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This clinical study agreement (“Agreement”), | Tato smlouva o  klinickém hodnoceni
effective as of upon publication in the Contracts | (,smlouva™), v G¢innosti ode uvefejnéni

Registry (the “Effective Date”), is entered into by
and among Medpace Clinical Research, LLC, with
its principal office and place of business at 5375
Medpace  Way, Cincinnati, Ohio 45227

("Medpace”), represented by | INEES.

Director, Clinical Operations;
and

Fakultni nemocnici Hradec Kréalové with its
principal office and place of business at Sokolska
581, 500 05 Hradec Kralové — Novy Hradec Krdlové,
Czech Republic ("Institution”), represented by its
director, MUDr. AleS Herman, Ph.D;

and

_ with his/her principal
office and place of business at Fakultni nemocnice
Hradec Krélové, Neurologickd klinika, Sokolska
581, 500 05 Hradec Kralové — Novy Hradec Krdlové,
Czech Republic (“Investigator”). Medpace,
Institution, and Investigator are sometimes
collectively referred to herein each as a “Party” or
collectively as the “Parties”.

v registru smluv (,,datum dc¢innosti”), uzaviena
mezi spolecnosti Medpace Clinical Research,
LLC, se sidlem a provozovnou v 5375 Medpace
Way, Cincinnati, Ohio 45227 (,,Medpace”),
zastoupenou |
feditelem pro klinicky vyvoj;

a

Fakultni nemocnici Hradec Kralové, se sidlem
Sokolskd 581, 500 05 Hradec Kralové — Novy
Hradec Krélové, Ceskd republika
(,,poskytovatel®), zastoupenou MUDr. Alesem
Hermanem, Ph.D., feditelem;

a

I . ¢ adresou

zaméstnani Fakultni nemocnice Hradec Kralové,
Neurologickd klinika, Sokolskd 581, 500 05
Hradec Krilové — Novy Hradec Kralové, Ceska
republika (,,zkousejici”’). Spole¢nost Medpace,
poskytovatel a zkouSejici jsou zde nékdy
spole¢né oznaCovédny kazdy jako ,,strana“ nebo

spole¢né jako ,,strany.
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WHEREAS, NS Pharma, having its registered office
at: 140 East Ridgewood Ave., Suite 280S, Paramus,
NJ 07652, USA Inc. (“Sponsor”) is sponsoring a
clinical study on the compound Viltolarsen (the
“Study Drug”), in accordance with Protocol No. NS-
065/NCNP-01-302, titled A Phase 3, Multi-center,
Open-label Extension Study to Assess the Safety and
Efficacy of Viltolarsen in Ambulant Boys with
Duchenne Muscular Dystrophy (DMD) (the
“Protocol”), and Institution possesses expertise in
the conduct and performance of clinical studies. The
performance of the Protocol shall be referred to
herein as the “Study”’; and

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

WHEREAS, Medpace desires that Institution and
Investigator participate in the conduct of the Study
in accordance with the Protocol and the terms and
conditions of this Agreement, and Institution and
Investigator desire to participate in the conduct of the
Study in accordance with the Protocol and the terms

and conditions of this Agreement.

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

VZHLEDEM K TOMU, Ze NS Pharma, Inc.,
se sidlem na adrese: 140 East Ridgewood Ave.,
Suite 280S, Paramus, NJ 07652, Spojené Stity
Americké (dale jen ,,zadavatel*),zadava klinické
hodnoceni latky Viltolarsen (dale jen ,,hodnocené
1é¢ivo*) v souladu s protokolem ¢. NS-065/NCNP-
01-302 s nazvem ,,Multicentrickda, oteviena,
pokracujici studie faze 3 hodnotici bezpeénost a
ucinnost viltolarsenu u ambulatné lécenych
chlapci s Duchennovou svalovou dystrofii
(DMD)“ (déle jen ,,protokol”) a Ze poskytovatel
ma odborné znalosti v oblasti vedeni a provadéni
klinickych hodnoceni. Provddéni protokolu se v
tomto dokumentu oznacuje jako ,,studie a

VZHLEDEM K TOMU, ze spolecnost
Medpace je smluvni vyzkumnd organizace, kterd
byla zadavatelem povéfena fizenim a sprivou
studie, mimo jiné v¢etn¢ sjedndni a uzavieni této
smlouvy, a

VZHLEDEM K TOMU, Z7e spoleCnost
Medpace si preje, aby se poskytovatel a
zkousSejici podileli na provadéni studie v souladu
s protokolem a podminkami této smlouvy, a Ze
poskytovatel a zkousejici si pfeji podilet se na
provadéni studie v souladu s protokolem a
podminkami této smlouvy.

PROTO, s ohledem na vys$e uvedené a vzdjemné
zavazky a sliby uvedené v tomto dokumentu a na
fadné a pfimétfené protiplnéni, jehoZ pfijeti a
pfiméfenost se timto potvrzuje, se strany
dohodly takto:
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1 SCOPEOFWORK 1 ROZSAHPRACT

1.1 Institution and Investigator shall perform the | 1.1 Poskytovatel a zkouSejici budou provadét

Study at Institution in strict compliance with studii u poskytovatele v piisném souladu s
the terms and conditions of this Agreement, podminkami  této  smlouvy, veSkerymi
any written instructions from Sponsor and/or pisemnymi  pokyny zadavatele a/nebo
Medpace, all generally accepted standards of spoleCnosti  Medpace,  vSemi  obecné
Good Clinical Practice, the Protocol, and uzndvanymi standardy spravné klinické praxe,
with all applicable local laws and regulations protokolem a vSemi platnymi mistnimi zdkony
governing the performance of clinical a predpisy upravujicimi provadéni klinickych
investigations, in particular Act No. hodnoceni, a to zejména zdkonem ¢. 378/2007
378/2007 Coll., on Medicinal Products, as Sb., o IéCivech, ve znéni pozdé&jSich predpist,
amended, Regulation (EU) No. 536/2014 of zdkonem ¢. 372/2011 Sb., o zdravotnich
the European Parliament and Council of sluzbéch, a vyhlaskou €. 226/2008 Sb., ve znéni
April 16, 2014 on clinical evaluations of pozdé¢jsich predpist, kterou se stanovi Spravna
human medicinal products, Act No. 372/2011 klinickd praxe a bliZ§i podminky klinického
Coll., on health services, and Decree No. hodnoceni 1éCivych piipravkd, jakoZ i veSkerou
226/2008 Coll., as amended, which narodni legislativou, evropskymi nafizenimi a
establishes Good Clinical Practice and predpisy ohledné ochrany osobnich tidaji, jak
detailed conditions for clinical evaluation of byly implementovdny na ndrodni udrovni
medicinal products, Decree No. 463/2021 zékonem ¢. 110/2019 Sb., o zpracovani
Coll., on further to the conditions of osobnich  tdaj, zejména  Nafizenim
conducting clinical evaluation of human Evropského parlamentu a Rady (EU) 2016/679
medicinal products, as well as all national ze dne 27. dubna 2016 o ochrané fyzickych
legislation, European regulations and osob v souvislosti se zpracovdnim osobnich
regulations regarding the protection of udaju a o volném pohybu téchto idaji (GDPR).
personal data, as implemented at the national Misto provadéni studie nebude zménéno bez
level by Act No. 110/2019 Coll., on the pfedchoziho pisemného souhlasu spolecnosti
processing of personal data, in particular by Medpace.
the Regulation of the European Parliament
and the Council ( EU) 2016/679 of April 27,
2016 on the protection of natural persons in
connection with the processing of personal
data and on the free movement of such data
(GDPR). The Study location will not be
changed without Medpace’s prior written
consent.

1.2 Prior to the start of Study, Medpace/Sponsor | y 5 pred zahdjenim studie ziskd spole¢nost
will obtain any and all necessary approvals of Medpace/zadavatel veskerd potfebnd povoleni
the applicable regulatory authorities and pifslusnych regulatornich organti a etickych
central Ethics Committee. komisi. Medpace/zadavatel bude v piislusném
Medpace/Sponsor shall be responsible for pifpadé odpovédny za veskerd podani mistni
any submissions to Institution’s local Ethics etické komisi poskytovatele.

Committee, if applicable.

1.3 In§tituti0n agrees to provifie Fhe Invest'igator 1.3 Poskytovatel souhlasi s tim, Ze poskytne
Wltl} free access to the Instltgtlon’s applicable zkousejicimu volny pfistup k pfislusné
subject population to recruit the number of populaci subjektl poskytovatele tak, aby mohl
subjects set forth in the Investigator piijmout polet subjektll stanoveny v ¢dsti
Respon31b111tles Sectl.on bel.o.w to participate Povinnosti zkougejictho niZe, a bude mu
in the Study, and will facilitate the proper ndpomocné pii fAdném provadeni studie.
performance of the Study.

