CLINICAL TRIAL AGREEMENT

Between

Medpace Clinical Research, LLC, with its principal
oflice and place of business at 5375 Medpace Way,
Cincinnati, Ohio 45227, USA
Represented by:

Trial Manager

, Clinical

(hereinafter referred to as the * Medpace ™)
AND

Ustiedni vojenska nemocnice — Vojenska fakultni
nemocnice Praha, with its principal office and place
of busincss at U Vojensk¢ nemocnice 1200, 169 02
Praha 6, Czech Republic

Represented by: prof. MUDr. Miroslav Zavoral,
Ph.D., Direclor

(hereinafter referred to as the “Institution™)

entered into pursuant to Article 1746 (2) of Act no.
89/2012 of Coll., the Civil Code, as amended
(hercinafter referred to as the “Civil Code™) and
effective as of upon publication in the Contracts
Registry (hereiafter referred to as the “Agreement’™)

Preamble

WHEREAS, NewAmsterdam Pharma BV,
Gooimeer 2-35, 1411 DC, Naarden, The Netherlands,
regisiered in the Dutch Chamber of Commerce under
number 55971946 (“Sponsor™) is sponsoring a clinical
trial involving the study drug Obicetrapib (hereinafier
called the “Study Drug”) named “Obicetrapib and
Cardiovascular Qulcomes: A Placebo-Controlled,
Double-Blind, Randomized Phase 3 Study to Evaluate
the Effect of 10 mg Obicetrapib in Participants With
Atherosclerotic  Cardiovascular Disease (ASCVD)
Who Arc Not Adcquatcly Controlled Despitc
Maximally Tolerated Lipid-Modifying Therapies™
(hereinafter referred to as the “Study™) as described in
more detail i protocol no. TA-8993-304 which may
be from time to time unilaterally updated by the
Sponsor (hereinafter referred to as the “Protocol™).

WHEREAS Medpace is a contract research
organization which has been contracted by Sponsor to
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SMLOUVA ,
0 KLINICKEM HODNOCEN]

Meczi

spoleénosti Medpace Clinical Research, LLC, se
sidlem a mistem podnikani na adrese 5375 Medpace
Way, Cincinnati, Ohio 45227, USA, zastoupenou

B . oocen  Klického

hodnoceni
(dale jen ,,Medpace™)
A

Ustiedni vojenska nemocnice — Vojenska fakultni
nemocnice Praha se sidlem a mistem podnikani na
adrcsc U Vojenské nemocnice 1200, 169 02 Praha 6,
Ceska republika

zastoupen: prof. MUDr. Miroslav Zavoral, Ph.D.,
reditel

(dale jen . Zdravotnické zafizeni™)

uzaviena podle ustanoveni § 1746 odst. 2 zakona
¢. 89/2012 Sb., obcansky =zakonik, ve znéni
pozdgjgich predpist (dale jen ,obcansky ziakonik™)
sucinnosti od ke dni uvefejnéni v registru smluv
(dale jen ..Smlouva®™):

Preambule

VZHLEDEM KTOMU, ZE NewAmsterdam
Pharma B.V., Goommeer 2-35, 1411 DC, Naarden,
Holandsko, registrovana v Nicozemské obchodni

komofc pod &islem 53971946 (, Zadavatcl™)
sponzoruje  klinické hodnoceni s hodnocenym
Iééivym piipravkem obicetrapib (dale jen

~Hodnoceny 16k) sndzvem . Vysledek uzivani
obicetrapibu a jeho dopad na kardiovaskularni
systém: placebem kontrolovand, dvojité zaslepena,
randomizovana studie faze 111 hodnotici Gi¢inek 10 mg
obicctrapibu  u  pacientu s atcrosklcrotickvm
kardiovaskularnim onemocnénim (ASCVD), kteti
dostateéné nereaguji na maximalni tolerovanou davku
pii 1&¢bé modilikwici hladiny lipida™ (dale jen
Studie™), které je blize popsano v protokolu & TA-
8995-304, a ktery muze byt ¢as od Casu Zadavatelem
jednostrann¢ doplnovan (dale jen jako ,.Protokol™).

VZHLEDEM K TOMU, ZE Medpace je smluvni
vyzkumnou organizaci, ktera byla Zadavatelem najata
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manage and administer the Study, including, but not
limited to, negotiation and execution of this
Agreement; and

WHEREAS, the Institution possess knowledge,
experience and resources necessary for conducting the
Study, have - 1o the best of its knowledge - access 1o
the required number of trial subjects based on the
inclusion or exclusion criteria as laid down in the
Protocol and is willing to conduct the Study.

