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CIINICALSIUDY AG REEMENT

This clinical study agreement (“Agreement”), is
effective as of the day of publication of the fully
executed Agreement in accordance with Clause 10.4
hereto (“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

Clinical Trial Manager; and

Fakultni nemocnice Hradec Kralove a clinical
research site with its principal office and place of
business at Sokolovska 581, 500 05 Hradec Kralove,
Czech Republic, ID 00179906, Tax ID CZ00179906
(“Institution”), represented by prof. Vladimir Palicka,
M.D., CSc, dr.h.c., Director; and

I, Chicf
doctor of the Urology clinic of the Fakultni nemocnice
Hradec Kralove (“Principal Investigator”).

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

WHEREAS, WOCKHARDT BIO AG, a company
incorporated in Switzerland, registered at the address
of Grafenauweg 6, 6300 Zug, Switzerland and EU
Legal representative Medpace Finland, OY having an
address at Karjalankatu 2, 4 Krs, Helsinki 00520,
Finland (“Sponsor”) is sponsoring a clinical study on
the compound FEP-TAZ (the “Study Drug”), in
accordance with Protocol No. W-4282-301 titled “A
Phase III, Randomized, Double-Blind, Multicenter,
Comparative Study to Determine the Efficacy and
Safety of Cefepime-Tazobactam vs. Meropenem
followed by Optional Oral Therapy in the Treatment
of Complicated Urinary Tract Infection or Acute
Pyelonephritis in Adults” (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

SMIO UVA O KIINIC KESTUDII

Tato smlouva o klinické studii (dédle jen ,,smlouva®),
kterd nabude ucinnosti dnem uvefejnéni v registru
smluv v souladu s ustanovenim 10.4 této smlouvy (déle
jen ,datum tc¢innosti*), se uzavird mezi:

spolecnosti Medpace Clinical Research, LLC, se
sidlem a mistem podnikdni na adrese 5375 Medpace
Way, Cincinnati, Ohio 45227 (dile jen ,Medpace®),
zastoupenou

manazerem klinického hodnoceni; a

Fakultni nemocnici Hradec Kralové, centrem
klinického vyvoje se sidlem a mistem podnikdni na
adrese Sokolskd 581, 500 05 Hradec Kralové — Novy
Hradec Kralové, IC: 00179906, DIC: CZ00179906
(ddle jen ,poskytovatel zdravotnich sluzeb®),
zastoupenou prof. MUDr. Vladimirem Palickou, CSc,
dr. h. c., feditelem; a

I i nostou

Urologické kliniky Fakultni nemocnice Hradec Krélové
(dale jen ,,zkousejici*).

Spolec¢nost Medpace, poskytovatel zdravotnich sluzeb a
zkousejici jsou v nékterych piipadech spolecné
oznacovdni jako smluvni strany (ddle jen ,,smluvni
strany*).

VZHLEDEM K TOMU, ZE spolecnost
WOCKHARDT BIO AG se sidlem na adrese
Grafenauweg 6, 6300 Zug, Svycarsko a zdstupcem pro
EU spolec¢nost Medpace Finland, OY se sidlem a
mistem podnikdni na adrese Karjalankatu 2, 4 Kirs,
Helsinky 00520, Finsko (didle jen ,zadavatel®)
financuje klinickou studii slouceniny FEP-TAZ (déile
jen ,hodnoceny IéCivy piipravek”) v souladu s
protokolem ¢. W-4282-301, S ndzvem
,Randomizované, dvojit¢ zaslepené, multicentrické,
srovnavaci klinické hodnoceni faze III, zjistujici
uc¢innost a  bezpecnost piipravku Cefepime-
Tazobactam ve srovndni s Meropenem, s ndslednou
volitelnou peroralni terapii, pfi 1é¢bé komplikované
infekce mocovych cest nebo akutni pyelonefritidy
dospélych® (ddle jen ,,protokol*) a poskytovatel
zdravotnich sluZzeb méd odborné znalosti tykajici se
provadéni a vykonu klinickych studii. Provadéni
protokolu bude v této smlouvé uvadéno jako
studie; a
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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 and
Principal Investigator participate in the conduct of the
Study in accordance with the Protocol and the terms
and conditions of this Agreement, and Institution and
Principal Investigator desire to participate in the
conduct of the Study in accordance with the Protocol
and the terms and conditions of this Agreement.

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 SCOPEOFWORK

1.1 Institution and Principal Investigator shall perform
the Study at Institution in strict compliance with the
terms and conditions of this Agreement, any written
instructions from Sponsor and/or Medpace, all
generally accepted standards of Good Clinical
Practice, the Protocol, and with all applicable local
laws and regulations governing the performance of
clinical investigations including but is not limited to
Act n. 378/2007 Coll. on Pharmaceuticals, Act n.
372/2011 Coll. on Health Care Services, Decree n.
226/2008 Coll., the International Conference on
Harmonization of Technical Requirements for
Registration of Pharmaceuticals for Human Use
Good Clinical Practice: Consolidated Guideline and
others commonly known principles of Good Clinical
Practice, any amendments thereto and Directive of
European parliament n 2016/679 (GDPR). The
Study location will not be changed without
Medpace’s prior written consent.

VZHLEDEM K TOMU, ZE spoleénost Medpace je
smluvni  vyzkumnou organizaci, kterd byla
zadavatelem najata pro fizeni a spravu této studie,
mimo jiné véetné vyjednéni 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
poskytovatel zdravotnich sluzeb a hlavni zkousSejici,
a poskytovatel zdravotnich sluzeb a hlavni zkousSejici
si pfeji podilet se na provddéni studie v souladu

s protokolem a podminkami této smlouvy.

PROTO, s ohledem na vySe uvedené skutecnosti,
vzdjemnd ujedndni a pfisliby vyjadiené v této
smlouvé a fddnou a hodnotnou odménou, jejiz
pfiméfenost se timto potvrzuje, bylo smluvnimi
stranami ujedndno néasledujici:

1 ROZSAHPRACI

1.1 Poskytovatel zdravotnich sluzeb a hlavni zkousejici
budou provadét studii na pracoviStich poskytovatele
zdravotnich sluZeb v piisném souladu s podminkami
této smlouvy, jakymikoliv pisemnymi pokyny
zadavatele a/nebo spolec¢nosti Medpace, vSemi obecné
pfijimanymi standardy spravné klinické praxe,
protokolem a vSemi platnymi mistnimi zdkony a
predpisy  upravujicimi  provddéni  klinického
hodnoceni, tedy vSemi piisluSnymi pravnimi predpisy
Ceské republiky, zejména zékonem &. 378/2007 Sb., o
1éCivech a o zménach nékterych souvisejicich zdkon
(zdkon o IéCivech) (dédle jen ,,Zdkon IlécCivech®),
zakonem ¢. 372/2011 Sb., o zdravotnich sluZbach v
platném znéni, véetné provadécich predpist k témto
zdkoniim (zejména vyhlaSkou ¢&. 226/2008 Sb., kterou
se stanovi sprdvnd klinickd praxe a bliz§{ podminky
klinického hodnoceni 1é¢iv), Mezindrodni konferenci
o harmonizaci technickych pozadavkll na registraci
humdnnich 1é¢ivych piipravki Spravnd klinickd
praxe: Konsolidovand smérnice (the International
Conference on Harmonisation of Technical
Requirements for Registration of Pharmaceuticals for
Human Use Good Clinical Practice: Consolidated
Guideline) a dal§imi obecné akceptovanymi zdsadami
spravné klinické praxe vcetné vSech souCasnych i v
budoucnu vzniklych dodatkti a novelizaci a déle
Nafizeni evropského parlamentu a rady ¢. 2016/679
(GDPR). (déle jen ,,platné zakony*).. Misto provadéni
studie nebude ménéno bez piedchoziho pisemného
souhlasu spolec¢nosti Medpace.
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1.2 Prior to the start of Study, Medpace/Sponsor will | 1.2 Pfed zahdjenim studie zajisti spole¢nost Medpace /
obtain any and all necessary approvals of the zadavatel od pfislusnych regulacnich organt (napf.
applicable regulatory authorities (e.g. SUKL) and SUKL) a etické komise pro multicentrickd hodnoceni
central Ethics Committee. veskerd nezbytnd povoleni.

1.3 Institution agrees to provide the Principal | 1.3 Poskytovatel zdravotnich sluZeb se zavazuje, Ze
Investigator with free access to the Institution’s hlavnimu zkouSejicimu poskytne volny pfistup k
applicable subject population to recruit the number piislusné populaci subjekti hodnoceni poskytovatele
of subjects set forth in the Principal Investigator zdravotnich sluZzeb, mezi nimiZ provede nébor
Responsibilities Section below to participate in the stanoveného poctu subjekti hodnoceni, které se
Study, and will facilitate the proper performance of zucCastni studie a jejichZz pocet je uveden v niZe
the Study. uvedeném oddilu Povinnosti zkou$ejictho, a umoZni

fadné provedeni studie.

1.4 Sponsor . or its designee will provide Institution | 1-4 Zadavatel nebo jim urcend osoba dodd poskytovateli
with sufficient quantities of Study Drug for use in zdravotnich - sluzeb  bezplatné hodnoceny 1€ivy
the Study at no cost to Institution. Institution and piipravek v mnoZstvi dostatecném pro pouZiti ve
Principal Investigator agree that the Study Drug and studii. Poskytovatel =~ zdravotnich sluzeb, hlavni
all equipment provided by the Sponsor may only be zkousejici souhlasi s tim, Ze hodnoceny IéCivy
used for the purposes of the Study, and shall only be piipravek a veskeré vybaveni poskytnuté zadavatelem
used in accordance with the Protocol and any written smi byt pouZivano pouze pro tcely studie a bude
instructions of the Sponsor. vyuZivdno v souladu s protokolem a jakymikoliv

pisemnymi pokyny zadavatele.

1.5 Study Drug and comparator will be shipped to
hospital’s pharmacy, always properly labeled in | 1.5 Hodnoceny IéCivy pfipravek a komparitor bude
compliance with paragraph 19 section 1 letter e) doddvan do nemocnicni lékarny, vzdy v fadné
Decree n. 226/2008 Coll. on GCP, and any zabalenych obalech urCenych pro hodnoceny 1éCivy
amendments thereto. ptipravek a oznafeny v souladu s ustanovenim

paragrafu 19 odst. 1 pism. e) vyhlasky ¢.226/2008
Sb., o spravné klinické praxi.