1.4 Sponsor or its designee will provide | 1.4 Zadavatel nebo jim povéfend osoba poskytne
Institution with sufficient quantities of Study zdarma poskytovateli dostate¢né mnoZstvi
Drug for use in the Study at no cost to hodnoceného 1é¢iva pro pouZiti v ramci studie.
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Institution. Institution and Investigator agree
that the Study Drug and all equipment
provided by the Sponsor may only be used for
the purposes of the Study and shall only be
used in accordance with the Protocol and any
written instructions of the Sponsor.

1.5 The Study Drug will be delivered to the | 1.5
hospital pharmacy, always in properly
packed packaging intended for the Study
Drug and labelled in accordance with Article
19(1)(e) of Decree N0.226/2008 Coll., on
Good Clinical Practice. Deliveries of the
Study Drug will be made on Mon-Fri from
7.00 am. to 2.00 p.m. to the hospital
pharmacy building No 20.

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

Poskytovatel a zkouSejici souhlasi s tim, Ze
hodnocené 1é¢ivo a veSkeré vybaveni dodané
zadavatelem smi byt pouZivdno pouze pro
ucely studie a bude pouzivano pouze v souladu
s protokolem a ptipadnymi pisemnymi pokyny
zadavatele.

Hodnocené 1é¢ivo bude doddvdno do
nemocni¢ni lékarny, vzdy v fadné
zabalenych obalech uréenych pro hodnocené
1é¢ivo a oznaceno v souladu s § 19 odst. 1 pism.
e) vyhlasky ¢.226/2008 Sb., o spravné klinické
praxi. Dod4dvky hodnoceného 1éciva se budou
uskutecniovat v Po-P4 od 7.00 h do 14.00 h do
budovy nemocni¢ni 1ékédrny ¢. 20.

Poskytovatel a zkouSejici prohlasuji, Ze ani
poskytovatel ani zkouSejici nejsou rezidenty
Spojenych stati americkych ani pravnickou
osobou nebo partnerskym subjektem, ktery je
¢i byl povaZovdn za americkou pravnickou
osobu nebo partnersky subjekt, a Ze vSechny
platby, které poskytovatel obdrzi na zakladé
této smlouvy, budou za sluzby poskytované
mimo Spojené stity americké.

Clinical Study Agreement | Version # 1
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2 INVESTIGAIO RRESPO NSIBIIIES

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

2.2 Investigator confirms that he/she is fully
qualified to conduct the Study and to serve
in the capacity of principal investigator.

2.3 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.

2.4 Investigator shall enroll in the Study within
his Institution approximately 1 evaluable
subject who meets the inclusion criteria of
the Protocol during the enrollment period
of approximately 21 February 2023 to 19
February 2025. The actual enrollment
period may be extended or shortened upon
written notice by Medpace or Sponsor. As
enrollment will be competitive across all
sites participating in the Study, Medpace
reserves the right to instruct the
Investigator to enroll fewer or more

2.1

2.2

2.3

2.4

POVINNOSTIZKO USEJIC [HO

Poskytovatel timto povétuje zkousejiciho,
aby u poskytovatele pisobil jako hlavni
zkouSejici  studie. ZkouSejici  bude
odpovédny za vedeni studie v souladu s
platnymi zdsadami poskytovatele, které, jak
poskytovatel potvrzuje, nejsou v rozporu s
podminkami této smlouvy a protokolem.
Pokud nebude moci z jakéhokoli diivodu
pokracovat v pozici zkousejictho a nebude k
dispozici nastupce pfijatelny pro
poskytovatele, spoleCnost Medpace i
zadavatele, bude tato smlouva ukoncena, jak
je uvedeno v oddile Doba platnosti a
ukonceni. ZkouSejici bude i nadéle védzin
vSemi zdvazky a podminkami této smlouvy,
dokud  zadavatel = neschvdli  nového
zkousSejictho a nebudou ziskdny vSechny
piislusné souhlasy regulatornich nebo
etickych komisi ohledné nového
zkousSejiciho.

Zkousejici potvrzuje, Ze je pIn¢ kvalifikovany
provadét studii a zastdvat pozici hlavniho
zkousSejiciho.

ZkousSejici a vSechny osoby nebo subjekty,
které se podileji na provadéni libovolné ¢asti
studie (,,pracovnici podilejici se na studii*),
budou kvalifikovani 1ékafi a zdravotniCti
pracovnici, ukterych nenastaly piekdzky
vylu€ujici jejich praci na klinickych
hodnocenich a ktef{ jsou zaméstnanci nebo
subdodavateli poskytovatele, a poskytovatel
bude odpovédny za to, Ze budou dodrzovat
podminky této smlouvy. Pokud se
poskytovatel dozvi otom, Ze u nékterého
pracovnika studie nastala pfekdzka vylucujici
ho z pfedmétné Cinnosti nebo Ze proti nému
bylo zahdjeno fizeni souvisejici s takovym
vyloucenim, pisemné to ozndmi spolecnosti
Medpace.

ZkousSejici zaradi v centru do studie pfiblizné
1 hodnotitelny subjekt, které v
pribéhu obdobi pro zafazovani, tj. pifiblizné
od 21. dnora 2023 do 19. tinora 2025, spliuji
kritéria protokolu pro zafazeni. Skute¢nd
délka obdobi pro zafazoviani muZe byt na
zdkladé¢ pisemného ozndmeni provedeného
spolecnosti Medpace nebo zadavatelem
prodlouZzena nebo zkrdcena. Protoze
zafazovani bude probihat kompetitivni
formou na vSech pracovistich ucastnicich se
studie, vyhrazuje si spole¢nost Medpace
prdvo dat zkouSejicimu pokyn, aby zatadil

Clinical Study Agreement | Version # 1
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subjects than the number agreed at the time
of the signature of this Agreement.

2.5 Investigator shall obtain the necessary | 2.5
written informed consent of each subject
prior to performing any Study related
procedures. Investigator shall comply with
all applicable ethical principles and good
clinical practice to obtain each subject’s
informed consent.

2.6 Investigator will assist Medpace upon | 2.6
Medpace’s request to provide any required
updates and/or information related to the
Study for Medpace’s submission to the
applicable central Ethics Committee and
regulatory authorities. Medpace shall be
responsible for any dealings with and
submission of reports and information to
the applicable central Ethics Committee
and regulatory authorities.

2.7 Investigator shall notify Medpace of | 2.7
adverse events and serious adverse events
within the timeframes and pursuant to the
process set forth in the Protocol and/or
other written instructions of Medpace
and/or Sponsor.

mensi nebo vétsi pocet subjektll, nez je
sjedndno v okamZiku podpisu této smlouvy.

Estimated Study timeline is 30 months. Predpokladand doba trvani studie je 30 mésica.

Zkousejici je povinen pred provddénim
jakychkoli tkoni v ramci studie ziskat
potfebny pisemny informovany souhlas
jednotlivych subjektd. ZkouSejici bude pfi
ziskavani informovaného souhlasu
jednotlivych subjektd dodrZovat vSechny
platné etické zdsady a fidit se spravnou
klinickou praxi.

Zkousejici mizZe byt spolecnosti Medpace na
jeji Zadost ndpomocen pii poskytovani
veskerych poZadovanych aktualizaci nebo
informaci souvisejicich se studii pro ucely
pfedloZeni téchto informaci pfislusné
centrdlni etické komisi a regularnim
organim.  Spole¢nost Medpace bude
odpovédna za jedndani s piislusSnou centralni
etickou komisi a regulatornimi orgdny a
prekladani zprav a informaci této komisi a
organtim.

ZkouSejici vyrozumi spolecnost Medpace o
nezddoucich  udédlostech a  zdvaZnych
nezddoucich uddlostech ve lhltich a v
souladu s postupy uvedenymi v protokolu
nebo jinych pisemnych pokynech spole¢nosti
Medpace a/nebo zadavatele.
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3.1

3.2

3.3

CONHDENTALINFORMATION

“Confidential

Information” means all

information that is (a) provided by or on
behalf of Sponsor or Medpace to Institution
or Investigator in connection with this
Agreement or the Study, or (b) developed,

obtained,

or generated by Institution,

Investigator, or Study Personnel as a result

of performing

the Study under this

Agreement (except for a Study subject’s
medical records), including, but not limited
to, the Protocol, Study data, results, and
reports from all sites conducting the Study.
Confidential Information and all tangible
expressions, in any media, of Confidential
Information are the sole property of
Sponsor or Medpace, as applicable.

Institution and Investigator agree not to use
Confidential Information for any purposes
other than to conduct the Study. Institution
and Investigator agree not to disclose
Confidential Information to third parties
except as necessary to conduct the Study
and under an agreement by the third party
to be bound by the obligations of this
section. Institution and Investigator shall
safeguard Confidential Information with
the same standard of care that is used with
Institution’s own confidential information,
but in no event less than reasonable care.