WHEREAS, the Medpace wants to perform the
Study under supervision of *
who will be for the study in position of Principal

mvestigator (hercinafler referred (o as the “Principal
Investigator™)

WHEREAS, the Principal investigator is emplovee
of the Institution and is not contracting party of this
agreement and will be signing only Statement of
understanding of his rights and responsibililies
resulting from the Agreement

The Institution and the Principal investigators will be

pro fizeni a spravu této studic, mimo jin¢ véctné
vyjednani a uzavieni této Smlouvy; a

VZHLEDEM K TOMU, ZE Zdravotnické zafizeni
disponuje znalostmi, zku$enostmi a zdroji nezbytnymi
k provedeni Studie, dle svého nejlepsiho védomi ma
pristup k pozadovanému poctu subjekti hodnoceni
dle kritérii pro zatazeni nebo vyfazeni, jak jsou
stanoveny v Protokolu, a je ochotno Studii provést,

VZHLEDEM K TOMU, ZE Medpace chce provadst
Studii pod vedenim ﬂ, ktery
bude pracoval ve Studii v pozci hlavniho
zkousgjiciho (dalc jen | Hlavni zkouScjici™)

VZHLEDEM K TOMU, ZE Hlavni ousejici je
zam&stnance Zdravotnick¢ho zafizeni a neni smluvni
stranou této Smlouvy a bude podepisovat pouze
prohlaseni o porozuméni svvm pravium a zavazkim
vyplyvajicim £ 1¢to Smlouvy

Zdravotnické zafizeni a Hlavni zkouSejici budou

rcferred in this aprecment as  Study partners™.

THEREFORE the parties (hereinaller relerred (o as
the “Parties”) have agreed as follows:

Article 1 —Subject of the Agreement

1.1 The subject of the Agreement is the performance
of the Study at the Institution and the division of
Study-related obligations among Medpace, the
Sponsor and the Study Partners. The subject of the
Agreement are covenants of the Study Partners to
conduct the Study under the terms and conditions
agreed hercin and the covenant of the Sponsor to
pay remuneration for a duly conducted Study.
Any deviations from the Protocol or amendments
of the Protocol, including without limitation, any
imvestigation or cvaluation of additional clinical
or laboratory parameters, require the prior written
approval of Medpace or the Sponsor.

Article 2 — Obligations of the Study Partners

2.1 The Study Partners shall conduct and document
the Study 1n a diligent and ellicient manner in
strict compliance with (a) the Protocol; and (b) the
terms and conditions of this Agreement; and (c)
the ethical principles of the Declaration of
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oznadovani v této Smlouve jako _Studijni partnefi™

PROTO se smluvni strany (dale jen ,Strany®)
dohodly nasledovng:

CL 1 - Predmét Smlouvy
1.1 Pfedmétem této Smlouvy je provedeni Studie
ve Zdravotnickém zafizeni a rozdéleni
povinnosti ~ souvisgjicich  se Studii  mez
Medpace, Zadavatele a Studijni partnery.
Predmétem této Smlouvy jsou zavazky
Studynich partneri k provedeni Studiec za
podminck sjecdnanych v téta Smlouve a
zévazek Zadavatele k thradé odmény za fadné
provedeni Studie. Jakékoli odchylky od
Protokolu a dodatku k Protokolu, v¢etné
veskerych vv§etieni nebo hodnoceni tykajici sc
klinickvch ¢i laboratornich parametru, vyvzaduji
piedchozi pisemny souhlas Medpace nebo
Zadavatcle.

Cl. 2 - Povinnosti Studijnich partneri
2.1, Studyni partnefti se =zavazuji proveést a
zdokumentoval Studii hospodarné a s nalezilou
odbornou pé¢i v prisném souladu s (a)
Protokolem; a (b) podminkami této Smlouvy; a
(¢) etickymi zasadami Helsinské deklarace; a
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Heclsinki; and (d) the ICH Harmonised Tripartitc
Guideline for Good Clinical Practice as amended
from time to time as well as generally accepted
standards of Good Clinical Practice; and (e) all
applicable legal regulations; and (f) all orders and
directives of competent public administration
authorities and ethics committees, if any. The
Institution shall provide adcquate rcsources and
facilities for the performance of the Study.