1.6 Shipment of the Study Drug shall be scheduled 16 Dc;(dévlv(?/ hodnocervlégo‘ léé’ivéhvo Pﬁ’pravkukse ,blédzl}
thought a third vendor to provide it to Pharmacy ;ls V.ut,e Cnffvat prostre n1ctv1mvtr?t1/stfany, tera ,0 a
during the business days from 7.00 a.m. to 2.00 p.m. €Civy piipravek do nemocniénf I€kdmy v Po-Pd od

7.00 h do 14.00 h.

1.7 Ins'titution.an.d Principal. Investigator r.eprt.esent that 1.7 Poskytovatel zdravotnich sluzeb a hlavni zkousejici
n'el.ther Princip ?l Investigator nor Institution are a prohlasuji, Ze ani hlavni zkousejici, ani poskytovatel
citizen or resident of Fhe Umt.ed States, or a zdravotnich sluzeb nejsou obcCany ani rezidenty
corporation or partnership that is and has been Spoienvch  statil “ckvch Tk { neb

. . pojenych stat americkych, ani korporaci nebo
treated as a U.S. corporation or U.S.'partnershlp, aqd partnerskym subjektem, které jsou a byly povaZovany
that all p ayments Instltutl.on received undgr this za americkou korporaci nebo partnersky subjekt, a Ze
Agreement will be for services rendered outside the < < p 5

. vSechny platby, které poskytovatel zdravotnich sluzeb
United States. obdrzi na zdkladé¢ této smlouvy, budou za sluzby
poskytované mimo Spojené staty americké.
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2

2.1

2.2

2.3

2.4

PRINCIPALINVESIIGATO RRESPO NSIBITIES

Institution hereby authorizes Principal Investigator
to act as the Principal Investigator of the Study at
Institution. Investigator will be responsible for the
conduct of the Study in accordance with applicable
laws and eventually with Institution policies, which
Institution warrants and represents are not
inconsistent with the terms of this Agreement and
the Protocol. If, for any reason, he is unable to act 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. 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 confirms that he is fully
qualified to conduct the Study and to act as principal
investigator.

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 and
Principal Investigator certify that all Study
Personnel are adequately trained, and compliance,
monitoring, and escalation processes are in place
at Institution.

Principal Investigator shall enroll in the Study
approximatelyfJ] evaluable subjects who meet the
inclusion criteria of the Protocol during the
enrollment period of approximately _
*The actual enrollment period may
be extended or shortened upon written notice by
Medpace or Sponsor. As enrollment will be

2

2.1

2.2

2.3

2.4

POVINNOSTTHIA VNIHO ZKO USEJIC HO

Poskytovatel zdravotnich sluzeb timto zmociuje
hlavniho zkouSejictho k vykonu funkce hlavniho
zkouSejictho vyzkumu pro studii provddénou u
poskytovatele zdravotnich sluZeb. ZkousSejici ponese
odpovédnost za vedeni studie v souladu s pfisluSnymi
pravnimi pfedpisy, pfipadné i vnitfnimi pfedpisy
poskytovatele  zdravotnich  sluzeb, u  nichz
poskytovatel  zdravotnich  sluzeb  zarucuje a
prohlasuje, Ze tyto nejsou v rozporu s podminkami
této smlouvy a s protokolem. Pokud zkouSejici
z jakéhokoliv divodu jiZ ddle nebude schopen pusobit
jako zkouSejictho a nebude k dispozici ndstupce
pfijatelny pro poskytovatele zdravotnich sluZeb,
spole¢nost Medpace a zadavatele, bude tato smlouva
ukoncena, jak je uvedeno v oddilu Platnost smlouvy a
Ukonceni. Hlavni zkousSejici bude naddle vazan
veSkerymi povinnostmi a podminkami této smlouvy,
dokud zadavatel neschvdli nového zkousejictho a
nedojde k zajisténi veskerych souhlasi regulacnich
organu ¢i etickych komisi s novym zkousejicim.

Hlavni zkouSejici potvrzuje, Ze je pln¢ kvalifikovédn k
provadéni studie a pasobeni v pozici hlavniho
zkousSejiciho.

Hlavni zkouSejici a veSkeré osoby C¢i subjekty
provadéjici  kteroukoli z ¢asti studie (ddle jen
~persondl studie) budou kvalifikovani 1ékafi a
zdravotnicky persondl, kterym nikdy nebyla zak4zdna
prace na klinickych studiich, pficemZ se jednd o
zaméstnance nebo subdodavatele poskytovatele
zdravotnich sluzeb, a poskytovatel zdravotnich sluzeb
ponese odpovédnost za dodrzovani podminek této
smlouvy témito subjekty. Pokud poskytovatel
zdravotnich sluZeb dospéje ke zjisténi, Ze kterémukoli
z pracovnikll studie byla tato cinnost zakdzana,
pfipadné bylo v souvislosti se zdkazem zahdjeno
fizeni, bude poskytovatel zdravotnich sluzeb pisemné
informovat  spolecnost Medpace. Poskytovatel
zdravotnich sluZeb a hlavni zkouSejici potvrzuji, Ze
vSichni pracovnici studie maji vhodnou kvalifikaci, a
Ze v organizaci poskytovatele zdravotnich sluzeb jsou
zavedeny procesy k dodrZovéani pfedpisti, monitoringu
a eskalaci.

Hlavni zkouSejici zafadi do studie priblizndilij
hodnotitelnych subjektd, které v pribéhu obdobi pro
zafazovani, tj. pfiblizné od

I p)iuji kritéria protokolu pro zafazeni. Samotné
obdobi pro zafazovini muZe byt na zaklade¢
pisemného ozndmeni spoleCnosti Medpace ¢i
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competitive across all sites participating in the
Study, Medpace reserves the right to instruct the
Principal Investigator to enroll fewer or more
subjects than the number agreed at the time of the
signature of this Agreement.

zadavatele prodlouZeno ¢i zkrdceno. JelikoZ bude
zafazovani probihat kompetitivni formou napfic
vSemi centry, kterd se studie uc€astni, vyhrazuje si
spolecnost Medpace pravo dat hlavnimu zkousSejicimu
pokyn, aby zaradil niZsi ¢i vysS§i pocet subjektil, nez
bylo ujedndno v okamZiku podpisu této smlouvy.

2.5 Principal Investigator shall obtain the necessary y L o o
written informed consent of each subject prior to | 25 Preq provedenim Jakychk_oh ukonil souv1se]1c1c.h se
performing any Study related procedures. Principal studii ziskd hlavn{ Zkousejlcl od kaZdého ze subjektt
Investigator shall comply with all applicable ethical hodnogenl potre?ny 1nf(3rq}oyany SOUhI{‘_S Vv pisemne
principles and good clinical practice to obtain each podobe. Hlavni ZkOuSCJlCI. bude. p11 le@"anj
subject’s informed consent. informovaného  souhlasu jednotlivjch  subjekth

hodnoceni dodrzovat veskeré platné etické zdsady a
spravnou klinickou praxi.

2.6 Prmapal’ Investigator WIu assist Meflpace UPON | 5 6 Hlavni zkouSejici na vyZzadini poskytne spole¢nosti
Medpace’s request to provide any required updates M s - L p -

. . edpace jakékoliv poZadované aktualizace a/nebo
and/or information related to the Study for . P - Ly np
, .. . informace tykajici se studie, a to pro tcely poddni k
Medpace’s submission to the applicable central VA . . S p
) . . ptislusné etické komisi pro multicentrickd hodnoceni
Ethics Committee and regulatory authorities. - o » .
. . . a regulacnim orgdntim ze strany spolecnosti Medpace.
Medpace shall be responsible for any dealings with < < UL
. . . Spole¢nost Medpace ponese odpovédnost za jakédkoli
and submission of reports and information to the RPN DR .
. ; . jedndni piisluSnou centrdlni etickou komisi a
applicable central Ethics Committee and regulatory ‘oo . 9 PP . !
.. . . regulacnimi orgdny a predklddani zprdv a informaci
authorities.  Principal Investigator shall be S0 komisi lacni snim. V. rel ‘ch
ible for any submissions to Institution’s local teto komisi a regulacnim organtm. relevantnic
gﬁlponsé " Y, ¢ aplicable and red by | pfipadech poZzadovanych zdkonem ponese hlavni
165 Lommttee, 1t applicable and required by faw. zkousejici odpoveédnost za jakdkoli poddni k mistn{
etické komisi v rdmci poskytovatele zdravotnich

2.7 Principal Investigator shall notify Medpace of sluzeb.
adverse events and serious adverse events within the | 2.7 Hlavni zkouSejici bude informovat spole¢nost
timeframes and pursuant to the process set forth in Medpace o neZadoucich pithodich a zivaznych
the Protocol and/or other written instructions of neZadoucich pithoddch v &asovych lhitich a v
Medpace and/or Sponsor. souladu s postupem stanovenym v protokolu a/nebo v

jinych pisemnych pokynech spole¢nosti Medpace
a/nebo zadavatele.

3 CONHDENTALINFORMATON o L,

3 DUVERNEINFORMACE

3.1 Confidential Information” means (i) the terms of

this Agreement; and (ii) any business, employee,
patient or customer information or data in any form
which is disclosed or otherwise comes into
possession of a Party, directly or indirectly, as a
result of this Agreement and which is of a

3.1 ,,Divérnymi informacemi‘ se rozumi (i) podminky

této smlouvy a (ii) veSkeré informace o obchodu,
zaméstnancich, pacientech nebo zdkaznicich nebo
udaje v jakékoliv podobg, které budou sdéleny nebo
jinak se dostanou do drZeni strany, at’ uZ piimo nebo
nepiimo, v dusledku této smlouvy a které jsou

confidential or proprietary nature (including,

without limitation, the Study Documentation, any davérné  nebo  chranéné  povahy  (zejména
information relating to business affairs, operations, dokumentace ke studii, informace o obchodnich
products, processes, methodologies, formulae, zéleZitostech, —provozu, pfipraveich,  procesech,
plans, intentions,  projections,  know-how, metodikdch, recepturdch, pldnech, zdmérech,
Intellectual ~ Property, trade secrets, market projekcich,  know-how,  duSevnim  vlastnictvi,
opportunities, suppliers, customers, marketing obchodnich tajemstvich, trZznich piileZitostech,
activities’ sa]es, software, computer and dodavatelfch, Zé.kaanCfCh, marketingovych

telecommunications systems, costs and prices,
wage rates, records, finances and personnel).