The term Confidential Information shall not
be deemed to include information that:

3.3.1

3.3.2

3.3.3

3.3.4

Is or becomes publicly available
through no fault of Institution or
Investigator;

Institution or Investigator can
demonstrate it possessed prior to,
or developed independently
from, disclosure or development
under this Agreement;

Institution  or  Investigator
receives from a third party which
is not legally prohibited from
disclosing such information;

Institution or Investigator is
required by law to disclose,
provided that Medpace and
Sponsor are notified of any such
requirement with sufficient time

3.1

3.2

3.3

DUVERNEINFO RVMACE

,Duvérné informace™ znamenaji veskeré
informace, které jsou (a) poskytnuty
zadavatelem nebo spolecnosti Medpace ¢i
jejich  jménem  poskytovateli nebo
zkouSejicimu v souvislosti s touto smlouvou
nebo studii, nebo (b) vypracoviny, ziskdny
nebo vytvofeny poskytovatelem, zkouSejicim
nebo pracovniky podilejicimi se na studii v
disledku provadéni studie podle této
smlouvy (krom¢ zdravotnich zdznamt
subjektli dcastnicich se studie), mimo jiné
véetné protokolu, idaji ze studie, vysledkt a
zprav ze vSech pracovist provadéjicich studii.
Duvérné informace a vSechny hmatatelna
projevy davérnych informaci v libovolnych
médiich  jsou  vyhradnim  majetkem
zadavatele ¢i pripadné spolecnosti Medpace.

Poskytovatel a zkouSejici souhlasi s tim, Ze
nebudou pouZivat diivérné informace pro jiné
ucely nez pro ucely provadéni studie.
Poskytovatel a zkouSejici souhlasi s tim, Ze
neposkytnou davérné informace tietim
osobdm kromé toho, kdy to bude nezbytné
pro provadéni studie a kdy takova tfeti osoba
bude souhlasit s tim, Ze bude vazana
povinnostmi tohoto oddilu. Poskytovatel a
zkousejici budou divérné informace chranit
se stejnou mirou péce, jakou vynaklddaji na
ochranu  svych  vlastnich  divérnych
informaci, avSak v zZddném piipad¢ nikoli s
mensi neZ pfiméfenou péci.

Vyraz diveérné informace bude povazovan za
termin, ktery nezahrnuje informace:

3.3.1 které jsou nebo se stanou vefejné
zndmymi bez pochybeni

poskytovatele nebo zkousejiciho;

3.3.2 u kterych poskytovatel nebo
zkousejici mohou prokdzat, Ze je
vlastnili ¢i nezdvisle vytvorili jeste
pred jejich  poskytnutim  ¢i
vytvofenim na zdklad¢ této
smlouvy;

3.3.3 které poskytovatel nebo zkousejici
obdrZeli od tfeti osoby, kterd nema
zakonem zakazéano tyto informace

poskytnout;

3.3.4 které jsou poskytovatel nebo
zkouSejici ze zdkona povinni
poskytnout za ptedpokladu, Ze
o tomto pozadavku budou

spolecnost Medpace a zadavatele

Clinical Study Agreement | Version # 1
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to seek a protective order or other
modifications to the requirement;
or

3.3.5 Is appropriate to include in a
publication pursuant to the
Publications and  Publicity
section.

3.4 Institution agrees that Medpace may | 3.4
compile a database of information from
Institution and its personnel (including
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 use this
information for purposes related to its
business. Institution shall have provide any
necessary consents from its personnel to
Medpace to allow for this sharing of
information. Such information is used
solely in connection with the initiation of
studies and feasibility studies and is
accessible only to the sponsor of the
respective study and personnel assigned to
study management and for whom the
information is needed in the performance of
their duties (further described as
"Authorized Personnel”). As some
Medpace studies are being conducted
worldwide, the personal information
collected is available to Authorized
Personnel who may be located in countries
outside the European Union. In order to
provide for the protection of personal data,
Medpace has established policies and
procedures governing the security of and
limited access to this data that are uniform
throughout Medpace and its affiliates and
comply with the standards of personal data
protection applicable within the European
Union. When applicable, Medpace enters
into data processing agreements with
sponsors in line with applicable European
Union data protection Laws. In accordance
with the laws pertaining to the protection of
personal data, the individuals' whose data is
collected have a right to access, to modify,
to rectify, and to suppress their personal
data, simply by requesting it to the attention
of the Medpace Privacy Officer at
privacy @Medpace.com, or to the following
address: Medpace Privacy Officer,
Medpace, Inc., 5375 Medpace Way,
Cincinnati, Ohio, 45227. The Parties agree

informovat s dostate¢nym
predstihem tak, aby mohli poZadat
o ochranny piikaz nebo jinou
zménu takového poZadavku, nebo

3.3.5 které je vhodné =zaclenit do
publikace v souladu s oddilem
Publikace a propagace.

Poskytovatel souhlasi stim, Ze spolecnost
Medpace muze zinformaci poskytovatele
ajeho pracovnikli (véetné zkousejiciho)
a pracovnikti podilejicich se na studii sestavit
datab4zi, kterd bude pouzivadna v souvislosti
se studii (mimo jiné véetné dotazniki

proveditelnosti, Zivotopisil, licenct,
Iékatskych odbornosti, Gcasti na klinickych
hodnocenich, formulaia finan¢nich

prohldSeni), a/nebo miZe tyto informace
pouZivat pro dcely souvisejici s jeji obchodni
¢innosti. Poskytovatel spole¢nosti Medpace
zprostfedkuje vSechny potfebné souhlasy od
svych pracovnikt, které umozni toto sdileni
informaci. Tyto informace se pouZivaji
vyhradn€ ve spojeni se zahdjenim studii
a studiemi proveditelnosti a pfistup k nim ma
pouze zadavatel pfislusné studie a pracovnici
povéfeni vedenim studie a pracovnici, ktefi
tyto informace potfebuji znét, aby mohli plnit
své povinnosti (didle jen ,,opravnéni
pracovnici®).  ProtoZe nckteré  studie
spolecnosti  Medpace jsou provadény
v celosvétovém meéfitku, jsou shromdzdéné
osobni uddaje kdispozici oprdvnénym
pracovniklim, ktefi se mohou nachdzet
v zemich mimo Evropskou unii. Spolecnost
Medpace zavedla za tcelem ochrany
osobnich 1daji zdsady a postupy, které
upravuji bezpec¢nost téchto udajii a omezeny
pfistup knim akteré jsou vramci celé
spolecnosti Medpace a jejich pfidruZenych
spoleCnosti jednotné a spliiuji normy na
ochranu osobnich udaji platné v ramci
Evropské unie. V pifipad¢ potfeby uzavie
spolecnost Medpace se zadavateli smlouvy
o zpracovani udajt, které budou v souladu
s platnymi zdkony Evropské unie o ochrané
udaji. Jednotlivci, jejichz tdaje jsou
shromazd’ovany, maji v souladu se zdkony
vztahujicimi se k ochran¢ osobnich tudaju
pravo ziskat pfistup ke svym osobnim
udajum, ménit je, opravovat a odstranovat,
a to jednoduse zasldnim poZadavku k rukdm
referenta pro ochranu osobnich udaja
spolecnosti Medpace na emailovou adresu
privacy @Medpace.com nebo na ndsledujici
adresu: Referent pro ochranu soukromych
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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 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 to having their data transferred
outside the European Union.

udajii spolecnosti na adrese
privacy @ Medpace.com, nebo na nasledujici
adresu: Medpace Privacy Officer, Medpace,
Inc., 5375 Medpace Way, Cincinnati, Ohio,
45227. Strany souhlasi s tim, Ze budou v
souvislosti se subjekty studie zapojenymi do
studie dodrZovat zasady 1ékatské
mlcenlivosti. Poskytovatel ani zkouSejici
nebudou  poskytovat  zadavateli  ani
spole¢nosti Medpace osobni tdaje, pokud to
neni vyZadovdno kvili splnéni pozadavkl
protokolu nebo pro ti¢ely monitorovani nebo
vykazovdni zdvaznych nepiiznivych reakci
nebo v souvislosti se stiznosti nebo fizenim
vyvolanym subjektem studie v souvislosti se
studii. Zadavatel ani spole¢nost Medpace
nebudou poskytovat tfetim osobdm udaje o
totoznosti subjekti studie bez piedchoziho
pisemného souhlasu subjekt studie, pokud to
neni v souladu s ustanovenimi piisluSnych
zdkonli na ochranu osobnich udaji a
soukromi nebo v souvislosti se stiZnost{ nebo
fizenim vyvolanym subjektem studie v
souvislosti se studii. Smluvni strany a
zadavatel timto potvrzuji a souhlasi s tim, Ze
osobni udaje shromazdéné v souvislosti se
studii budou pfeddviny mimo Evropskou
unii. V piipadé potieby budou pro ucely
pfevodu téchto udaji mezi smluvnimi
stranami uzavieny smlouvy o zpracovini
udaji a tyto smlouvy budou obsahovat
ochrannd opatfeni ohledn¢ tdaji subjekti
studie poZadovand Evropskou unii. Subjekty
studie také souhlasi s tim, Ze jejich udaje
budou pievedeny mimo Evropskou unii.
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REC ORDKEFEPING

4.1 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

CREFs are accurate, complete, and legible.

