (i) ovliviiovani  jedndni  nebo
rozhodovani takové osoby v jeji udfedni funkci,
vcetn¢ rozhodnuti, Ze bude chybné vykondvat své
funkce pro takovy vladni dfad nebo vykonny orgdn
nebo vefejnou mezindrodni organizaci nebo
politickou stranu, (ii) zplsobeni, Ze tato osoba
vyuzije svého vlivu ve vlddnim dudfadu nebo
vykonném orgdnu nebo ve vetfejné mezindrodni
organizaci nebo v politické stran€ k ovlivnéni jejich
jednani nebo rozhodovédni, nebo (iii) zajiSténi
jakékoli nepatficné vyhody; avSak za predpokladu,
7e ptedchézejici prohldSeni se nebude vztahovat na
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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.

jakoukoli usnadfiujici nebo urychlovaci platbu pro
ciziho dfednika, politickou stranu nebo funkcionéife
strany, jejimZz ucelem je urychlit nebo zajistit
provedeni b&Zné tufedni Cinnosti cizim dfednikem,
politickou stranou nebo funkciondfem strany.

15 ASSIGNMENTAND DHHGATON

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 or Investigator without the
prior express written consent of Medpace. Any attempt
made by Institution or Investigator to assign or delegate
this Agreement in violation of this section shall be of
no force or effect. Institution and Investigator
acknowledge that Medpace shall have the right to
assign or delegate this Agreement or any portion
thereof without the consent of Institution. Institution
shall be notified in writing prior to such assignment.

15  POSIOUPENIA PREVEDENI

Tato smlouva bude zdvaznd pro smluvni strany této
smlouvy, jejich ndstupce a povolené nabyvatele
a v jejich prospéch. Tato smlouva a vSechna prava,
povinnosti a zdvazky z ni vyplyvajici nesmi byt
zdravotnickym zafizenim ani zkouSejicim lékafem

postoupeny ani delegovdny bez predchoziho
vyslovného pisemného souhlasu spole¢nosti Medpace.
Jakykoliv  pokus  zdravotnického  zafizeni ¢i

zkouSejicitho lékafe postoupit nebo delegovat tuto
smlouvu v rozporu s timto oddilem nebude platny ani
Ucinny. Zdravotnické zafizeni a zkouSejici 1ékaf berou
na védomi, Ze spole¢nost Medpace je opravnéna
postoupit nebo delegovat tuto smlouvu nebo jakoukoliv
jeji ¢ast bez souhlasu zdravotnického zatizeni po té, co

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, Investigator or Study Personnel.

tuto skute¢nost zdravotnickému zafizeni pisemné
oznami.

16  INDEPENDENTCONTRACTOR 16  NFZAVHIY SMIDVNIPARINER

The relationship of the Parties is that of independent | Vztah smluvnich stran je vztahem nezdvislych

smluvnich partneri a nebude vyklddan jako jakykoli
zaméstnanecky ¢i agenturni vztah mezi smluvnimi
stranami. Spole¢nost Medpace ani zadavatel neponesou
odpovédnost za jakékoli zaméstnanecké vyhody,
penze, odmény pracovnikl, srazky =z platu ¢&i
zameéstnanecké dané tykajici se zdravotnického
zatizeni, zkousSejictho l1ékate ¢i studijniho persondlu.

17 CHANGESIO THEPROTOCOL

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. In the event of substantial
changes to the Protocol, Parties shall conclude an
amendment to cover such modifications.

17 ZMENY PROOKOIL

Protokol muze byt doplnén pouze z natizeni zadavatele
a zména podléhd ndslednému schvdleni etické komise
a jakychkoli pfisluSnych kontrolnich organii. Finan¢ni
podminky se z divodu takovych dprav ménit nebudou,
pokud smluvni strany tuto smlouvu pfisluSnym
zpusobem nedoplni. V piipadé podstatnych zmén
protokolu uzaviou smluvni strany dodatek, ktery
takové zmény protokolu zohledni.
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18  MBCHIANBOUS 18  DAISIUSIANO VENI

18.1 To avoid any doubts, the Parties to this | 18.1  Pro vylou€eni pochybnosti smluvni strany
Agreement represent that the Sponsor shall be a uvadéji, Ze zadavatel je sprdvcem osobnich
controller of personal data regarding this study in udaju v této studii dle ¢l. 24 GDPR a
accordance with Article 24 GDPR and Institution zdravotnické zafizeni je zpracovatelem dle ¢l.
shall be a processor in accordance with the 26 GDPR.

Article 26 GDPR.