¢innostech, prodejich, software, pocitacovych a
telekomunikacnich systémech, ndkladech a cenéch,
vy$i mezd, zdznamech, financich a persondlu).
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3.2 Institution and Principal Investigator agree not to | 8.2 Poskytovatel zdravotnich sluZzeb a hlavni zkouSejici
use Confidential Information for any purposes se zavazuji, ze nebudou diveérné informace pouZivat
other than to conduct the Study. Institution and pro jakékoliv jiné ucely nez k provedeni studie.
Principal Investigator agree not to disclose Poskytovatel zdravotnich sluZeb a hlavni zkouSejici
Confidential Information to third parties except as se zavazuji, Ze divérné informace nesd¢li Zadné treti
necessary to conduct the Study and under an strané vyjma piipadd, kdy je to nezbytné pro
agreement by the third party to be bound by the provedeni studie, a to na zdkladé dohody s tfeti
obligations of this section. Institution and Principal stranou, Ze bude vdzdna povinnostmi v tomto oddilu.
Investigator  shall safeguard ~ Confidential Poskytovatel zdravotnich sluzeb a hlavni zkousSejici
Information with the same standard of care that is zabezpeci divérné informace se stejnym standardem
used with Institution’s Confidential Information, pée jako v piipadé davérnych informaci
but in no event less than reasonable -care. poskytovatele zdravotnich sluzeb; standard péce
Confidential Information cannot be disclosed by viak v Z4adném piipadé nesmi byt niZ$i nez
Institution or Principal Investigator for a period of pfimé&feny. Poskytovatel zdravotnich sluZeb nebo
not less than ten (10) years after termination or hlavni zkouSejici nesmi zvetejnit divérné informace
expiration of this Agreement. po dobu nejméné deseti (10) let po ukonceni nebo

fddné dokonceni této smlouvy.

3.3 The term Confidential Information shall not be 33 Yyraz duvern,e. informace - nebude - zahrovat

. . . informace, které:
deemed to include information that:

3.3.1 Is or becomes pubhcly available through no 3.3.1 jsou nebo se stanou Vef'ejné dostupn}’]mj bez
fault of Institution or Investigator or breach zavinéni ze strany poskytovate]e zdravotnich
of relevant confidentiality clauses; sluzeb ¢&i zkousejiciho, nebo aniz by byla

3.3.2 Institution or Principal Investigator can porusena pfisluSnd ustanoveni o micenlivosti;
demonstrate, through written records, it 3.3.2 méli poskytovatel zdravotnich sluZeb nebo
possessed  prior to, or developed hlavni zkouSejici prokazatelné¢ v drZzeni jiZ
independently ~ from,  disclosure  or pfed jejich poskytnutim ¢i zptistupnénim
development under this Agreement; vramci této smlouvy, nebo je vyvinuli

nezdvisle na této skuteCnosti, coZ mohou
prokdzat pisemnymi podklady;

333 gsﬁltu;lo?h;)rrdPg:rctl;)aivlhnizﬁst;fatr(l);trfizcél;ﬁ; 3.3.3 posk)v/t(?}/a}tel zdrva,votm’ch'sluieb nebo hlavvm:
prohibited from disclosing such zkousejici 0})er1 tyto mformac,e od t{etl
information: .strany, které nebylo pgskytnuU takovych

informaci z pravniho hlediska zakdzéno;
3.8.4  poskytovatel zdravotnich sluzeb nebo hlavni

3.3.4  Institution or Principal Investigator is zkousejici musi poskytnout ze zdkona, a to za
required by law to disclose, provided that predpokladu, Ze o jakémkoliv takovém
Medpace and Sponsor are notified of any poZzadavku budou spole¢nost Medpace a
such requirement with sufficient time to zadavatele s  dostatenym  pfedstihem
seek a protective order or other informovani, aby mohli usilovat o ochranny
modifications to the requirement. If piikaz nebo jinou udpravu pozadavku. V
disclosure is mandated, Institution and piipadé  nafizeného  zvefejnéni  jsou
Principal Investigator shall comply with poskytovatel zdravotnich sluzeb a hlavni
Medpace’s and Sponsor’s reasonable zkouSejici  povinni  postupovat  podle
directions for resisting or narrowing pfim&fenych pokynd spolecnosti Medpace a
disclosure, and restrict the disclosure to zadavatele, jejichZ zdmérem je branit
only those parts of the Confidential zvefejnéni nebo zvefejnéni omezit na pouze
Information lawfully required to be ty ¢asti divérnych informaci, které musi byt
disclosed ze zékona zvefejnény.
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3.3.5  Is appropriate to include in a publication
pursuant to the Publications and Publicity
section;

3.3.6 Confidential Information disclosed in a
clinical trial registry or clinical results
database by Sponsor does not release
Institution and Principal Investigator from
confidentiality obligations as to all other
Confidential Information not posted; or

3.3.7 Institution and Principal Investigator 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
questionnaires, CVs, licenses, medical specialties,
participation in clinical trials, financial disclosure
forms) and/or may wuse this information for
purposes related to its business. Sponsor through
Medpace shall have secured any necessary consents
from study 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 e. g. directive of
European Union n. 2016/679 (GDPR) . 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

3.3.5  je mozné je zafadit do publikace v souladu s
oddilem nazvanym Zvefejnéni a propagace.

3.3.6 Duvérné informace zveifejnéné zadavatelem
v registru klinickych hodnoceni nebo
databazi klinickych vysledki nezbavuji
poskytovatele zdravotnich sluzeb a hlavniho
zkousejictho zdvazkli zachovani mléenlivosti
ve vztahu ke vSem dalSim neuvedenym
dveérnym informacim; nebo

3.3.7 poskytovatel zdravotnich sluzeb a hlavni
zkouSejici nesmi hovofit o studii nebo
hodnoceném 1é¢ivém ptipravku s Zadnym
finan¢nim, sektorovym nebo bezpecnostnim
analytikem nebo s médii.

3.4 Poskytovatel zdravotnich sluzeb souhlasi s tim, Ze

spolecnost Medpace mulze sestavit databazi
informaci ziskanych od poskytovatele zdravotnich
sluzeb ajeho pracovniki (v€etné¢  hlavniho
zkousejictho) a pracovnikii studie pro tcely pouZiti
vsouvislosti se studii (zejména  dotazniky
proveditelnosti,  Zivotopisy, licence, lékaiské
odbornosti, tucast na klinickych hodnocenich,
formulafe o finan¢nich Wdajich) a/nebo muze tyto
informace pouzit pro ucely souvisejici se svym
podnikdnim. Zadavatel prostfednictvim spolecnosti
Medpace =zajisti veSkeré nezbytné souhlasy od
pracovnikll studie, aby bylo umoZnéno sdileni téchto
informaci. Tyto informace se pouZivaji vyhradné
v souvislosti se zahdjenim studii ase studiemi
proveditelnosti a jsou pfistupné pouze zadavateli
piislusné studie a pracovnikim pfifazenym do
vedeni studie, ktefi tyto informace potfebuji pfi
plnéni svych povinnosti (ddle popisovdni jako
»opravnéni pracovnici®). JelikoZ se nékteré studie
spolecnosti Medpace provadi celosvétove, jsou
shromazdéné osobni udaje k dispozici opravnénym
pracovniklim, kteti mohou sidlit v zemich mimo
Evropskou unii. Aby bylo moZné zajistit ochranu
osobnich udaji, zavedla spole¢nost Medpace zasady
a postupy upravujici zabezpeCeni a omezeny pfistup
ktémto uddajim, které jsou jednotné v celé
spole¢nosti Medpace a jejich sesterskych
spolecnostech a spliiuji standardy ochrany osobnich
udaju platné v Evropské unii. Je-li to zapotiebi,
uzavird spole¢nost Medpace se zadavateli smlouvy
o zpracovani udaji v souladu s platnymi pravnimi
predpisy Evropské unie o ochrané¢ udaji napft.
v souladu s nafizenim evropského parlamentu a rady
¢. 2016/679 (dale jen GDPR).. V souladu se zdkony
upravujicimi ochranu osobnich udaji maji osoby,
jejichz udaje jsou shromazd’ovany, pravo piistupu k
nim, k jejich dpravdm, opravdm nebo jejich vymazu
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Medpace Privacy Officer at
privacy@Medpace.com, or to the following
address: Medpace Privacy Officer, Medpace, Inc.,
5375 Medpace Way, Cincinnati, Ohio, 45227.

3.5 Each Party of this Agreement agrees to comply
with any data protection, privacy or similar laws
that apply (the “Data Protection Laws”), including,
Directive 95/46/CE, the General Data Protection
Regulation (the “GDPR”).

3.6 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 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 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 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 in
informed consent form to having their data
transferred outside the European Union.

4. PERSONALDATA & BIOTIO GICALMATERIATS

4.1 For the purposes of this section:

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

3.5

3.6

na zédklad€ Zadosti zaslané pracovnikovi spole¢nosti
Medpace pro ochranu ddaji  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 postupovat v
souladu se vSemi platnymi a dc¢innymi pravnimi
pfedpisy tykajici se ochrany dat a soukromi
(souhrnné ,,zdkony o ochrané¢ dat), predevsim,
Natizenim Evropského parlamentu a rady EU ¢.
2016/679 (Obecné nafizeni o ochrané osobnich tudaji
“GDPR”).

Smluvni strany se zavazuji, Ze budou ve vztahu k
subjektim hodnoceni, které se studie ucastni,
dodrZovat zésady lékatského tajemstvi.
Poskytovateli zdravotnich sluZeb ani spole¢nosti
Medpace nebudou osobni tudaje poskytovatelem
zdravotnich  sluzeb ani hlavnim zkousSejicim
poskytnuty, vyjma piipadl, kdy je to nezbytné za
ucelem splnéni pozadavkii protokolu, pro potieby
monitorovani nebo hldSeni zdvazné neZddouci
ptihody nebo ve vztahu k uplatnéni ndroku ¢i fizeni
iniciovaného subjektem hodnoceni v souvislosti se
studii. Zadavatel ani spolec¢nost Medpace nesdé€li
totoznost subjektti hodnoceni tfetim strandim bez
predchoziho pisemného souhlasu subjektu hodnoceni
vyjma piipadd, kdy je tato skutecnost v souladu s
ustanovenimi  piislusnych zdkoni na ochranu
osobnich ddajti, a pokud k této skutecnosti nedochdzi
ve vztahu k uplatnéni ndroku ¢i fizeni iniciovaného
subjektem hodnoceni v souvislosti se studii. Smluvn{
strany a zadavatel timto berou na védomi a souhlas{ s
tim, Ze jakékoli osobni tudaje shromdzdéné v
souvislosti se studii budou pfevedeny mimo dzemi
Evropské unie. Je-li to zapotiebi, zavadéji se mezi
smluvnimi stranami smlouvy o zpracovani udaji pro
pfenos takovych udaji atyto smlouvy zahrnuji
ochranu udaji subjektd hodnoceni, jak vyZaduje
Evropska unie. Subjekty studie také souhlasi s tim,
Ze nechaji své udaje pfendSet mimo Evropskou unii,
pfiemZz toto bude wuvedeno v informovaném
souhlasu.