4.2 Institution or Investigator shall maintain all
records, data, documents, or information
related to the performance of the Study
until the later of: Twenty-five (25) years
after completion of the Study; or as defined

by local laws and regulations.

Institution will archive documentation for free for
the period of 5 years in and will carry out archiving
for another 20 years at the rate of 1000 CZK/year.
An invoice will be issued for paid archiving upon
the execution hereof.

Six months prior to the end of the paid retention
period, Sponsor shall inform the Institution to
extend the retention period and, if so, shall cover
the respective costs.

Should the Sponsor fail to respond to the Institution
or should they fail to cover the respective costs, the
Institution shall be entitled to destroy all Study-
related archived documents.

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

insurance purposes.

4  VEDENIZAZNAMU

4.1 ZkouSejici vyplni vSechny Zéiznamy o
subjektech hodnoceni ("CRF") pouze v
anglicting, ovéii idaje obsazené v CRF podle
prislusnych zaznamut o subjektu hodnoceni a
zajisti, aby vSechny CRF byly ptesné, uplné a
citelné.

4.2 Poskytovatel nebo  zkouSejici  budou
uchovdvat  vSechny zdznamy, udaje,

dokumenty nebo informace souvisejici se
studii aZ do nésledujici uddlosti (podle toho,
ktera nastane nejpozdé&ji): dvacet pét (25) let
po dokonceni studie nebo jak stanovi mistn{
zékony a predpisy.

Poskytovatel provede bezplatnou archivaci 5 let a na
dalsich 20 let provede zpoplatnénou archivaci — 1.000
Ké/rok. Na zpoplatnénou archivaci bude vystavena
faktura po podpisu smlouvy.

Zadavatel v predstihu Sesti mésich od konce
zpoplatnéné archivace ozndmi poskytovateli, Ze trva
na dalS{ archivaci a uhradi ndklady s tim spojené.

V piipadg, Ze ve shora uvedené 1htité zadavatel nesdeli
pozadavek na dal${ archivaci ¢i neuhradi poplatek na
dalsi archivaci, je Poskytovatel opravnén k likvidaci
vSech archivovanych dokumenti Studie.

4.3 Podle pozadavkt oddilu Divérné informace
si  muze poskytovatel po  skonceni
pozadované doby archivace ponechat ve
svém vlastnictvi archivni kopii davérnych
informaci, kterd obsahuje vSechny udaje,
dokumenty nebo informace tykajici se
provadéni této smlouvy, a to vyhradné tak,
jak je to pozadovéno pro regulatorni, pravni
nebo pojistné ucely.
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5 ACCESSIO RECORDSAND AUDIIS 5

5.1 Medpace and/or Sponsor shall have the | 5.1
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
Investigator prior to any inspection of the
date and time of the inspection. The
representatives of Medpace and/or Sponsor
may review and/or request copies of data
derived from the Study, and Investigator
shall promptly provide such data.
Institution will notify Medpace and/or
Sponsor by telephone and subsequently in
written form, of any significant changes,
including, but not limited to, changes in
Study Personnel, Investigator, or physical
location, that occur during the Study.

5.1.1 Within one working day after
learning of any governmental or
regulatory body regulatory
inspections of which it becomes
aware relating to the Study,
Institution or Investigator shall
provide written notification to
Medpace and Sponsor. Medpace
and Sponsor shall have the right
to be present at any such
inspections and shall have the
opportunity to provide, review,
and comment on any responses
that may be required. Further,
Institution or Investigator will
provide in writing to Medpace
and Sponsor copies of all

materials, correspondence,
statements, forms and records
which Institution and/or

Investigator receives or obtains
pursuant to this inspection.

PRSIUPKZAZNAMUM A AUDIIY

Spole¢nost Medpace a/nebo zadavatel maji
béhem doby platnosti této smlouvy privo
v prostordch  poskytovatele v pfimcfenou
dobu provadét kontrolu postup studie.
Spolec¢nost Medpace a/nebo zadavatel
ozndmi zkousejicimu pfed kaZdou kontrolou
datum acas jejtho provedeni. Zastupci
spolecnosti Medpace a/nebo zadavatele
mohou prohliZzet ddaje ziskané ze studie
a/nebo pozadovat jejich kopie a zkousSejici
tyto idaje neprodlené poskytne. Poskytovatel
ozndmi  spolecnosti Medpace a/nebo
zadavateli telefonicky a nisledné pisemnou
formou vSechny diileZité zmény, mimo jiné
véetn€ zmén pracovnikil udcastnicich se
provadéni  studie, zkousSejictho  nebo
fyzického mista, ke kterym bc&hem studie
dojde.

5.1.1 Poskytovatel nebo  zkouSejici
zaSlou pisemné oznameni
spolecnosti Medpace a zadavateli
do jednoho pracovniho dne poté,
co se v souvislosti se studii dozvi
o jakékoli regulatorni kontrole
vlddntho  nebo  regulatorniho
orgdnu.  Spolecnost Medpace
a zadavatel maji pravo byt u téchto
kontrol pifitomni abudou mit
prilezitost poskytnout odpovédi,
které budou ptipadné pozadovany,
posoudit je a pfipominkovat je.
Poskytovatel nebo zkousejici déle
poskytnou spolecnosti Medpace
a zadavateli pisemnou formou

kopie vSech materidll,
korespondence, prohlasent,
formulaiu a zdznamu, které

poskytovatel a/nebo zkousSejici
obdrzi nebo ziskd na zdkladé
takové kontroly.
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6 COSKSAND PAYMENTSCHEDUIE

In consideration of the proper performance of the
Study by the Institution and the 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 shall remain firm for the
duration of the Study, unless otherwise agreed to
in writing by the Parties. 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 Medpaceis 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.

Estimated totals costs for the Study: CZK
1,510,000.00

6 NAKIADY A ROZPS PIATEB

Jako protiplnéni za t4dné provedeni studie
poskytovatelem a zkousejicim podle podminek této
smlouvy apo schvdleni zadavatelem zaplati
spole¢nost Medpace nebo ji povéfend osoba piijemci
(,,pfijemce”) uvedenému v pifloze A, kterd tvoii
pfilohu této smlouvy aje do ni odkazem zaclenéna.
Piijemce pfijme platbu od spolecnosti Medpace nebo
ji povéfené osoby jako protiplnéni za poskytnuté
sluzby v plné vys$i. Pokud se smluvnf{ strany pisemné
nedohodnou jinak, veSkeré ndklady uvedené
v piiloze A zlstanou po dobu studie neménné.
Smluvni strany jsou srozumény a souhlasi s tim, Ze
spole¢nost Medpace ani zadavatel nebudou proplacet
subjekty, které byly do studie randomizovéiny
v rozporu s protokolem nebo které nespliiuji kritéria
protokolu pro zafazeni a vylouceni nebo pro které jsou
provedeny zavazné odchylky od protokolu. Rozpocet
obsaZeny v pfiloze A zahrnuje vSechny ptislusné
dang¢. DPH se neuplatiiuje, protoZe spolecnost
Medpace je spolecnosti se sidlem v USA. Pokud by
behem doby platnosti této smlouvy doslo ke zméndm
v zdkonech o DPH nebo jinych danovych zdkonech
vyzadujicich srdzky, bude za DPH nebo srazky
odpovédnd smluvni strana nesouci zdkonnou
odpovédnost. Spolecnost  Medpace  jako
zprostfedkovatel plateb zadavatele uhradi platby
piijemci podle této smlouvy z prostfedkti uloZenych
u zadavatele. Aniz by tim bylo dot¢eno vySe uvedené,
muiZe spolecnost Medpace vydat pisemny dodatek
podepsany pouze spolecnosti Medpace za tcelem
zvySeni ndklada na studii popsanych v piiloze A.

Predpoklddand hodnota studie je: 1 510 000,00 K¢
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7 TERM AND TFRMINATION

7.1 This Agreement shall commence upon the
date it is published in the Contracts
Registry (as defined in Section 9.2 below
and, unless terminated earlier as provided
for in this section, shall continue until the
completion of the Study.