2.2 The Study at the Institution shall be conducted

under the supervision of the Principal Investigator
who shall be responsible for due performance of
the Study. The Principal Investigator is the
responsible head of the group of investigators in
case the Study is conducted at the Institution by
several mvestigators (such additional
investigators  hercinalter  relerred o as
“Investigators’). The Principal Investigator is
responsible for the well-being of the trial subjects
participating in the Study in terms of professional
medical scrvices provided.

2.3 The Principal Investigator shall also serve as the

contact person for Mcdpace with regard o the
Study at the Institution, unless this Agreement
specifies otherwise. The Principal Investigator
shall conduct the Study as part of his or her
cmplovment at the Institution.

2.4 The Institution shall allow and the Principal

Investigator shall ensure that the Investigators and
other persons involved with the Study (hereinafter
referred to as “Study Team Members™) comply
with the terms and conditions of this Agreement.
The Institution shall ensure through the Principal
Investigator that original and new Study Team
Members are appropriately tramed, qualified and
cducated, in particular that they participate in all
training sessions regarding the Study, including
any good clinical practice traming required and
organized by Medpace or the Sponsor (Study
Team Members, who have a good clinical practice
certificate that is not older than two vears as of the
first day of the Study, are nol required (o
participatc in good clinical practicc training).
Medpace shall have the right to reject specific
Study Team Members, if the Sponsor or Medpace
deems them not appropriately educated and/or
qualified. Study Team Members are employees of
the Institution. Study Team Members and the
Principal Investigator shall attend tramnings
organized for them by Medpace or the Sponsor in
connection with the Study, and the Institution
shall allow such persons to attend, if this
participation does notl disrupl the operation and
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(d) Harmonizovanym Tiistrannym Guidcline
ICH pro spravnou klinickou praxi v&etné jeho
naslednych zmén a obecné pijjimanymi
standardy spravné klinické praxe; a (e) vSemi
prislugnymi pravnimi predpisy; a (f) veskerymi
prikazy a smémicemi pfislusnych organu
vefegné moci a spravy a etickych komisi, jsou-
Ii takové. Zdravotnické zafizeni sc zavazujc
poskytnout odpovidajici zdroje a vybaveni
k provadéni Studie.

Studic budc ve Zdravotnickém zafizeni
provadéna  pod  dohledem Hlavniho
zkousejiciho, ktery je odpovédny za jeji fadne
provedeni. Hlavni zkousejici je odpovédnym
vedoucim skupiny zkousejicich v pripadé, ze
Studie je ve Zdravotnickém zafizeni provadéna
vicero nez jednim zkousejicim (takovi dalsi
zkousgyici sc dale oznacuji jako | ZkouSejici).
Hlavni zkousejici je odpovédny za blaho
subjekti  hodnoceni ucastnicich se Studie
« hlediska poskylovani zdravotnich sluzeb na
nalezit¢ odborn¢ firovni.

Hlavni zkousejici soucasné bude slouzit pro
Mcdpace  jako kontakini osoba v rameci
Zdravotnického zafizeni ve vztahu ke Studii,
pokud neni niZe vtéto Smlouvé stanoveno
jinak. Hlavni zkousSejici provadi Studii v ramei
svcho zamg&stnancckcho pomé&ru ke
Zdravotnickému zafizeni.

Zdravolnické cafizeni se zavarsuje umoznil a
Hlavni zkouSejici se zavarzuje zajistit, aby
Zkousejici a ostatni osoby zahrnuté do
provadéni Studie (dale jen ,.Clenové studijniho
tymu™) jednali v souladu s podminkami této
Smlouvy. Zdravotnické zatizeni se
prostrednictvim Hlavniho zkousejiciho
zavacuje zajistit, ¢ puvodni i novi Clenové
studiyniho  tymu jsou Fadn¢ proskoleni,
kvalifikovani a vzd&lani, obzvlast 7e se
zncastiugi vSech Skoleni o Studii, véetné skoleni
na spravnou klinickou praxi vyvzadovanych a
zajistovanych Medpace nebo Zadavatelem
(Clenové studijniho tymu vSak nemusi Skoleni
na spravnou klinickou praxi absolvoval, pokud
sc prokazi certifikatem z absolvovancho Skoleni
spravné klinické praxe ne star§im 2 let k datu
zahdjeni Studie). Medpace ma pravo odmitnout
konkrétni Cleny studijniho tymu, pokud se
Zadavatel nebo Medpace domniva, ze nejsou
pfislusné  vzd€lani amebo  kvalifikovani.
Clenové studyniho tymu jsou zaméstnanci
Zdravotnického zatizeni. Clenové studijniho
tymu a Hlavni zkousejici se budou uéastnit
Skoleni, které v souvislosti se Studii pro tyto
osoby Medpace nebo Zadavalel zorganizuje a
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provision of hcalth scrvices in the Institution.
Medpace or the Sponsor shall remmburse
reasonable travel and accommodation costs, if
applicable related (o the tramnings under this
article, but no remuneration shall be provided to
participants or any other persons for attending
such trainings.