4. OSOBNIUDAJEA BOIOGICKEMATERALY

4.1 Pro ucely tohoto oddilu:

4.1.1. ,Biologickymi materialy* se
rozum{ veskeré lidské
biologické materidly, zejména
krev, télni tkdn¢, plazma a jiné
materidly  obsahujici  lidské
buriky;
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4.2

4.3

5.1

5.2

5.3

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

alive; and

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

including genetic research.

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.

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 and Principal Investigator
agree and acknowledge that Sponsor may use the
Biological Materials to conduct Secondary
Research, subject to the informed consent and in
accordance with applicable laws and requirements.

REC ORDKEFPING

Principal Investigator shall complete all case report
forms (“CRFs”) only in English, verify the data
contained in the CRFs against pertinent subject
records, and ensure that all CRFs are accurate,
complete, and legible.

Institution and Principal Investigator shall maintain
all such records for the Study for fifteen (15) years
after the completion or early termination of the
Study.

Institution shall maintain all Study records for five
(5) years free of charge, in accordance with the
applicable law 378/2007 Coll. For the following ten

4.2

4.3

5.1

5.2

5.3

4.1.2.  ,Osobnimi udaji“ se rozumi
veskeré informace nebo tudaje,
které jsou pfimo nebo nepiimo
pfifaditelné Zijici fyzické osobé,
a

4.1.3. ,Sekundarnim vyzkumem* se

rozumi vyzkum, ktery
ptekracuje rozsah nebo se lisi
od vyzkumu popsaného v
protokolu vcetné genetického
vyzkumu.

Kazd4 strana bude odpovédnd za vlastni zpracovani
osobnich udaji a spolecnost Medpace zajisti, aby
vSechny osobni ddaje tykajici se subjektu,
zkouSejictho  a/nebo  pracovnikli  studie byly
shromaZzd'ovany, uchovavany, pouZzivény,
zvefejiiovdny a prevadény v souladu se vSemi
platnymi nadnarodnimi i ndrodnimi pravnimi piedpisy
o ochran¢ osobnich tdaju a informovanymi souhlasy,
které jsou nebo budou ziskdny od subjekti. Zkousejici
je povinen ziskat a spole¢nosti Medpace poskytnout
pisemny souhlas (ve formé odsouhlasené se
spolecnosti Medpace) se sbérem, pouZivinim a
zvetejiiovanim osobnich udaji od kazdého pracovnika
studie.

Spolecnost Medpace zajisti, aby sbér, naklddani,
pfeprava a uchovavani biologickych materidla byly
provadény v souladu s protokolem, informovanym
souhlasem a vSemi platnymi zdkony a ptedpisy.
Poskytovatel zdravotnich sluZeb a zkousejici souhlasi
a berou na védomi, Ze zadavatel muiZe pouZivat
biologické materidly k provadéni sekundarniho
vyzkumu za predpokladu, Ze ziskd informovany
souhlas a Ze bude provadén v souladu s platnymi
zékony a predpisy.

VEDENIZAZNAMU
Hlavni zkouSejici bude vypliiovat vSechny zdznamy
subjekti hodnoceni (didle jen ,,CRF*) pouze v
anglictiné, ovérovat tdaje obsaZzené v CRF oproti
piislusSnym zdznamim subjektu hodnoceni a zajisti,
aby vSechny CRF byly piesné, tiplné a Citelné.

Poskytovatel zdravotnich sluzeb a hlavni zkouSejici
budou uchovdvat vSechny tyto zdznamy ke studii po
dobu patnicti (15) let od tadného dokonceni nebo
predcasného ukoncenf studie.

Poskytovatel provede bezplatnou archivaci 5 let v
souladu se zdkonem ¢. 378/2007 Sb. a na dalSich 10
let provede zpoplatnénou archivaci v souladu s
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5.4

5.5

6.1

(10) years Study record shall be archived based on
the fees and under the conditions included in the
Schedule A.

Sponsor may request an extension of archiving
period in advance or may ask the Institution to ship
Study records to a location communicated by the
Sponsor, if necessary, at Sponsor’s reasonable
expenses. If Sponsor does not request for an
extension of archiving in advance or of shipment of
Study records to a location communicated by the
Sponsor and after expiration of archiving period, the
Study Records will be destroyed by Institution in
accordance with the applicable regulations.

Subject to the requirements of the Confidential
Information section, , Institution and Principal
Investigator may retain in their 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.

ACCESSIO RECORDSAND AUDIIS

Medpace and/or Sponsor shall have the right to
inspect progress of the Study on the premises of
Institution at reasonable times during the term of this
Agreement. Medpace and/or Sponsor will notify
Principal Investigator prior to any inspection of the
date and time of the audit or monitoring or
inspection. The representatives of Medpace and/or
Sponsor may review and/or request copies of data
derived from the Study, and Principal Investigator
shall provide such data without undue delay.
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 where the study is being
conducted, that occur during the Study.

6.1.1  Within twenty-four (24) hours after
learning of any governmental or
regulatory body regulatory inspections
of which it becomes aware relating to
the Study, Institution 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

5.4

5.5

6.1

podminkami stanovenymi v Pfiloze A.

Na konci tohoto obdobi, miiZze zadavatel pozadat o
dalsi  archivaci  zdznami, piipadné poZadat
poskytovatele zdravotnich sluZeb, aby zdznamy byly
odesldny na pfimétené ndklady zadavatele na urcité
misto. V piipad€, Ze zadavatel neprojevi zdjem o
pokraCovani v archivaci ¢i odeslani zdznamti, budou
veskeré studijni zdznamy po uplynuti archiva¢ni doby
skartovdny  poskytovatelem zdravotnich sluZeb
v souladu s pfisluSnymi pravnimi ptredpisy.

S vyhradou pozadavkl oddilu tykajictho se divérnych
informaci si poskytovatel zdravotnich sluzeb a
zkousSejici mohou ponechat v drZeni archivni kopii
divérnych informaci, které sestavaji z veSkerych
udajii, dokumentd nebo informaci souvisejicich
s plnénim této smlouvy, a to pouze Vv rozsahu
nezbytném pro kontrolni, pravni ¢i pojistné tucely.

PRSIUPKZAZNAMUM A AUDIIY

Spole¢nost Medpace a/nebo zadavatel bude mit pravo
kontrolovat pribéh studie, a to v prostorach
poskytovatele zdravotnich sluzeb a v pfiméfenych
terminech po dobu platnosti této smlouvy. Pred
jakoukoli inspekci bude hlavni zkouSejici informovan
spolecnosti Medpace a/nebo zadavatelem o datu a
Case auditu, monitorovaci ndvstévy nebo inspekce.
Predstavitelé spolecnosti Medpace a/nebo zadavatele
mohou kontrolovat a/nebo si vyzadat kopie tudaju
odvozené z této studie a hlavni zkouSejici takové
udaje poskytne bezodkladng. Poskytovatel
zdravotnich sluzeb bude spole¢nost Medpace a/nebo
zadavatele telefonicky a ndsledn¢ 1 pisemné
informovat o jakychkoliv vyznamnych zménich, ke
kterym v pribéhu studie dojde, a to mimo jiné o
zméndch persondlu studie a hlavniho zkouSejiciho
nebo ve fyzické lokalite, kde je studie vykondvéna.

6.1.1  Poskytovatel zdravotnich sluzeb nebo
zkousejici musi okamZit¢ od obdrzeni
informace o jakychkoliv inspekcich
statnich ¢i kontrolnich dfadu, o nichZ se
v souvislosti se studii dozvi, poskytnout
spolecnosti  Medpace a zadavateli
pisemné ozndmend, bezodkladné.
Spole¢nost Medpace a zadavatel maji
pravo zucastnit se jakychkoli takovych
inspekci a  dostanou  pfileZitost
poskytnout, posoudit a pfipominkovat
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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 this
inspection.

7 COSKSAND PAYMENTSCHEDUE

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 and/or Principal
Investigator 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 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 and Principal Investigator agrees not to bill

jakékoli odpovédi, které mohou byt
nezbytné.  Poskytovatel  zdravotnich
sluZeb nebo zkousSejici dédle spolecnosti
Medpace a zadavateli poskytnou kopie
vSech materiala, korespondence,
prohlaseni, formulaft a zdznamu, které
poskytovatel zdravotnich sluzeb a/nebo
zkouSejici v souvislosti s takovou
inspekci obdrZi nebo ziskaji.

7 NAKIADY A ROZVRHPIATEB

Jako odména za fddné provadéni studie poskytovatelem
zdravotnich sluzeb a hlavnim zkouSejicim podle
podminek této smlouvy a po schvileni zadavatelem
bude spolecnosti Medpace nebo jejim povéfenym
zastupcem provedena thrada ptfijemci platby (ddle jen
.pfijemce platby*) oznadenému v PRILOZE A
pripojené k této smlouveé a zaclenéné do ni odkazem.
Pi{jemce platby od spolecnosti Medpace €i ji povéfené
osoby pfijme dhradu ve prospéch piijemce platby jako
plnou kompenzaci za poskytnuté sluzby. Vsechny
ndklady uvedené v PRILOZE A jsou u&tovdny v
pfiméfené trzni hodnoté poskytnutych sluzeb a
zlistanou neménné po celou dobu trvédni studie, pokud
se smluvni strany pisemné nedohodnou jinak. Vyjma
plateb uvedenych v PRILOZE 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 hodnoceni, které byly
randomizovany do studie v rozporu s protokolem, které
nesplnuji kritéria protokolu pro zarazeni a vytazeni
nebo u nich dojde v jejich piipadé k zdvaznym
odchylkdm od protokolu, nebude spole¢nosti Medpace
ani zadavatelem poskytnuta 7Zadnd dhrada. Rozpocet
uvedeny v PRILOZE A zahrnuje viechny platné dang.
DPH se neuplatiiuje, protoZze spolecnost Medpace ma
sidlo vUSA. V piipadé¢, Ze bcéhem platnosti této
smlouvy dojde k jakymkoli zméndm v zdkoné¢ o DPH
nebo budou vyZadovadny srdzky podle jinych zdkoni,
DPH nebo tyto srdZzky budou hrazeny stranou, kterd za
to ze zdkona nese odpov&dnost. Dle této smlouvy
provede spolecnost Medpace, jakoZto platce zastupujici
zadavatele, dhradu pfijemci platby z vdzaného uctu
poskytnutého zadavatelem. Bez ohledu na vyse uvedené
muze spolecnost Medpace vydat pisemny dodatek
podepsany pouze spolecnosti Medpace za tcelem
zvySeni ndkladi studie tak, jak je to popsdno Vv
PRILOZE A.