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

Notwithstanding any other termination right set
forth in this Agreement or in the applicable
generally binding legal regulations, the Institution
reserves the right to terminate this Agreement due
to lack of personnel for reasons or causes beyond
Institution’s reasonable control.

7.3 Medpace may also terminate this
Agreement at any time upon giving thirty
(30) days’ advance written notice to
Institution and Investigator. Except in the
event of termination for Institution’s
material breach, Medpace shall be
obligated to pay Payee solely for those
items set forth in the Schedule A that have
been incurred prior to the date of
termination. Institution shall promptly
refund to Medpace or shall cause Payee to
promptly refund all unearned advance
payments made by Medpace under the
Schedule A.

7.4 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.

7.5 Upon completion or termination of this
Agreement, Institution and Investigator
shall, upon Medpace’s request, return or
destroy all documents, information, and/or
supplies, including, but not limited to,
Study Drug and related devices, Study data,
equipment, and any biological samples or
other materials provided by Medpace or
Sponsor for the conduct of the Study, to
Sponsor or Medpace within thirty (30)
days. If Medpace requests that such

7.1

7.2

7.3

7.4

7.5

DORA PIAINOSTA URONCENI

Tato smlouva vstoupi v platnost dnem
podpisu v§emi smluvnimi stranami a i¢innost
dnem uvefejnéni v registru smluv (jak je
definovéano v oddile 9.2 niZe a pokud nebude
ukoncena predcasné, jak je uvedeno v této
¢asti, bude platit az do dokoncent studie.

Kterakoli strana muze tuto smlouvu ukondit,
pokud ji druhd strana zdsadnim zpiisobem
porusi a nenapravi toto poruSeni do tficeti
(30) dnti od doruéeni pisemného ozndmeni
druhé smluvni strany, ve kterém budou
uvedeny podrobnosti o povaze daného
porusSeni, nebo kdykoli, pokud je to potifeba
zdivodu ochrany bezpeCnosti a blaha
subjekti studie.

Bez ohledu na jakékoli jiné prdvo na vypovézeni
stanovené v této Smlouvé nebo v piislusSnych obecné
zdvaznych pravnich pfedpisech si Poskytovatel
vyhrazuje pravo vypovédét tuto Smlouvu z divodu
nedostatku personédlu.

Spole¢nost Medpace mtize také tuto smlouvu
kdykoli ukon¢it zaslanim pisemné vypovédi s
tficetidenni (30 denni) vypovédni Ilhttou
poskytovateli a zkouSejicimu. S vyjimkou
pfipadu ukonceni z divodu zdvazného
poruSeni ze strany poskytovatele bude
spoleCnost Medpace povinna zaplatit
pifijemci vyhradné za polozky uvedené v
ptiloze A, které vznikly pred datem vypovédi.
Poskytovatel ihned  vrdti  spolecnosti
Medpace vSechny nespotiebované zalohové
platby uhrazené spolecnosti Medpace podle
ptilohy A nebo zajisti, aby je pfijemce ihned
vratil.

Spolecnost Medpace nebude v zidném
pfipad¢ povinna pfi splnéni nebo ukonceni
této smlouvy uhradit faktury predlozené poté,
co uplynula lhtta pro piedloZeni kone¢nych
faktur stanovend v pfiloze A.

Poskytovatel a zkousejici do tficeti (30) dnt
po splnéni nebo ukonceni této smlouvy na
Zadost spolecnosti Medpace vriti zadavateli
nebo  spolecnosti  Medpace  vSechny
dokumenty, informace a/nebo pomocny a
provozni materidl, mimo jiné vcetné

hodnoceného 1é¢iva a souvisejicich
prostiedkd, udaji  studie, zatizeni
a piipadnych biologickych vzorkli nebo
ostatnich materidlt poskytnutych

spolecnosti Medpace nebo zadavatelem pro
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documents, information or supplies be
destroyed, Institution or Investigator, as
applicable, agrees to destroy same and
provide Medpace with written certification
of such destruction. The Confidential
Information, Recordkeeping, Access to
Records, Costs and Payment Schedule,
Term and Termination, Intellectual
Property, Publications and Publicity,
Indemnification and Insurance, Anti-
Bribery/Anti-Corruption and
Miscellaneous sections shall survive the
termination or expiration of this
Agreement.

ucely provadéni studie, nebo je zni¢i. Pokud
spole¢nost Medpace pozaduje, aby tyto
dokumenty, informace nebo materidl byly
zniceny, souhlasi poskytovatel nebo
ptipadné zkouSejici stim, Ze je znici,
apredlozi otom spolecnosti Medpace
pisemné potvrzeni. Oddily Duavérné
informace, Vedeni zdznami, Piistup
k zaznamtim, Naklady a rozpis plateb, Doba
platnosti a ukonceni, DuSevni vlastnictvi,
Publikace a propagace, Odskodnéni
a pojisténi, Ustanoveni ve véci boje proti
uplatkéfstvi a korupci a Ostatni ustanoveni
budou platit i po ukonceni této smlouvy
nebo po uplynuti doby jeji platnosti.
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8 INTHIEC TUA LPRO PERIY 8 DUSEVNIVIASINIC'IVE

8.1 It is agreed that none of Sponsor, Medpace, | 8.1 Je dohodnuto, Ze, pokud neni v této smlouvée
Investigator, or Institution transfers to any vyslovné¢  uvedeno  jinak,  zadavatel,
other by operation of this Agreement any spoleCnost  Medpace, zkouSejici  ani
patent right, copyright, trademark right, or poskytovatel nepfevedou na zdklad¢ této
other proprietary right of Sponsor, smlouvy na nikoho jiného Zadnd patentova
Medpace, Investigator, or Institution, prava, autorskd prdva, prdva k ochranné
except as expressly set forth herein. znamce ani jiné majetkové pravo zadavatele,

spolecnosti Medpace, zkousejictho nebo
poskytovatele.

8.1.1 “Invention” means any 8.1.1 »Vyndlez®  znamend  jakykoli
discovery, invention, objev, Vynélez, .technologu,
technology, result, data, material, vysledek, ddaje, materidl, zlepSeni
improvement, or idea, whether or nebo napad bez ol/lleduwna to, zda
not patentable, resulting from or jsou patentovatelné ~ ¢i  nikoli,
reduced to practice as a result of a které vznikly nebo byly zavedeny
conducting the Study, or made do praxe jako vysledek provadéni
using the Study Drug or studie, nebo které byly vytvoieny s
Confidential Information. pouzitim hodnoceného 1é¢iva nebo

dvérnych informaci.

8.2 Institution or Investigator will notify | 8-2 Poskytovatel nebo zkousSejici neprodlené
Sponsor, promptly and in writing, of any pisemné vyrozumi zadavatele o vSech
Invention made by Institution, Investigator, vynilezech vytvofenych poskytovatelem,
and Study Personnel. zkouSejicim nebo pracovniky podilejicimi se

na studii.

8.3 Sponsor shall own all right, title, and | 8-3 Zadavatel bude vlastnikem veSkerych prdv,

interest in and to any Invention and shall
have the sole and exclusive right to obtain,
at its option, patent protection in the United
States and other countries on any such
Invention. If Sponsor requests, Institution
and Investigator will execute and will cause
Study Personnel to execute any application,
assignment, or instrument or to testify as
Sponsor deems necessary for Sponsor to
obtain patents or otherwise to protect
Sponsor’s interest in an Invention. Sponsor
will reasonably compensate Institution
and/or Investigator, as applicable, for the
time devoted to such activities and will
reimburse Institution and/or Investigator, as
applicable, for reasonable and necessary

narokt a podili na veSkerych vyndlezech
a bude mit vyhradni a vylucné priavo ziskat
pro tyto vyndlezy dle svého rozhodnuti
patentovou ochranu ve Spojenych stitech
nebo v jinych zemich. Pokud o to zadavatel
pozada, poskytovatel a zkousejici podepiSou
Zadost, postoupeni nebo listinu a zajisti, aby
je podepsali ipracovnici podilejici se na
studii, nebo poskytne zadavateli svédectvi,
které bude zadavatel povazovat za potiebné
k tomu, aby ziskal patenty nebo jinak
ochranil své zajmy tykajici se patentd.
Zadavatel v ptipadé potfeby poskytne
poskytovateli a/nebo zkousSejicimu
pfiméfenou nahradu za Cas vénovany témto
¢innostem a proplati jim vzniklé pfimétené
a nezbytné néaklady.

expenses incurred.
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9 PUBIICATIONSAND PUBIICIIY 9

9.1 It is understood that the Study is part of a | 9.1
multicenter trial, and Institution may
publish the results of its part of the Study in
collaboration with the other investigators,
but in complete compliance with this
section and with the Confidential
Information section. After the multicenter
publication or twelve (12) months after
completion of the Study, whichever occurs
first, Institution and/or Principal
Investigator may publish the results of their
data from the Study. Institution and
Principal 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.