2.5 The Institution shall make it possible for the
Principal Investigator, Investigators and Study
Team Members, as required, to participate in
Investigators” meetings and teleconferences held
in the course ol the Study (o the extent requested
by Medpace or Sponsor.

2.6 Any subcontracting of any of the Institutions’
obligations undcr this Agrecement (o a third party
requires the prior written consent of Medpace.
Granting of such consent shall be within
Medpace’s sole discretion. In the case that such
consent is granted, the Institution shall:

2.6.1 make surc that such subcontractors obscrve the
terms and conditions (a) that are relevant to the
nature of requested services and similar to the
terms and conditions of this Agreement,
including — without limitation - the timclines for
fulfilling obligations, (b) based on which the
third party shall assign all rights with regard to
the results of its performance/the Study to the
Institution, Medpace or the Sponsor and (c)
based on which the third party shall allow
Medpace, the Sponsor or third parties contracted
by the Sponsor or Medpace and competent
regulatory authorities to perform audits and
inspections at such a third party™ site, whereas
this shall not limit the Institution’s obligations
with respect to andits and inspections; and

2.6.2 be responsible for due performance of all
delegated or subcontracted duties.

2.7 The Study Pariners agree lo make maximum
cfforts to coroll trial subjccts in the Study in
accordance with the inclusion requirements and
timelines set forth in the Protocol. The current
timelines for conducting the Study are as
follows:

2.7.1 Recruitment of trial subjects is expected to begin
in and to bc completed
by . Recruitment of trial

subjects is always governed by current terms and
conditions of the Protocol. In the event of an
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Zdravotnické zafizeni je povinno takovou ulast
umoznit, pokud tato ucast nenaru$i chod a
poskvtovani zdravotnich sluzeb ve
«dravotnickém  zafizeni.  Medpace nebo
Zadavatel nahradi pifimérené cestovni a
ubytovaci naklady souvisgjici se vzdélavanim
podle tohoto ¢lanku, bude-h to tfeba, ale za
utast na takovém vzdClavani nenalczi
ucastniktim ani nikomu jinému zadna odmeéna.

Zdravotnické zafizeni se zavazuje umoZznil
Hlavnimu  zkouscjicimu, Zkouscjicim a
Clenam studijniho tymu, ucastnit se podle
potfeby setkani zkouSejicich a telekonferenci
uskute¢novanych v prubéhu Studie v rozsahu
pozadovaném Medpace nebo Zadavatelem.

Jakékoli smlouva o plnéni povinnosti
Zdravotnickcho zafizeni dle 1&to Smlouvy ticti
stranou vyzaduje predchozi pisemny souhlas
Medpace. Udéleni takoveého souhlasu je na
vylu¢ném rozhodnuti Medpace. V piipadé
ud¢lencho souhlasu je povinnosti
Zdravotnického zarizeni:

j¢ povinno zajistit u subjckiu, na n&z svou
povinnost prenasi. dodrzovani podminek, (a)
které jsou vzhledem k charakteru pozadované
sluzby relevantni a podobné podminkam této
Smlouvy, véctng, av§ak ngjen, lhit k plngni
povinnosti, (b) na zaklad& kterych téeti strana
postoupi veskera prava k vvsledkum své
¢mnosti/Studie na  Zdravolnické zafizeni,
Medpace anebo Zadavatele a (c¢) dle kterych
tieti strana umozni Medpace, Zadavateli nebo
tretim  stranam  smluvné  opravnényvm
Zadavatclem ncbo Medpace a prislunym
regulatomim dfadim provedeni auditi a
inspekei u takové tieti strany, coz soucasné
neznamena omezeni povinnosli
Zdravotnickcho zarizeni ve vztahu k auditim a
inspekcim; a

bude nést odpovédnost za fadné plnéni vsech
zajisténych nebo delegovanyvch povinnosti.