Poskytovatel zdravotnich sluZeb a zkousejici souhlasi,
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insurance companies or other third party payors
(including government) for costs paid to Institution and
Principal Investigator (for services provided or
procedures required by the Protocol).

8 TERM AND TERMINATION

8.1 This Agreement become valid by date of last
signatory sign it and 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.
Any Party may terminate this Agreement
immediately upon written notices for 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 and/or Principal Investigator
(as applicable in the particular case) shall without
undue delay refund to Medpace or shall cause Payee
to refund all payments made by Medpace under the
Schedule A, which the Institution and/or
Investigator have/has not earned according to the
conditions of this Agreement.. 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.

8.4 Upon completion or termination of this Agreement,
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.

8.5 Upon completion or termination of this Agreement,
Institution and Principal Investigator shall, upon
Medpace’s request, return or destroy all documents,

information, and/or supplies, including, but not

Ze nebudou uctovat pojistovnam nebo jinym platcim
(véetn¢  vladnich  instituci), platby  uhrazené
poskytovateli zdravotnich sluzeb a zkouSejicimu (za
poskytované sluzby nebo prostupy poZadované
protokolem)

8 PIAINOSTSMIOUVY A JEJi UKONCENI

8.1 Tato smlouva vstoupi v platnost dnem podpisu
zéstupce posledni smluvni strany a v ucinnost k datu
ucinnosti, a pokud nedojde k jejimu predcasnému
ukonceni dle tohoto oddilu, bude v platnosti az do
dokoncenf studie.

Kterdkoli ze smluvnich stran miiZze tuto smlouvu
ukonCit v pifipadé, Ze ji druhd strana zdvaZznym
zpisobem porusi a nezajisti ndpravu do tficeti (30)
dnti po obdrzeni pisemného ozndmeni druhé strany, v
ném7 tato podrobné¢ uvede povahu poruseni.
Kterdkoliv ze stran miize tuto smlouvu ukoncit s
okamzZitou platnosti na zdkladé¢ pisemného oznidmeni
problému s bezpec¢nosti nebo v piipadech popsanych
v platnych zakonech.

8.2

8.3 Spolecnost Medpace muze tuto smlouvu kdykoliv
ukoncit na zaklad¢ tficetidenni (30) pisemné vypovédi
predané poskytovateli zdravotnich sluZzeb a hlavnimu
zkouSejicimu. Kromé piipadu ukonceni z davodu
zdvazného poruseni ze strany poskytovatele
zdravotnich sluZeb bude spolecnost Medpace povinna
uhradit pfijemci platby vyhradné ty polozky, které
jsou stanoveny v Piiloze A které vznikly pfed datem
ukonceni. Poskytovatel zdravotnich sluZeb a/nebo
zkousSejici (dle podminek konkrétniho ptipadu) je
povinen spolecnosti Medpace vrétit nebo zajistit, aby
piijemce plateb vritil, vSechny platby na vyplacené
spolecnosti Medpace dle Piilohy A, na které
poskytovatele zdravotnich sluzeb a/nebo
zkouSejicimu nevznikl ndrok na zdkladé podminek
této smlouvy. Strany se dohodly, Ze v pftipadé
porusSeni této smlouvy bude strana, kterd se poruseni
nedopustila, oprdvnéna domdhat se souvisejicich
vydajii a nakladi na pravni sluzby.

8.4 Po splnéni ¢i ukonceni této smlouvy nebude
spoleCnost Medpace v Zidném piipadé povinna
uhradit jakékoli faktury pifedloZené po uplynuti
obdobi pro ptedloZzeni zdvéreCnych faktur, jak je

stanoveno v PRILOZE A.

Po ukon¢eni nebo vypovédi této smlouvy
poskytovatel zdravotnich sluzeb a hlavni zkouSejici
na zadost spolecnosti Medpace vrati zadavateli nebo
spolecnosti Medpace veskeré dokumenty, informace
a/nebo materidly, mezi néZ mimo jiné patii hodnocené

8.5
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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, to Sponsor or Medpace within
thirty (30) days. If Medpace requests that such
documents, information or supplies be destroyed,
Institution or Principal Investigator, as applicable,
agrees to destroy same and provide Medpace with
written certification of such destruction. Unused
Study Drug must not be used or sold by the
Institution and or Principal Investigator. 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.

1écivé piipravky a souvisejici zafizeni, ddaje ze
studie, vybaveni a jakékoli biologické vzorky ¢i jiné
materidly poskytnuté spolecnosti Medpace nebo
zadavatelem pro provadéni studie, piipadné tyto znici,
a to do triceti (30) dnd. VyZzada-li si spolecnost
Medpace zniceni takovych dokumentd, informaci ¢i
materiald, poskytovatel zdravotnich sluzeb nebo
hlavni zkousejici budou souhlasit s jejich zni¢enim a
spole¢nosti Medpace o znifeni poskytnou pisemné
osvédceni. Poskytovatel zdravotnich sluZzeb nebo
hlavni zkouSejici nesmi pouZivat nebo prodat
nespotiebovany hodnoceny 1éCivy piipravek. Oddily
tykajici se davérnych informaci, uchovavani
zaznamu, pifstupu k zdznamim a auditim, ndkladd a
rozvrthu plateb, platnosti a ukonceni, duSevniho
vlastnictvi, zvefejnéni a propagace, odskodnéni a
pojisténi, ustanoveni proti udplatkim a Kkorupci,
ustanoveni razné i oddily 1.1 a 1.2 zlstanou v
platnosti 1 po ukonceni ¢i vyprSeni platnosti této
smlouvy.

8.6 The Parties hereby acknowledge and agree that in | 8-6 Smluvni strany berou na védomi a souhlasi, Ze
case of fulfilling or terminating this Agreement, any Jakd(?}w mnozstvi nevyuZitého  zdravotnického
quantities of unused medicinal products shall be materidlu, bude vrceno zadavateli.
returned to the Sponsor.

9 INTHIECTUALPROPERIY 9 DISEVNIVIASINKCIVI

9.1 For purposes of this Agreement: 9.1 Pro udely této smlouvy:

9.1.1 “Designee”  means any  person 9.1.1 ,,PovéFenou osobou“ se rozumi kazdi
designated by the Sponsor in writing osoba pisemné povéfend zadavatelem k
who undertakes activities on behalf of provadéni ¢innosti souvisejicich se studif
the Sponsor in relation to the Study, jménem zadavatele. Povéfenou osobou
which may include an Affiliate or miZe byt pfidruZend spolecnost nebo
Medpace. spole¢nost Medpace.

9.1.2  “Developed Technology” means any 9.1.2 ,.Vyvinutou technologii“ se rozumi
inventions, discoveries, improvements veskeré vyndlezy, objevy, zlepSeni nebo
or developments made by the vysledky vyvoje u¢inéné poskytovatelem
Institution, the Principal Investigator or zdravotnich sluZeb, hlavnim zkouSejicim
any Study site personnel (whether nebo pracovniky studie (at’ uZ samostatné
solely or jointly with others) in the nebo ve spoluprdci s ostatnimi) v
course of or as a result of the Study and pribéhu studie nebo jako jeji vysledek,
that are directly related to the Study které piimo souvisi s hodnocenym
Drug, or the use thereof. 1é¢ivym  pfipravkem  nebo  jeho

pouZzivanim.

9.1.3  “Intellectual Property” means any and 9-1.3 ,,Dvuses/fmm/ VlaStn}CtVlfn“ se rozqml’
all rights in and to ideas, formulae, vesk/eraoprava k papfidum, recepturam,
inventions, discoveries, know-how, \jyng}ezum, ob’Je/\/um, know—how,
data, databases, documentation, reports, uda;ur,n, databaz.l,m: doku}menta}m,
materials, writings, designs, computer zpravam, m::}terlzzlum, _pisemnym
software, processes, principles, podkladim, na:vrhun}, ,p001tacove/mu
methods,  techniques and  other SOftW?r?’ procesum, .Zasadam,,metovdamv,
information, including patents, technikdm a dal$im informacim, vcetné
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trademarks, service marks, trade names,
registered designs, design rights,
copyrights and any rights or property
similar to any of the foregoing in any
part of the world, whether registered or
not, together with the right to apply for
the registration of any such rights.”

9.1.4  “Study Documentation” means all
records, accounts, notes, reports, data
and ethics communications
(submission, approval and progress
reports), collected, generated or used in
connection with the Study and/or Study
Drug, whether in written, electronic,
optical or other form, including all
recorded original 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.

patentil, obchodnich zndmek, sluZebnich
znamek, obchodnim jméntim,
registrovanym navrhtim, prav k navrhtim,
autorskych prdv a dalSich prdv nebo
majetku  podobnych vySe uvedenym
kdekoliv na svété, s registraci ¢i bez
registrace, spolecné s prdvem poZidat o
registraci téchto prav.

,,Dokumentaci ke studii“ se rozumi
vSechny zdznamy, ucty, pozndmky,
zprdvy, tdaje a komunikace s etickou
komisi (podédni, schvédleni a zprivy o
pokroku), shromdzdéné, vytvofené nebo
pouZzivané v souvislosti se studii a/nebo
hodnocenym léCivym piipravkem, at’ uz
v pisemné, elektronické, optické nebo
jiné forme, vcetné vSech zapsanych
pivodnich pozorovdni a pozndmek ke
klinickym aktivitim, jak jsou (e)CRF
[elektronické formulare zaznamu
subjektu  hodnoceni nebo formulife
zdznamu subjektu hodnoceni] a vSechny
dal§i zprdvy a zdznamy potiebné pro
vyhodnoceni a rekonstrukci studie.