18.2  This Agreement represents the entire | ;45  Tao smlouva piedstavuje Gplnou dohodu
understanding of the Parties and supersedes all smluvnich stran a nahrazuje veskerd piedchozi
prior negotiations, understandmgs.or agreements jedndn{ mezi smluvnimi stranami, dohody nebo
(oral or written) between the Parties concerning Gmluvy (dstni & pisemné) tykajici se predmétu
the subject matter hereof. In the event of any této smlouvy. V pifpadé jakychkoli rozporti mezi
inconsistency between this Agreement and the touto smlouvou a protokolem  rozhodujf
Protocol, the terms of this Agreement shall podminky této smlouvy. Jestlize nékteré
govern. If a provision of this Agreement is or ustanoveni této smlouvy je nebo se stane (i)
becomes (i) illegal under Czech or European nelegdlnim podle platného zdkona &i piedpisu
applicable law or regulation, (ii) invalid or (iii) Ceské republiky & Evropské Unie, (i)
f)ther.W}se unenforceab.le., such  illegality, neplatnym nebo (iii) jinak nevymahatelnym,
invalidity or unenforceability shall not affect the takové nelegalnost neplatnost nebo
validity or enforceability of any other term or nevymahatelnost nebude mit vliv na platnost &i
provision of.thls Agreement. All waivers o.f.the vymahatelnost kterékoli jiné z podminek &
terms of this Agreement shall be in writing. ustanoveni této smlouvy. Veskerd upusténi od
Failure to insist upon compliance with any of the podminek této smlouvy musi byt uinéna
terms and conditions of this Agreement shall not pisemn&. Nevyméhani dodrzovani kterékoli z
constitute a general wai'\{er or relinquishment of podminek této smlouvy nepfedstavuje vieobecné
any such terms or conditions, but the same shall upusténi od nebo zieknuti se jakychkoli takovych
remain at all times in full force and effect. podminek; tyto naopak vZzdy ziistavaji pIné platné

a Gcinné.

18.3  This Agreement shall be governed by and | 18.3  Tato smlouva a veSkeré jeji dodatky se fidi
construed in accordance with the laws of the pravnimi predpisy Ceské republiky a bude
Czech Republic. In the event of a conflict vyklddana v souladu s nimi. V ptipad€ rozporu
between the Czech and English language mezi Ceskou a anglickou jazykovou verzi
versions, then the Czech version shall control. rozhoduje ceskd verze. K projedndni a
The courts of the Czech Republic will be rozhodnuti spord jsou pfislusné soudy Ceské
responsible for discussing and deciding any republiky.
disputes.

18.4 This A t d b t e qe s e 4 .

N greement, - an any - Subsequellt |, g 4 Tato smlouva a jakékoli jeji ndsledné dodatky
amendment(s), may be executed in three (3) . .
budou vyhotoveny ve 3 stejnopisech a tyto
counterparts and the counterparts, together, . e e o
. . stejnopisy spole¢né tvoii jedinou smlouvu.
shall constitute a single agreement.
18.5  Zadavatel a spolecnost Medpace se timto
18.5 Sponsor nor Medpace shall conclude any s PO . P . N
. SR zavazuji, Ze v souvislosti s touto studii neuzaviou
separate agreement with any Institution’s vz .. v y
. . . . Zadnou jinou smlouvu s Zddnym zaméstnancem
employee in connection with this study. sdravotnického zatizent

18.6 Parties to thi t acknowledge that bef . 1 .
arties 1o s agreement acknowledge at belore | ¢ ¢ Smiluvni strany berou na védomi, Ze nedojde
publication of this Agreement to the Contract kiniciatni navstévé a doddvce hodnoceného
Registry no initiation visit shall commence or e » o " .
any medication shipped lécivého piipravku do okamZiku uvefejnéni

Y ) konecného dokumentu v registru smluv.
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19 SPONSORASTHIRD- PARIY BENEFICIARY

The Parties to this Agreement recognize and agree that
Sponsor takes the benefit of this Agreement as a third-
party beneficiary and agree that Sponsor may enforce
such rights either directly itself or indirectly through
Medpace.

IN WITNESS WHEREOF, the Parties hereto have
executed this Agreement by proper persons thereunto
duly authorized.

ZADAVATELJAKD OBMYSIENA TREI
SIRANA

19

Smluvni strany uzndvaji a souhlasi, Ze zadavateli ndleZ{
prospéch z této Smlouvy jakoZto obmysSlené tiet
stran¢, a souhlasi, Ze zadavatel je oprdvnén vymdhat
tato prdva sdm piimo nebo nepiimo prostfednictvim
spole¢nosti Medpace.

NA DUKAZ CEHOZ smluvni strany prostiednictvim
k tomu fddn¢ oprdvnénych osob uzaviely tuto smlouvu.

ForMedpace, on its own behalf and as
paymentagent of Sponsor/ Za spole Cnost
Medpace jejim a jakoZto pliatce zastupujici
zastupce zadavatele

19. 5. 2021

By (signature) / Podepsal/a (podpis)

Name (printortype)/ Jméno (hUlkovym pismem nebo strojopisem)

Ttle / Funkc e

Institution / Zdravo tnické zaTize ni

24.5.2021
By (signature) / Podepsala (podpis)

prof. MUDr. Vladimir PaliCka, CSc., dr.h.c.

Name (printortype)/ Jméno (hUlkovym pismem nebo strojopisem)

Director/ feditel
Ttle / Funkc e

Investigator/ Zkousejicilékaf

25.5.2021

By (signature) / Podepsala (podpis)

Name (printortype)/ Jméno (hUlkovym pismem nebo strojopisem)

Hla vni zko use jic i
Ttle / Funkc e
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