Studyni partnefi se zavazwyi vyvnalozil veskerd
usili k zafazeni subjcktu hodnoceni do Studic
v souladu s pozadavky na zafazovani a Thiutami
stanovenymi v Protokolu. Soucasné lhuty
vziahujici  se  kprovadéni Studie  jsou
nasledujici:

Predpokladany zalatek naboru subjekti
hodnoceni jo v N -
redpokladané ukongeni v
N o i

hodnoceni se vzdy fidi aklualnimi podminkami
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cxtension of the duration of the Study, a written
addendum to this Agreement will be concluded.

2.7.2 The Principal Investigator agrees that the

2.8

29

Sponsor or Medpace upon Sponsor’s request,
may unilaterally change the number of trial
subjects that thc Principal Investigator shall
include in the Study and/or the recruitment
timeframe by issuing a relevant instruction for
the Study. Such an mstruction shall not concern
the alrcady included trial subjccts.

The Principal Investigator agrees to include in
the Study only such (rial subjects that are duly
suitable for the Study in compliance with the

Protocol. Expected number of enrolled Study
subjects is N

The Study Partners agree to ensure that the
Study shall be conducted in compliance with the
approval or conscnt with notification issucd by
the State Institute for Drug Control and
approvals of the competent ethics committees.
The Study Partners agrec to cooperate with
Medpace in preparing documents concerning the
Study and to immediately provide Medpace or a
thard party specified by Medpace or the Sponsor
with all dcclarations nceessary for the approval
of the Study by regulatory authorities and/or
ethics committees, including without limitation,
il applicable, (i) Financial Interest Declarations,
(i1) CVs and (iii) confirmation of adequate trial
site facilities. The Study Partners shall ensure
that the provided Study documents are complete
and corrcet. For example, the Financial Intcrest
Declarations shall contain all financial relations
between, and financial interests of, the Principal
Investigator and any Study Team Member, on
onc hand, and thc Sponsor or any of the
Sponsor’s affiliates, on the other hand, including
- but not limited to - remuneration or other
[inancial benefits received by each of them [rom
the Sponsor or any of the Sponsor’s affiliates for
consultations or other services not covered in
this Agreement. The Financial Inlerest
Dcclarations should be submitted in the course
of the Study, upon a change in the Study and one
vear after completion of the Study. “Affiliate™
shall mean any legal entity or company, which
directly or indirectly, through one or more
intermediaries, controls, is controlled by or is
under joint control with a Contracting Party or
the Sponsor.

Clinical Study Agreement | Version #1

NewAmsterdam Pharma B.V. | TA-89%95-304

272

2.8

2.9

CONFIDENTIAL

Protokolu. V pripad¢ prodlouzeni doby trvani
studie bude uzavien pisemny dodatek k této
smlouve.

Hlavni zkou$ejici souhlasi, ze Zadavatel nebo
Medpace muze na zakladé »adosti Zadavatele
jednostranné kdvkoli zménit pocet subjekti
hodnoceni, které Hlavni zkouscjici do Studic
muze zafadit a/nebo casovy harmonogram
naboru, a to prostfednictvim  vvdani
prislusného pokynu ke Studii. Takovy pokyn se
ncdotkne jiz zarazenveh subjcktu hodnoceni.

Hlavni zkousejici se zavazuje do Studie zaradit
pouze fadné spusobilé subjekty hodnoceni v
souladu s Protokolem. Predpokladany pocet

zarazenvch subiketﬁ hodnoceni v UVN je

Studijni partneii se zavazuji zajistit, ze Studie
bude provadéna v souladu s povolenim nebo
souhlascm  k ohlascni  vydanym  Statnim
ustavem pro kontrolu IéCiv a souhlasy
prislusnych etickvch komisi. Studini partneri
sc zavazuji poskytnoul Mcdpace souéinnost pri
ptipravé dokumenti tykajicich se Studie a
predat Medpace nebo treti strand urlené
Zadavatelem mnebo Medpace bezodkladné
vedkera prohlageni nezbytna k povoleni Studic
regulatormimi  organy  a/mebo  etickymi
komisemi, véetné aviak nejen (1) Prohlaseni o
[inan¢nich zajmech, (ii) CV a (iii) polvrzeni o
odpovidajicim vybaveni mista hodnoceni.
Studijni partnefi se zavazuji zajistit, Ze
poskytnuté dokumenty tykajici se Studie jsou
oplné a spravné. Napfiklad, Prohlascni o
finan¢nich zajmech musi obsahovat veskeré
finanéni vztahy mezi Hlavnim zkousSejicim a
kierymkoli Clenem studijniho tymu, a jejich
finanéni zajmy, na jcdné stran¢ a Zadavatclem
anebo kteroukoli spoleénosti propojenou se
Zadavatelem, na stran¢ druh¢, vCetné — avsSak