9.1.4

9.2 Except as expressly set out in this Agreement, no | 9.2 Vyjma situaci vyslovn¢ uvedenych v této smlouve,
Party nor the Sponsor shall acquire any right, title or 7adn4 strana ani zadavatel nenabydou pravo, podil ¢i
interest in or to the Intellectual Property of any of zdjem k duSevnimu vlastnictvi jiné strany nebo
the other Party or that of the Sponsor. zadavatele.

9.3 The Sponsor shall own all rights and title in any | 9.3 Zadavatel je vlastnikem vSech prdv a ndrokd k
Intellectual Property arising from the Study or veskerému duSevnimu vlastnictvi vzniklych ze studie
relating to the Study Drug, any Developed nebo souvisejici s hodnocenym 1é€ivym ptipravkem,
Technology and the Study Documentation, except to vyvinuté technologii a dokumentaci ke studii, vyjma
the extent that the Institution and Investigator are rozsahu, v jakém jsou poskytovatel zdravotnich
required to retain any Study Documentation in sluzeb a zkouSejici povinni uchovat dokumentaci ke
accordance with the Applicable Laws. The studii v souladu s platnymi zdkony. Poskytovatel
Institution and the Investigator shall promptly zdravotnich sluZeb a zkouSejici bez odkladu existenci
disclose any such Intellectual Property to the tohoto duSevniho vlastnictvi ozndmi zadavateli a
Sponsor and Medpace in writing or in such other spolecnosti Medpace, a to pisemné nebo v jiném
format as the parties may agree. formétu, ktery si strany dohodnou.

9.4 9.4 V rozsahu moZzného budouctho postoupeni se

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 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

poskytovatel zdravotnich sluzeb a hlavni zkouSejici
zavazuji postoupit vSechna prdva, ndroky 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 vlastnictv{
na zadavatele (nebo jim povéfenou osobu) po jeho
vytvofeni, a pfijmou vSechny pfiméfené nutné kroky,
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9.5

10

take all steps as are reasonably required in order for
the Sponsor to enjoy the full benefit of the rights
assigned under this Section.

The Institution and Principal Investigator shall agree
that their activities under the CSA fall outside the
scope of any activities that they have agreed to
perform for, or which are funded by, any relevant
regulatory authority.

PUBIICATONSAND PUBIICTIY

10.11t is understood that the Study is part of a

multicenter trial, and Institution may publish the
results of its part of the Study in collaboration with
the other investigators, but in complete compliance
with this section and with the Confidential
Information  section. After the multicenter
publication or eighteen (18) months after completion
of the Study, whichever occurs first, Institution may
itself publish the results of the Study. Institution and
Investigator shall provide Sponsor and Medpace
with an advance copy of any proposed publication or
oral presentation at least sixty (60) days prior to the
planned date of submission or presentation and
Sponsor shall have sixty (60) days to review the
proposed publication for the purposes described
below. Sponsor and Medpace may request in
writing, and Institution shall agree to, (a) the
deletion of any Confidential Information, (b) any
reasonable changes requested by Sponsor or
Medpace, or (c) a delay of such proposed
submission for an additional period, not to exceed
ninety (90) days, in order to protect the potential
patentability of any technology described therein.
Sponsor, at its election, shall be entitled to receive in
any such publication an acknowledgement of its
sponsorship of the Study.

10.2No 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.

10.3Medpace takes into account that the Parties are

obliged to publish the Agreement in accordance with
the Czech Republic Collection of Laws, Act
n0.340/2015 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”).

9.5

10

aby zajistili, Ze =zadavatel smi poZivat prdva
postoupend dle tohoto oddilu v plném rozsahu.

Poskytovatel zdravotnich sluzeb a hlavni zkouSejici
souhlasi, Ze jejich ¢innosti upravené touto smlouvou o
klinické studii nejsou zahrnuty v rozsahu c¢innosti,

které se zavazali provadét pro piislusny kontrolni dfad
nebo které tento drad financuje.

ZVEREINENIA PROPAGACE

10.1Strany jsou srozumény s tim, Ze studie je soucdsti

multicentrického hodnoceni a zdravotnické zafizen{
muiZe publikovat vysledky své casti studie ve
spolupraci s ostatnimi zkousSejicimi, avSak zcela v
souladu s touto Casti a s Casti Duvérné informace.
Zdravotnické zafizeni samo miZe zvefejnit vysledky
studie po multicentrické publikaci nebo osmndct (18)
meésict po dokonceni studie podle toho, kterd moZznost
nastane dfive. Zdravotnické zafizeni poskytne
zadavateli a spoleCnosti Medpace piedem kopii
jakychkoli navrhovanych publikaci nebo dustnich
prezentaci, a to nejméné Sedesat (60) dnil pied
plénovanych datem odevzddni nebo prezentace, a
zadavatel bude mit Sedesat (60) dnli na to, aby
navrhovanou publikaci zkontroloval pro nize uvedené
ucely. Zadavatel a spole¢nost Medpace mohou
pisemné poZidat a zdravotnické zafizeni bude
souhlasit s (a) vymazdnim divérnych informaci, (b)
odivodnénymi zménami poZadovanymi zadavatelem
nebo spole¢nosti Medpace nebo (c) odloZzenim
navrhovaného ptredloZeni o dalsi obdobi, které nebude
delsi nez devadesat (90) dnii, aby bylo mozZno
ochranit potencidlni patentovatelnost technologie
popsané v danych materidlech. Zadavatel bude mit dle
své volby ndarok mit v kazdé takové publikaci
podékovani za sponzorovani studie

10.2Z4dn4 smluvni strana nebude s vyjimkou piipadu, kdy

to pozaduji zdkony, pouZivat jméno druhé smluvni
strany ani nebude vydavat jakédkoli vefejna prohlaseni
tykajici se této smlouvy ani zvefejiiovat informace o
studii, pokud k tomu nebude mit pfedem pisemné

svoleni druhé smluvni strany. Toto piedem
poskytované povoleni nesmi byt bezdivodné
zadrZovano.

10.3.Spolecnost Medpace bere na védomi, Ze smluvni

strany jsou povinny uvefejnit tuto smlouvu v souladu
se zédkonem ¢. 340/2015 Sb., o zvlastnich podminkdch
ucinnosti nékterych smluv, uvetejiiovani téchto smluv
a o registru smluv (ddle jen ,,zdkon o registr smluv®) a
(déle jen ,,registr smluv*).

10.3.1  Za Ucelem splnéni podminek zdkona o
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10.3.1  Should this Agreement meet the registru smluv, se Smluvni strany se
requirements of the Act for publication dohodly, Ze poskytovatel zdravotnich
on the Contracts Registry, Parties agree sluZeb uvetejni kopii konecné verze této
that the Institution shall publish a copy smlouvy vregistru smluv. Pro ucely
of the fully executed Agreement in the uvefejnéni pfipravi spole¢nost Medpace
Contracts Registry as required by the kone¢nou verzi smlouvy v strojové
Act. In order for Institution to comply ¢itelném formdtu v elektronické podobé s
with the Act, Medpace shall, within podbarvenym textem smlouvy, které
execution of this Agreement, which povazuje Medpace a Zadavatel za
Medpace shall prepare and provide to obchodni tajemstvi, a poskytne ji bez
the Institution for this purpose a zbyte¢ného odkladu pifi podpisu této
machine-readable, electronic copy of smlouvy  Poskytovateli  zdravotnich
the fully executed Agreement, with sluZzeb. Spole¢nost Medpace zaSle tuto
marked legal language that Medpace verzi smlouvy na emailovou adresu
and Sponsor consider as trade secret. dasa.prokupkova@fnhk.cz. Ozndmeni o
Medpace shall send such copy to the e- uvefejnéni smlouvy bude spravcem
mail address registru zasldno na e-mailovou adresu
dasa.prokupkova@fnhk.cz. Notification . V ptipad¢e, Ze
about publication of the Agreement by poskytovatel zdravotnich sluzeb
shall be sent by the registry neuvefejnilo smlouvu do 30 dnl od
administrator to the e-mail address jejtho uzavieni, spole¢nost Medpace

In the event bude mit pravo tuto smlouvu uvefejnit.
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.
) o S ) 10.3.2  Jakékoliv informace finan¢niho

10.3.2 Any financial information included in charakteru uvedené v této smlouve,
this Agreement, inpluding Schedgle A véetné Piloha A (finanéni piiloha)
.(Budget). constitutes proprietary predstavuje majetkové informace
information of Medpace and Sponsor spole¢nosti Medpace a Zadavatele a
and is not required under the Act to be nebude v registru smluv uvefejnéna. Bez
published in the Contracts Registry. ohledu na vyse uvedené, je odhadovand
Notwithstanding the foregoing, the celkovdi mo¥nd &dstka, kterd bude
est'imated total possible amgunt to be zaplacena podle smlouvy, je 557 380 K&
paid under th.e Agreement is 557.380 (za ptedpokladu, Ze bude dosaZeno
CZK (assumlng the. Study ~ patient stanoveného cile pro zatfazeni subjektl
enrollment goal is achieved), and shall hodnoceni do studie, tato &dstka bude
be published in Contracts Registry. uvefejnéna v registru smluv.

10.3.3  Spolecnost Medpace je povinna smlouvu

10.3.3 Medpace shall be responsible for pfed jejim uvefejnénim v registru sml/uv
redacting any financial information redigovat. onlsk/yt(z\//ate} Zdra.VOthl}
from the Agreement before publication sluzeb neuvetejnt zadncj, nf:red1govane
in the Contracts Registry. Institution .v.er/ze na /v&?bovych strflnkach nebo v
shall not publish any non-redacted JlflyCh /medu, dokudvpred_em neobdr
versions on any websites or other media pisemny souhlas spolecnosti Medpace.
without obtaining Medpace’s prior
written consent.

10.4Bez ohledu na vySe uvedené skuteCnosti nebude
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10.4 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).

11 NOTCES

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

74dnd z ¢4sti obsahu této smlouvy brdnit v registraci
studie na portdlu www.clinicaltrials.gov ani v jiném
obdobném registru, vcéetné vSech informaci
vyZadovanych jednotnymi poZadavky Mezindrodniho
vyboru $éfredaktori 1ékaiskych ¢asopisii na piispévky
uréené pro zvetejnéni v biomedicinskych cCasopisech
platnymi v den zahdjenf studie (viz www.icmje.org).