9.2 No Party shall use another Party’s name, | 9.2
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.
Institution shall submit this Agreement for
publication in the registry of contracts
administered by the Ministry of Interior
Affairs, located at the  website
https://smlouvy.gov.cz/ (“Contracts
Registry”), in accordance with applicable
laws and regulations. Before signing the
Agreement, the Institution shall receive the
agreed final version of the Agreement in a
machine-readable format with colored text,
which Sponsor considers a trade secret. The
Institution is obliged to obtain Sponsor's
consent before further changing the final
version of the Agreement beyond the scope

PUHIKACEA PROPAGACE

Strany jsou srozumény s tim, Ze studie je
soucasti multicentrického hodnoceni
a poskytovatel miiZze publikovat vysledky své
Casti studie ve spoluprici s ostatnimi
zkouSejicimi, avSak zcela v souladu s timto
oddilem asoddilem Duvérné informace.
Poskytovatel a/nebo hlavni zkousejici mohou
zvefejnit vysledky svych dat ze studie po
multicentrické publikaci nebo dvandct (12)
mésict po dokonceni studie podle toho, kterd
okolnost nastane diive. Poskytovatel a
zkouSejici poskytnou zadavateli a spolecnosti
Medpace ptedem  kopii  jakychkoli
navrhovanych  publikaci nebo  tstnich
prezentact, a to nejméné Sedesat (60) dnti pred
planovanych  datem  odevzdini  nebo
prezentace, a zadavatel bude mit Sedesat (60)
dnt na to, aby navrhovanou publikaci
zkontroloval pro niZe uvedené ucely.
Zadavatel a spolecnost Medpace mohou
pisemné poZziadat o (a) vymazani divérnych
informaci, (b) provedeni odiivodnénych zmén
pozadovanych zadavatelem nebo spolenosti
Medpace nebo (c)odlozeni navrhovaného
odevzdani o dalsi obdobi, které nebude delsi
neZz devadesit (90) dnli, aby bylo moZzno
ochranit potencidln{ patentovatelnost
technologie popsané v danych materidlech, a
poskytovatel s tim bude souhlasit. Zadavatel
bude mit dle své volby ndrok mit vkazdé
takové publikaci podékovani za sponzorovani
studie.

Z4dna smluvni strana nebude s vyjimkou
pfipadu, kdy to pozaduji zdkony, pouZivat
jméno druhé smluvni strany ani nebude
vydavat jakdkoli vefejna prohlaSeni tykajici
se této smlouvy ani zvefejiiovat informace o
studii, pokud k tomu nebude mit pfedem
pisemné svoleni druhé smluvni strany. Toto
pfedem poskytované povoleni nesmi byt
bezdiivodné odpirdno. Poskytovatel uvetejni
tuto smlouvu v souladu s platnymi pravnimi
predpisy k wuvefejnéni v registru smluv
spravovaném Ministerstvem vnitra, ktery je
umistén na internetové strance
https://smlouvy.gov.cz/ (,,Registr smluv”).
Poskytovatel vyZaduje pred podpisem
smlouvy zaslat odsouhlasenou findlni verzi
smlouvy ve strojové cCitelném formdtu s
podbarvenym textem, ktery zadavatel
povazuje za obchodni tajemstvi. Poskytovatel
je povinen ziskat souhlas zadavatele pted tim,
neZ bude kone¢nou verzi smlouvy déle ménit
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of the colored text by the Sponsor. Schedule
A constitutes proprietary information of
Medpace and will be published in the
Contracts Registry in an anonymized form.
Institution shall not publish any non-
redacted versions on any websites or other
media without obtaining Medpace’s prior
written consent.

9.3 Notwithstanding the foregoing, nothing | 9.3
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).

nad rdmec podbarveného textu ze strany
zadavatele. Pifloha A obsahuje divérné
informace spole€nosti Medpace a v registru
smluv bude uvefejnénav anonymizované
verzi. Poskytovatel nezvetejni neredigované
verze na Zadnych webovych strankéch ani v
jinych médiich bez ptedchoziho pisemného
souhlasu spole¢nosti Medpace.

Aniz by tim bylo dotfeno vySe uvedené,
nebrdni 7Zadné ustanoveni obsaZené v této
smlouve tomu, aby studie byla zaregistrovdna
v registru  www.clinicaltrials.cz  nebo
jakémkoli obdobném registru, a to vcetné
vSech informaci poZadovanych Jednotnymi
pozadavky na  rukopisy predklddané
biomedicinskym ¢asopisim Mezinarodni
komise vydavatell 1ékafskych casopist, které
plati k datu zahdjeni studie (viz
www.icmje.org).
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10 NOTICES

Any notice required or permitted under this
Agreement shall be in writing and shall be
deemed made and givenon its delivery day , if
mailed by registered or certified mail, postage
prepaid, return receipt requested, or if sent by
express courier service or electronic transmission.
In addition, the Institution and Investigator will
communicate to Medpace in writing (email is
considered a writing for the purposes of this
section), any changes to the Institution’s and
Investigator’s respective payee name, payee
address, tax identification number, corporate
address, or corporate name, as applicable. Any
such notification shall originate from an
Institution official and/or Investigator, as
applicable, having the same or greater authority as
the Institution official and/or Investigator, as
applicable, who signs this Agreement on behalf of
the Institution. All notices must be addressed to
the contact set forth below:

IFTO MEDPACE IF TO INSTITUTIO N:

Medpace Clinical Fakultninemocnice

Research LIC Hradec Kralové

Atte ntion General Pravniodbor

Counsel So ko Isks 581

5375 Medpace Way 500 05 Hradec Krdlové

Cincinnati, OH 45227 —Novy Hradec
Krdalové

Ceské republika

IFTO INVESTIGATO R: IFTO SPONSOR:

F IegalCounsel

NS Phama, Inc.
Fakultnine mo cnice 140 East Ridgewood
Hradec Kralové Avenue
Ne urolo gic ka klinika Suite 280S

So kolska 581

500 05 Hradec Kralové —
Novy Hradec Krdlové

Ce ska republika

Paramus, NJ 07652

10 OZNAMENI

Veskerd ozndmeni pozadovand nebo povolend
podle této smlouvy musi byt v pisemné formeé
a budou povaZovdna za doruc¢end dnem dorucenti,
pokud budou zasldna doporucenou poStou nebo
poStou s potvrzenym  dorucenim, s pfedem
uhrazenym poStovnym nebo poStovni dorucenkou,
nebo pokud budou zasldna expresni kuryrni sluzZbou
nebo elektronickym pfenosem. Kromé toho
poskytovatel a zkouSejici sd€li spoleCnosti
Medpacse pisemné (e-mail je pro ticely tohoto bodu
povazovan za pisemnou formu) vesSkeré zmény
v ptislusném jménu pifijemce, adrese piijemce,
danovém identifikacnim Cisle, adrese sidla
spolecnosti ptipadné firemnim ndzvu poskytovatele
a/nebo zkouSejictho. Takové ozndmeni provede
vedouci  pracovnik  poskytovatele, pfipadné
zkousSejici, ktery ma stejnou nebo vétsi pravomoc
neZz vedouci pracovnik poskytovatele, ktery
podepsal jménem poskytovatele tuto smlouvu.
Vsechna ozndmeni musi byt adresovdna na niZe
uvedenou kontaktni adresu:

PRO SPOIECNOSTMEDPACE: PRO PO SKYTO VATELE:

Medpace ClinicalResearch
1IC

Attention General Counsel
5375 Medpace Way
Cincinnati, OH 45227

Fakultni ne mo ¢ nic e
Hradec Kralové

Pravniodbor
So ko Iska 581

500 05 Hradec

Kdlové — Novy
Hradec Kralové
Ce ské republika

PRO ZKO USEJIC iHO : PRO ZADAVATHE

I, ool Counsel
Fakultninemocnice Hadec NoPpama,lnc.
Krilo vé 140 East Ridgewood
Neumlogicka klinika Av.e nue

So ko Iskd 581 Suite 280S

500 05 Hrade ¢ Kralové — Paramus, NJ 07652

Novy Hradec Krilové
Ceska republika
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11 HECTRONIC SIGNATURES

Parties consent to electronic communication and
electronic signatures being equal to signatures
inked on paper, with exception to this Agreement
and its amendments. The Parties acknowledge
and agree that electronic communication is an
acceptable method of communicating information
from Medpace and/or Sponsor to Parties, 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. 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 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
and/or Sponsor provide to Parties 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. Parties 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.

This provision does not apply to the signing of
this Agreement and any amendments thereto.