11 OZNAMENI

Jakékoli ozndmeni vyzadované ¢i dovolené dle této
smlouvy musi byt u€¢inéno pisemné¢ a bude povaZzovano
za dorucené tii (3) dny po odeslani, pokud bude zasldno
doporuenou poStou nebo poStou s potvrzenym
dorucenim, s piedplacenym poStovnym nebo poStovni
dorucenkou, nebo (1) den po odesldni, pokud bude
odesldno expresni kuryrni sluzbou ¢i faxem /
elektronickym pfenosem. Poskytovatel zdravotnich
sluZeb a zkousSejici budou déle pisemné (email je pro
ucely tohoto oddilu povaZzovan za pisemnou formu)
informovat spole¢nost Medpace o jakychkoliv zménéch
jména pifjemce platby na strané poskytovatele
zdravotnich sluzeb/ zkouSejiciho, pfipadné jejich adres,
DIC, firemnich adres &i ndzvi spole¢nosti. Jakékoliv
takové ozndmeni bude ucinéno piedstavitelem
poskytovatele zdravotnich sluZzeb a/nebo piipadné
zkousejicim, ktery mé stejnou ¢i veétSi pravomoc nez
pfedstavitel poskytovatele zdravotnich sluZeb a/nebo
piipadné zkouSejici, ktery jménem poskytovatele
zdravotnich sluzeb tuto smlouvu podepisuje. Veskera
ozndmeni musi byt adresovdna kontaktnim osobdm
uvedenym nize:

IF TO MEDPACE/ PRO SPOIECNOST
MEDPACE:

Medpace ClnicalResearch IIC
Attention General Counsel
5375 Medpace Way
Cincinnati, OH 45227

United Statesof America

So kolska 581

Kralové
Czech Republic

IFTO IF TO PROVIDER/ PRO
PO SKY'TO VA TELE ZDRA VO 'INIC H SIUZEB:

Fakultninemocnice Hradec Krdlové
IlegalDepartment - Pdvniodbor

500 05 Hradec Krdalové — Novy Hradec

IFTO SPONSOR/ PRO ZADAVA'IELE:

WO CKHARDTBIO AG,
Grafenauweg 6,

6300 Zug, Switze dand

Phone: +41-417275220
Fax: +41-417275221
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12 HHCTRONIC SIGNATURES

Institution and Principal Investigator consent to
electronic communication and electronic signatures
being equal to signatures inked on paper. Institution
and Principal 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 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 this Agreement
and for any amendment to this Agreement, which
needs to be executed in written form and properly
signed by authorized person.

13 INDEMNIHCATION 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 Principal Investigator, Institution and/or
their agents, employees and representatives.

13.2 Institution and Principal Investigator are responsible

12 HEKIRONICKEPODPSY

Poskytovatel zdravotnich sluzeb a hlavni zkouSejici
souhlasi s tim, Ze elektronickd komunikace a
elektronicky podpis maji stejnou platnost jako
vlastnoruéni podpisy na dokumentech v tiSténé
podobé. Poskytovatel zdravotnich sluzZeb a hlavni
zkouSejici berou na védomi a souhlasi s tim, Ze
elektronickd komunikace je pfijatelnym zplsobem,
kterym muZe spoleénost Medpace nebo jini smluvni
dodavatelé spolecnosti Medpace nebo zadavatele,
kteti poskytuji elektronické materidly pro potieby
studie poskytovateli zdravotnich sluzeb, sd¢lovat
informace poskytovateli zdravotnich sluZzeb a
hlavnimu zkouSejicimu, aniz by bylo nutné o obsahu
sdéleni informovat v tisténé podobé. Jakdkoli sdéleni
a ndsledny elektronicky podpis, ke kterym mezi
smluvnimi stranami doSlo v minulosti, dochazi v
soucasnosti ¢i dojde v budoucnosti, budou mit stejnou
platnost a ucinnost jako dokumenty vlastnoru¢né
podepsané v tiSténé podob&. Elektronicky podpis
mimo jiné zahrnuje naskenovanou kopii podpisu,
podpis strojopisem nebo pozadavek kliknuti myS$i na

ikonu ¢i tlaéitko ,,Souhlasim®. VeSkera sdéleni
poskytnutd  spolecnosti Medpace poskytovateli
zdravotnich sluzeb a hlavnimu zkouSejicimu v

elektronické podob€¢ budou poskytnuta jednim z
nasledujicich zplsobi: (1) prostfednictvim e-mailové
zpravy se zadosti o stdhnuti souboru ve formatu PDF
¢i DOC, ktery sdéleni obsahuje, nebo (2) v ptipadé
licen¢ni dohody bude tato poskytnuta bezprostiedné
pred pfihlasovaci obrazovkou aplikace ClinTrak.
Poskytovatel zdravotnich sluzeb a hlavni zkouSejici
maji moZnost ziskat elektronickou komunikaci v
tiSténé podobé tak, Ze si ji sami vytisknou, pfipadné
pozadaji spolecnost Medpace o jeji zaslani poStou, a
to za predpokladu, Ze k takovému poZadavku dojde v
pfiméfené dobé po prvnim odeslani elektronické
komunikace spolecnosti Medpace.

Vyse uvedené neplati pro tuto smlouvu a veskeré jeji
dodatky, které musi byt v pisemné, listinné podobé& a
podepsany odpovédnymi osobami.

13 ODSKODNENIA POJSIENT

13.1Zadavatel odSkodni poskytovatele zdravotnich
sluzeb podle podminek samostatné dohody o
odSkodnéni mezi zadavatelem a poskytovatelem
zdravotnich sluzeb. Spolecnost Medpace nem4
Zadnou povinnost odSkodnit hlavniho zkousejiciho,
poskytovatele zdravotnich sluzeb a/mebo jeho
z4stupce, zaméstnance a predstavitele.

13.2 Poskytovatel zdravotnich sluZeb a hlavni zkouSejici
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for their own alleged negligence or negligence or
alleged willful misconduct or willful misconduct of
Institution, Principal Investigator or Study Personnel
in performing their obligations under this
Agreement; or the failure of Institution, Principal
Investigator 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 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 paragraph
52 section 3 letter f of Act 372/2007 Coll. as
amended, 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.

13.4 Institution shall maintain insurance as required by
paragraph 45 section 2, letter n, of Act 378/2011
Coll. as amended, with limits consistent with
statutory minimum amounts. Provider 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 Principal
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 Principal Investigator 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.

nesou odpovédnost za vlastni nevédomou i védomou
nedbalost nebo nepfimé ¢i  pfimé umyslné
protiprdvni  jedndni poskytovatele zdravotnich
sluzeb, hlavniho zkouSejictho nebo pracovniki
studie pfi plnéni zdvazkl plynoucich z této smlouvy
nebo z poruSeni ustanoveni této smlouvy, protokolu,
pisemnych pokynl spolecnosti Medpace nebo
zadavatele k této studii nebo platnych predpist ze
strany poskytovatele zdravotnich sluZzeb, hlavniho
zkousejictho nebo pracovniki studie.

v

13.3Zadavatel  prohlasuje, Ze pro zkouSejictho,
pracovniky studie a sebe sama uzaviel pojisténi
odpovédnosti za Skodu vzniklou tieti strané v
souvislosti s provadénim dotcené studie v souladu s
ptisluSnymi zdkony tedy v souladu s ustanovenim §
52 odst. 3 pism. f) zdkona ¢. 378/2007 Sb., pficemz
takové pojisténi bude kryt zejména nédklady na 1écbu
subjekti hodnoceni, kterd souvisi s jakoukoliv
Ujmou na zdravi zptisobenou subjektim hodnoceni v
souvislosti s jejich ucasti ve studii. Zadavatel bude
udrZovat zminéné pojisténi v platnosti po dobu
trvani smlouvy, a je-li to poZadovano piislusnymi
zdkony, pak i v prabéhu piislusného obdobi
ndsledujiciho po dokonéeni studie.

13.4Poskytovatel zdravotnich sluzeb musi udrZovat
pojisténi, jak je pozadovano dle § 45 odst. 2 pism. n)
zakona ¢. 372/2011 Sb., o zdravotnich sluZzbach, ve
znéni pozdé€jsich predpisi s limity v souladu se
statutdrnimi minimdlnimi c¢astkami. Poskytovatel
zdravotnich sluZeb je povinen udrzovat toto pojistné
kryti po celou dobu trvani této smlouvy, a jesté dalsi
dva roky poté. Doklad o zminéném pojisténi je tfeba
na vyzadani predloZit spolecnosti Medpace.

14 ZAKAZCINNOSI

Poskytovatel zdravotnich sluzeb prohlasuje, zZe ani
jemu, ani hlavnimu zkouSejicimu, ani nikomu z jeho
vedeni, ani Zddnému jinému zameéstnanci nebo
nezavislym dodavatelim ¢i zastupctim, ktefi budou
jakkoli zapojeni do studie, nebyla Zddnym kontrolnim
uradem zakdzana cinnost. Poskytovatel zdravotnich
sluzeb a/nebo hlavni zkouSejici okamZité pisemné
ozndmi spolecnosti Medpace, pokud se dozvi
o jakémkoli takovém zdkazu c¢innosti, hrozb¢ zdkazu
¢innosti nebo o odsouzeni ¢i jiné zdleZitosti, jejichz
disledkem by mohl byt jakykoli takovyto zdkaz
¢innosti. Spolecnost Medpace muze po pfijeti
takového ozndmeni, nebo pokud se jinak dozvi
o jakémkoli zdkazu Cinnosti, hrozbé zdkazu Cinnosti
nebo o odsouzenf ¢i jiné zaleZitosti, jejichZ disledkem
by mohl byt jakykoli takovy zdkaz Cinnosti, ukoncit
tuto smlouvu v souladu s oddilem Platnost smlouvy
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15 ANTEBRIBERY/ ANTECORRUPION

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

16 ASSIGNMENTAND DHH>ATON

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 Principal Investigator
without the prior express written consent of Medpace.
Any attempt made by Institution or Principal
Investigator to assign or delegate this Agreement in
violation of this section shall be of no force or effect.
Institution and Principal Investigator acknowledge
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.

a jeji ukonceni.