11 HFKIRO NICKEPO DPSY

Poskytovatel a zkouSejici souhlasi stim, Ze
elektronickd sdéleni a elektronické podpisy jsou
rovnocenné podpisim na papife. Poskytovatel a
zkouSejici  potvrzuji  asouhlasi stim, Ze
elektronické sdéleni je pfijatelnou formou pro
sdélovani informaci mezi spolecnosti Medpace
a poskytovatelem a zkouSejicim nebo mezi jinymi
dodavatelskymi spole¢nostmi sjednanymi
spolecnosti Medpace nebo zadavatelem, kdy tyto
spolecnosti  poskytuji poskytovateli specifické
elektronické materidly pro studii bez nutnosti
sdélovat tutéZ véc pisemné. Proto budou mit
vSechna sdéleni a ndsledny elektronicky podpis,
které byly, jsou nebo budou zasldny nebo
podepsdny mezi smluvnimi stranami v minulosti,
souCasnosti ¢i budoucnosti, stejnou platnost
a ucinnost jako dokument podepsany a vytiStény.
Elektronicky podpis zahrnuje bez omezeni také
naskenovanou kopii podpisu, natistény podpis nebo
kliknuti mys$i na ikonu nebo tlacitko ,,Souhlasim®.
Veskerd sdéleni, kterd zasild spole¢nost Medpace
poskytovateli a zkouSejicimu elektronickou
formou, budou =zasilana bud: (1) elektronickou
poStou s vyzaddadnim staZzeni souboru PDF nebo
DOC obsahujiciho sdéleni, nebo (2) v piipadé
licen¢ni smlouvy budou poskytnuta bezprostfedné
pred piihlasovaci obrazovkou pro ClinTrak.
Poskytovatel a zkouSejici mohou ziskat kopii
elektronického sdéleni na papite tim, Ze si ji sami
vytisknou, nebo pozadaji spoleCnost Medpace, aby
jim zaslala kopii vytiSténou na papite poStou, za
podminky, Ze je tento poZadavek ucinén
v pfiméfené lhuté poté, co spolec¢nost Medpace
nebo dodavatelskd spolecnost poskytly toto
elektronické sdéleni poprvé.

Toto ustanoveni neplati na podpis této Smlouvy a
jejich ptipadnych dodatk?.
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12

12.1

12.2

12.3

12.4

INDEMINIHCATION AND INSURANCE

Sponsor shall indemnify Institution pursuant
to the terms and conditions of a separate
letters 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,
unless the liability arises due to Medpace's
negligent act, omission or  willful
wrongdoing. Each Party agrees to be solely
responsible for any claims, suits, losses,
damages, costs, fees, expenses (including
attorney’s fees), and other liabilities asserted
by third parties resulting from or arising out
of such Party’s negligence and willful
misconduct in the performance of its duties
hereunder and/or breach of this Agreement
by such Party.

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

Sponsor represents it has taken out third party
liability insurance for the Investigator, the
Study Personnel and for itself, pursuant to
Paragraph 58 Section (2) of Act No.
378/2007 Coll., on Medicinal Products
against damage incurred in connection with
the conduct of the Study concerned, in
accordance with applicable law, which
insurance shall in particular cover any Study
subject's treatment costs relating to any
health injury caused to the Study subject in
connection with his/her participation in the
Study. Sponsor will maintain said insurance
for the duration of the Study and for any
applicable time period after Study conclusion
if required by applicable law.

Institution shall maintain insurance as
required by applicable law, with limits
consistent with statutory minimum amounts.
Institution shall maintain such coverage for
the duration of this Agreement and for two
years thereafter. Proof of said insurance shall
be supplied to Medpace upon request.

12

12.1

12.2

12.3

12.4

ODSKDODNENIA POJSIENT

Zadavatel odSkodni  poskytovatele dle
poZadavku podle smluvnich  podminek
samostatné dohody o odSkodnéni pro piipad
odskodnéni{ mezi zadavatelem
a poskytovatelem. Spolecnost Medpace nebude
povinna odSkodnit hlavniho zkousSejictho,
poskytovatele ani jeji zprostfedkovatele,
zameéstnance a zdstupce. Kazd4 strana souhlasi
s tim, Ze je vylu¢n€¢ odpovédnd za veskeré
naroky, Zaloby, ztrity, Skody, ndklady,
poplatky, vydaje (vCetné¢ ndkladl na pravni
zastoupeni) a jiné zdvazky uplatnéné tfetimi
stranami v dasledku nedbalosti a imyslného
pochybeni takové strany pii plnéni jejich
povinnosti podle této smlouvy a/nebo poruseni
této smlouvy takovou stranou.

Spolecnost Medpace a zadavatel nebudou
odpovédni za jakékoli ndhodné, zvlastni,
nepiimé nebo nédsledné skody vzniklé osobdm
nebo na majetku, mimo jiné vcetné prava na
thradu ztraty casu, provoznich vypadk,
vyrobnich ztrét, uslého zisku, podnikatelskych
ztrdt a ztrat dspor nebo jinych ekonomickych
nebo obchodnich ztrat nebo narokt jakéhokoliv
druhu, které vyplyvaji nebo vznikaji nasledkem
provadéni sluZeb nebo jinym zptisobem dle této
smlouvy, ato ani v piipadé, Ze budou o
moZnosti vzniku tokovych Skod informovéni.

Zadavatel prohlasuje, Ze v souladu s platnymi
zdkony sjednal pro zkousejictho, pracovniky
podilejicimi se na studii a pro sebe pojisténi
zakonné odpovédnosti v souladu s § 58 odst. 2
zédkona ¢. 378/2007 Sb., o 1é¢ivech pro ptipad
Skody vzniklé v souvislosti s provadénim
dotyc¢né studie, a toto pojisténi se bude zejména
vztahovat na lécebné ndklady subjektt studie
souvisejici s pfipadnou Udjmou na zdravi
zpusobenou subjektu studie v souvislosti s jeho
Ucasti na studii. Zadavatel bude uvedené
pojisténi udrZovat po dobu trvani studie
a piislusnou dobu po jejim ukonceni, pokud to
platné zdkony pozaduji.

Poskytovatel bude udrzovat pojisténi dle
pozadavki piislusnych zakont a s limity, které
odpovidaji zdkonnym minimilnim castkdm.
Poskytovatel bude udrzovat toto pojistné kryti
po dobu trvani této smlouvy a dal$i dva roky
poté. Spole¢nosti Medpace bude na pozadani
predloZen doklad o uvedeném pojisténi.
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13 DEBARMENT

Institution represents that neither it, nor
Investigator, nor any of its management or any
other employees or independent contractors or
agents who will have any involvement in the
Study, have been debarred by any regulatory
authority. Institution and/or Investigator shall
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.

13 PRERAZRY

Poskytovatel prohlaSuje, Ze ani ono samo ani
ZkousSejici ¢i kdokoli z vedeni poskytovatele nebo
jini zaméstnanci nebo nezdvisli dodavatelé nebo
zprosttedkovatelé, ktef{ budou zapojeni do studie,
nejsou z této cCinnosti vylouceni regulatornim
orgdnem. Poskytovatel a/nebo zkouSejici
neprodlené pisemné vyrozumi spolecnost Medpace
ihned poté, co se dozvi o takovém vylouceni,
hrozicim vylouceni nebo odsouzeni nebo jiné
zéleZitosti, kterd by mohla k takovému vylouceni
vést. Spoleénost Medpace mulzZe po prijeti tohoto
oznameni nebo poté, co se jinym zpisobem dozvi o
vylouceni, hrozicim vylouceni nebo jiné zdleZitosti,
kterd by mohla vést k vylouceni, ukoncit tuto
smlouvu v souladu s podminkami oddilu Doba
platnosti a ukonceni.

14 ANTEBRBERY/ 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.

USIANOVENI VE VECI BOJE PROT
UPIATKA RSIVIA KORUPCI

Z4dn4 ze smluvnich stran ani jeji p¥islu$ni zastupci
ptfi plnéni svych povinnosti vyplyvajicich ze
smlouvy nezaplati, nenabidne ani nepfislibi zaplatit
ani neschvali zaplaceni jakékoli penézité ¢astky ani
neposkytne  ¢i  nepfislibi  poskytnout ani
neodsouhlasi poskytnuti sluZeb nebo cehokoli
hodnotného, a to pfimo ani prostfednictvim treti
osoby, zadnému udfednikovi nebo zaméstnanci
staitnfho orgdnu nebo podfizenych ufadii nebo
vefejné mezindrodni organizace nebo jejich dfadu
¢i oddéleni, korupénim zpilsobem za tucelem
nevhodného (i) ovlivnéni jakéhokoli tikonu nebo
rozhodnuti dané osoby v jejim dfednim postaveni
véetné rozhodnuti neplnit své funkce u daného
stitntho orgdnu nebo dfadu nebo dané vefejné
mezindrodn{ organizace nebo dané politické strany,
(i1) navadéni takové osoby, aby vyuzila svého vlivu
u daného stitniho ufadu nebo orgdnu nebo dané
vefejné mezindrodni organizace nebo politické
strany za ucelem ovlivnéni jejich dkonu nebo
rozhodnuti, nebo (iii) zajiS§téni libovolné
neopravnéné vyhody, avSak za podminky, Ze vyse
uvedené zastupovani se nebude vztahovat na
pomocné nebo urychlujici platby zahrani¢nim
ufedniktim, politické strané nebo Ciniteli strany,
jejichz tucelem je urychlit nebo zajistit provedeni
béZného statniho tkonu zahrani¢nim ufednikem,
politickou stranou nebo €initelem strany.