15 USIANO VENIPROTTUPIATKUM A KORUPCI

Pfi plnéni svych povinnosti podle této smlouvy zadn4
strana ani Zzadny ze zastupcl stran nezaplati,
nenabidne ani neslibi, Ze zaplati, ani neschvali
zaplaceni jakékoli penéZni Cédstky, ani neposkytne
nebo neslibi, ze poskytne, ani neschvdli poskytnuti
jakékoli sluzby nebo ¢ehokoli jiného hodnotného, a to
ani pfimo, ani prostfednictvim tfeti strany, Zadnému
zéastupci nebo zaméstnanci jakéhokoli orgdnu statni
sprdvy nebo vykonného orgidnu nebo vefejné
mezindrodni organizace nebo jakéhokoli tdfadu C¢i
jejich oddéleni za tcelem upldceni a nemistného (i)
ovlivilovani jedndni nebo rozhodovani takové osoby v
jeji uredni funkci, v€etné rozhodnuti, Ze bude chybné
vykondvat své funkce pro takovy vladni dfad nebo
vykonny orgén nebo vefejnou mezinidrodni organizaci
nebo politickou stranu, (ii) zplisobeni, Ze tato osoba
vyuZzije svého vlivu ve vladnim tdfadu nebo vykonném
orgdnu nebo ve vefejné mezindrodni organizaci nebo
v politické strané k ovlivnéni jejich jedndni nebo
rozhodovani, nebo (iii) zajiSténi jakékoli nepatiicné
vyhody; avSak za ptfedpokladu, ze predchazejici
prohldSeni se nebude vztahovat na jakoukoli
usnadilujici nebo urychlovaci platbu pro ciziho
urednika, politickou stranu nebo funkcionéfe strany,
jejimz udcelem je urychlit nebo zajistit provedeni
bézné ufedni cCinnosti cizim tfednikem, politickou
stranou nebo funkciondfem strany.

16 POSIOUPENIA PREVEDENI

Tato smlouva bude zdvaznd pro smluvni strany této
smlouvy, jejich néstupce a povolené nabyvatele
a v jejich prospéch. Tato smlouva a vSechna prava,
povinnosti a zdvazky z ni vyplyvajici nesmi byt

poskytovatelem zdravotnich sluzeb ani hlavnim
zkousejicim  postoupeny ani delegovidny bez
pfedchoziho  vyslovného  pisemného  souhlasu

spolecnosti Medpace. Jakykoli pokus poskytovatele
zdravotnich sluZeb ¢i hlavniho zkouSejiciho postoupit
nebo delegovat tuto smlouvu v rozporu s timto
oddilem nebude platny ani uc¢inny. Poskytovatel
zdravotnich sluZzeb a hlavni zkouSejici berou na
védomi, Ze spolecnost Medpace je oprdvnéna
postoupit nebo delegovat tuto smlouvu nebo
jakoukoliv jeji ¢€dst bez souhlasu poskytovatele
zdravotnich sluZeb avsak je povinnd tuto skutecnost v
souladu se zdkonem ¢. 89/2012 Sb., obcansky
zakonik, oznamit ostatnim smluvnim stranam

17 NEZAVELY SMIUVNIPARINER
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17 INDEPENDENTCONTRACTOR

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 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.

19 MISCHIANHKOUS

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.

19.3  The Parties undertake and agree that legal
proceeding and adjudication of potential disputes,
which cannot be resolved with reconciliation, will be

resolved in the appropriate court in Czech Republic.

Vztah smluvnich stran je vztahem nezdvislych
smluvnich partnerd a nebude vyklddan jako jakykoli
zamg&stnanecky C¢i agenturni vztah mezi smluvnimi
stranami. SpoleCnost Medpace ani zadavatel
neponesou odpovédnost za jakékoli zaméstnanecké
vyhody, penze, odmény pracovnikil, srazky z platu ¢i
zaméstnanecké dané tykajici se poskytovatel
zdravotnich  sluZzeb, hlavniho zkousSejictho ¢i
persondlu studie.

18 ZMENY PROTOKOIU

Protokol miZe byt doplnén pouze z nafizeni
zadavatele a zména podléhd ndslednému schvileni
etické komise a jakychkoli pfisluSnych regula¢nich
orgdnli. Finanéni podminky se z duvodu takovych
Uprav meénit nebudou, pokud smluvni strany tuto
smlouvu piislusnym zptisobem nedoplni.

19 DAISIUSIANO VENI

19.1 Tato smlouva pfedstavuje tplnou dohodu
smluvnich stran a nahrazuje veSkerd pfedchozi
jedndni mezi smluvnimi stranami, dohody nebo
umluvy (dstni ¢i pisemné) tykajici se pfedmétu této
smlouvy. V piipadé jakychkoli rozpori mezi touto
smlouvou a protokolem rozhoduji podminky této
smlouvy. JestliZze n€které ustanoveni této smlouvy je
nebo se stane (i) nelegdlnim podle jakéhokoli
platného zdkona ¢i pfedpisu, (ii) neplatnym nebo
(iii) jinak nevymahatelnym, takovd nelegdlnost,
neplatnost nebo nevymahatelnost nebude mit vliv na
platnost ¢i vymahatelnost kterékoli jiné z podminek
¢i ustanoveni této smlouvy. VeSkerd upusténi od
podminek této smlouvy musi byt ucinéna pisemne¢.
Nevyméahani dodrzovani kterékoli z podminek této
smlouvy neptedstavuje vSeobecné upusténi od nebo
zieknuti se jakychkoli takovych podminek; tyto
naopak vzdy zustavaji plné platné a Gi¢inné.

19.2Tato smlouva se bude fidit a vyklddat v souladu s
pravnimi predpisy Ceské republiky. V piipadé
rozporu mezi Ceskou a anglickou jazykovou verzi
rozhoduje ¢eska verze.

19.3. Veskeré spory a ndroky vznikajici z této Smlouvy
se budou snazit smluvni strany fesit smirnou cestou.
V pifipadé nemoZnosti feSit spor smirnou cestou,
jsou piisluiné soudy Ceské republiky.

19.4Tato smlouva a jakékoli jeji nasledné dodatky budou
vyhotoveny ve tfech (3) stejnopisech a tyto
stejnopisy spolecné tvori jedinou smlouvu a stanou
se zdvaznymi v okamZiku, kdy kterykoli nebo vice z
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19.4 This = Agreement, and any subsequent
amendment(s), shall be executed in three (3)
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.

19.5Parties acknowledge that nor site’s initiation visit
nor Study Drug shipment shall be performed before
the publication of this Agreement in the Contract
Registry.

19.6 Sponsor and/or Medpace is obligated to notify
Institution and Principal Investigator about all newly
approved documents related to this Study.

19.7 All payments shall made to Institution, under terms
stated in Appendix A. Sponsor and Medpace
warrants that they won’t execute any separate
agreement for this Study with Principal Investigator
or other employee of the Institution.

The Study is expected to be conducted
approximately between

19.8

20 SPONSOR

20.1 The Institution and Principal Investigator
acknowledge 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.

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.

téchto stejnopisii této smlouvy, jednotlivé nebo
dohromady, budou opatfeny podpisem kazdé ze
smluvnich stran.

19.5Smluvni strany berou na védomi, Ze nedojde
k inicia¢ni ndvstévé a doddvce hodnoceného 1é¢ivého
piipravku do okamZiku wuvefejnéni konecného
dokumentu v registru smluv.

19.6 Zadavatel, ptipadné¢ Medpace se zavazuji, Ze budou
vCasné informovat poskytovatele zdravotnich sluzeb
a hlavntho zkouSejictho o nové schvélenych
dokumentech ke klinickému hodnoceni.

19.7Veskeré platby budou, jak je stanoveno v Pfiloze A,
poukdziny ve prospéch poskytovatele zdravotnich
sluzeb. Zadavatel a Medpace se zavazuji, Ze
neuzaviou se zkouSejicim ani szidnym jinym
zaméstnancem poskytovatele zdravotnich sluzeb
separdtni smlouvu na toto klinické hodnoceni.

19.80¢ekava se, ze studie bude probihat pfiblizné od

20 ZADAVATEL

20.1 Poskytovatel zdravotnich sluzeb a hlavni zkousejici
berou na védomdi, Ze zadavatel studie financuje studii
a aby spoleCnost Medpace mohla dostit jiz
existujicim smluvnim zavazkim viaci zadavateli, se
strany dohodly, Ze zadavatel a jeho pfidruZené
spolecnosti se maji za obmyslené tieti strany ve
vztahu Kk pravim plynoucim z této smlouvy
(zejména praviim k dusevnimu vlastnictvi dle oddilu
9) a ve vztahu k této smlouvé ma soubéZna
vymahatelnd prdava. Strany berou na védomi, Ze
pfiznani statutu obmyslené treti strany zadavateli a
jeho pridruzenym spole¢nostem piedstavuje pifimy a
podstatny dmysl stran pfi uzavirani této smlouvy. V
rozsahu, v jakém platné pravni pfedpisy neumoZziuji
pfizndni prav plynoucich z této smlouvy piimo
zadavateli, budou takova prava pfizndna spolecnosti
Medpace jménem zadavatele. Bez souhlasu
zadavatele nelze prava dle tohoto oddilu ménit.

Vyjma prav obmySlené tfeti strany piiznanych
zadavateli a jeho pfidruZenym spole¢nostem v této
smlouvé, zadna osoba, kterda neni stranou této
smlouvy, nenabude dle této smlouvy zadnych prav a
nebude oprdvnéna vymdhat kterékoliv ustanoveni této
smlouvy.

IN WITNESS WHEREOF, the Parties hereto have

NA DUKAZ CEHOZ smluvni strany prostfednictvim
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executed this Agreement by proper persons thereunto | k tomu fidné oprdvnénych osob uzaviely tuto
duly authorized and that this Agreement shall be | smlouvu, kterd vstoupi v platnost k datu d¢innosti.
effective as of the Effective Date.

Medpace, onits own behalfand as paymentagent of Sponsor Za spoleCnost Medpace, jejim jménem a jakozto plitce
zastupujici zadavatele

By (signature) / Podepsal(podpis)

Name (printortype)/ Jméno
Ttle / Funkce : Clinical ial Manager/ Mana Ze rklinic k6 ho hodno c e ni

Date / Datum: 15. 11. 2018

Institution/ Poskytovatel zdravo tnic h sluze b
By (signature) / Podepsal(podpis)

prof. MUDr. VladimfrPaliCka, CSc, dr. h. c.
Name (printortype)/ Jméno

Ttle / Funkce: Director/ Reditel

Date / Datum: 4. 12. 2018

Principal Inve stigatoy Zko use jic i
By (signature) / Podepsal(podpis)

Name (printortype)/ Jméno

Ttle / Funkce: Principal Inve stiga to v Zko use jic {

Date / Datum: 4. 12.2018
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