14
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15 ASSIGNMENTAND DHEGATON

This Agreement shall be binding upon and for the
benefit of the Parties hereto, and their successors
and permitted assigns. This Agreement, and all
rights, duties and obligations hereunder, may not
be assigned or delegated by Institution or
Investigator without the prior express written
consent of Medpace. Any attempt made by
Institution or Investigator to assign or delegate
this Agreement in violation of this section shall be
of no force or effect. Institution and Investigator
acknowledge that Medpace shall have the right to
assign or delegate this Agreement or any portion
thereof without the consent of Institution. The
Institution shall be notified in writing of such
assignment.

15 POSIO UPENIA DHEG O VANI

Tato smlouva bude zdvaznd pro smluvni strany a v
jejich prospéch a ve prospéch jejich ndstupci a
povolenych nabyvatelil. Poskytovatel ani zkousejici
nemohou tuto smlouvu a zadnd prdva, zdvazky a
povinnosti z ni vyplyvajici postoupit ani prenést bez
pfedchoziho vyslovného pisemného souhlasu
spolecnosti Medpace. Ptipadny pokus
poskytovatele nebo zkousejiciho o postoupeni nebo
delegovéni této smlouvy v rozporu s timto bodem
bude neplatny a nedcinny. Poskytovatel a zkouSejici
berou na védomi, Ze spolecnost Medpace bude mit
pravo tuto smlouvu nebo libovolnou jeji cdst
postoupit nebo  delegovat bez  souhlasu
poskytovatele. 0] takovém postoupeni
poskytovatele pisemné vyrozumi.

16 INDEPENDENTCONTRACTOR

The relationship between Medpace and the
Institution and between Medpace and the
Investigator 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, Investigator or
Study Personnel.

16 NEZAVSLY DODAVA'IEL

Vztah mezi spolec¢nosti Medpace a poskytovatelem
a mezi spolecnosti Medpace a zkouSejicim je
vztahem nezdvislych dodavateli a neexistuje mezi
nimi Zddny zaméstnanecky ani agenturni vztah.
Spole¢nost Medpace ani zadavatel nenesou
odpovédnost za zaméstnanecké vyhody, penze,
ndhrady pracovnikiim, srdZkové dan¢ ani dané ze
zavislé Cinnosti  tykajici se poskytovatele,
zkouSejictho nebo pracovniki tcastnicich se
provadéni studie.

17 CHANGES'IO THEPRO'OCOL

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

17 ZMENY PROOKOIL

Protokol Ize zménit pouze na pokyn zadavatele a
podléha naslednému schvdleni etickou komisi a
prislusnymi regulatornimi organy. V dusledku
takovych zmén nebudou provaddény zadné financni

upravy, pokud smluvni strany tuto smlouvu
piislusnym  zplsobem neupravi v pisemném
dodatku.
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18 MISCHIANEDUS 18

18.1  This Agreement represents the entire | ;g1
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
(1) 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.

18.2  This Agreement shall be governed by and | ;g o
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. In case any disputes arise,
the competent courts of the Czech
Republic shall resolve them, regardless of
the conflict of laws rules.

18.3  This Agreement, and any subsequent | 1g.3
amendment(s), will be executed in three
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. This Agreement may be signed by
handwritten signatures of authorized
representatives in three counterparts or a
single counterpart by an electronic
signature per Act No. 297/2016 Coll. On
services creating trust for electronic
transactions.

RUZNE

Tato smlouva predstavuje celé ujedndni
smluvnich  stran anahrazuje  vSechna
pfedchozi jedndni, ujedndni nebo dohody
(Gstni ¢i pisemné) mezi smluvnimi stranami
tykajici se predmétu smlouvy. V piipadé
rozporu mezi touto smlouvou a protokolem
budou mit pfednost podminky této smlouvy.
Pokud nékteré ustanoveni této smlouvy je
nebo se stane (i) nezdkonnym podle
jakéhokoli platného zdkona nebo ptedpisu,
(i1) neplatnym nebo (iii) jinak
nevymahatelnym, nebude mit tato
nezédkonnost, neplatnost ¢i nevymahatelnost
vliv na platnost ¢i vymahatelnost ostatnich
podminek nebo ustanoveni této smlouvy.
Vsechna piipadnd prominuti podminek této
smlouvy musi mit pisemnou formu. Pokud
neékterd smluvni strana nebude trvat na
dodrzeni nékterych podminek této smlouvy,
nebude to pfedstavovat obecné prominuti
téchto podminek nebo upusténi od nich; tyto
podminky zustanou po celou dobu v plné
platnosti a G¢innosti.

Tato smlouva se fidi abude vykldddna
vsouladu se zdkony Ceské republiky.
V piipadé rozporu mezi ¢eskou a anglickou
verzi bude mit pfednost ceskd verze.
V ptipad€ vzniku sporu budou k jeho feSeni
ptisluiné soudy Ceské republiky bez ohledu
na kolizni normy.

Tato smlouva ajeji piipadné néasledné
dodatky budou podepsidny ve tfech
vyhotovenich a tato vyhotoveni budou
spoleéné¢ predstavovat jedinou smlouvu
a stanou se zdvaznymi v okamziku, kdy
jedno nebo vice vyhotoveni této smlouvy
budou jednotlivé nebo spolecné opatfeny
podpisem jednotlivych smluvnich stran této

smlouvy. Tato smlouva miiZze byt
podepsdna vlastnoru¢nimi podpisy
opravnénych zéastupci ve tfech

vyhotovenich, nebo v jednom vyhotoveni
elektronickym podpisem v souladu se
zakonem ¢. 297/2016 Sb., o sluzbach
vytvatejicich davéru pro elektronické
transakce.

The contracting parties acknowledge that the | Smluyyni strany berou na v&domi, Ze nedojde
initiation visit and delivery of Study Drug will not | k inicia¢ni navstévé a doddvce hodnoceného
take place until the final document is published in | j¢gjvého piipravku do okamZiku uvefejndni

the register of contracts. kone¢ného dokumentu v registru smluv.
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Medpace hereby undertakes not to enter into any
other contract with any employee of the
Institution in connection with this study.

Medpace undertakes not to supply the Institution
with any medical device for the purpose of
conducting a clinical evaluation without
concluding a separate loan agreement for such
medical device.

Spole¢nost Medpace se timto zavazuje, Ze
v souvislosti s touto studiif neuzavie zZadnou jinou
smlouvu s Zddnym zamé&stnancem poskytovatele.

Spolecnost Medpace se zavazuje, Ze nedodd
poskytovateli zddny zdravotnicky prostfedek pro
ucely provddéni klinického hodnoceni, aniz by byla
uzaviena separatni smlouva o vypujéce k tomuto
zdravotnickému prosttedku.

19 SPONSOR

BENHFICIARY

AS THIRD- PARIY

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

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

ZADAVA'TEL JAKO OPRAVNENA REI
SIRANA

19

Smluvn{ strany berou na védomi a souhlasi s tim, Ze
zadavatel md z této smlouvy uZitek jako oprdvnénd
tfeti strana, a souhlasi s tim, Ze zadavatel muZe tato
prava vykondvat bud’ piimo sdm, nebo nepiimo
prostednictvim spolecnosti Medpace.

NA DUKAZ VYSE UVEDENEHO smluvni strany
podepsaly tuto smlouvu prostfednictvim fadné
k tomu oprdvnénych osob a tato smlouva nabude
ucinnosti k datu d¢innosti.

ForMedpace, on its own
behalfand as paymentagentof
Sponsor/

Za spoleCnost Medpace, jejim
jménem a jako zprostfedkovatel
plateb Zadavatele

By (signature) By (signature)

Name (printortype)

Title Title

Clinical Study Agreement | Version # 1
NSPhama, Inc. | NS-065/NCNP-01-302

Institution / Poskytovatel

MUDr. AleS Herman, Ph.D.

Name (printortype)

Director/feditel

Investigator/ Zkouse jic i

By (signature)

Name (printortype)

Investigator/Zkousejici
Title

24.5.2023 24.5.2023
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