ngjen — odmény nebo jincho [inanéniho
prospéchu pfijatého kazdym znich od

Zadavatele nebo kterékoli ze spolecnosti
propojenych se Zadavalclem za konzullaCni
cinnostt nchbo  jiné sluzby ncpokrvté touto
Smlouvou. Potvrzeni o finanénich zajmech by
méla byt predloZena v prubéhu Studie, pi1 jeji
méné a jeden rok po skondeni Studie.
.Propojenou osobou” se rozumi jakakoli
pravnicka osoba nebo spoletnost, kterd piimo
nebo nepfimo, prostiednictvim jednoho &1 vice
prosticdnikti,  vykonava  kontrolu,  jc
kontrolovana anebo je pod spole¢nou kontrolou
se smluvni stranou nebo Zadavatelem.
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2.10 The

2.11

Principal  Investigator  agrces  to
appropriately inform all trial subjects of the
aims, methods, expected benefits and potential
risks of the Study and the circumstances under
which their personal data might be disclosed to
Medpace and/or the Sponsor, their Affiliates,
competent authorities, third partics providing
scrvices for Medpace and/or the Sponsor and/or
ethics committees, to the extent of the inform
consent form provided by the Sponsor directly
or through Medpace. The Principal Investigator
agrces to cnsurc that the trial subjects shall not
participate in the Study until after they sign their
mformed consent provided by Medpace and/or
the Sponsor. The Principal Investigator shall
keep the original of such consent in the trial
subjects” medical records. If such consent is
revoked in the course of the Study, no further
Study-rclated procedurcs may be performed by
the Study Partners with regard to the respective
tnal subject, except for any Study-related
[ollow-up monitoring laid down in the Protocol
and conscnted to by the trial subjcct. Subscquent
treatment of the trial subject, which 1s not related
to the Study, lies in the sole medical
responsibility and Icgal lability of the Study
Partners.

The Study Partners shall ensure that the trial
subjects included in the Study do not participate
in a specific treatment program according to
Article 49 of Act No. 378/2007 Coll., on
Medicinal Products (“Act on Medicinal
Products™) or in any other clinical trial in which
the trial subjects would use medicinal products
not registered in the Czech Republic in the
course of the Study or during any suspension
period specified in the Protocol without the prior
written consent of Medpace and the Sponsor.

2.12 If in the course of the Study at the Institution trial

subjects' health is harmed, the Study Partners
shall inform Medpace of any such event (1) in
casc of any scrious adversc cffcct and/or scrious
adverse events and/or, if applicable, in case of
pregnancy, within 24 hours at the latest and (1)
m case ol any adverse ellect and/or adverse
event immediately within the timelines specified
in the Protocol and other instructions on safety-
related data reporting provided by Medpace
and/or the Sponsor. Such reporting must also
include an assessment of causality. Any other
harm to health of trial subjects or any serious
breach of the Protocol or good clinical practlice
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Hlavni zkouscjici sc zavazujc vécchny subjckty
hodnoceni odpovidajicim zpusobem
informovat 0 cilech, metodach,
predpokladanych pfinosech a potencialnich
rizicich Studie a o okolnostech, za kterych by
jejich osobni ndaje mohly byt zpfistupnény
Medpace a/mebo Zadavateli, jeho Propojenym
osobam, pfislu§nym organam, tfctim stranam,
jez  poskvtujyi  sluzby Medpace a/nebo
Zadavateli a/mebo etickvm komisim, a to
v rozsahu iformovaného souhlasu subjekiu
hodnoceni poskytnut¢ho pfimo Zadavatclem
nebo  prostiednictvim  Medpace.  Hlavni
zkouSejici se zavazuje zajistit, Ze subjekty
hodnoceni se z0fastni Studie teprve polé, co

podepisi  informovany souhlas subjektu
hodnoceni poskytnuty  Medpace a/nebo
Zadavatelem. Hlavni ZkouSejici  uchova

original takovcho souhlasu ve zdravotnické
dokumentaci subjektu hodnoceni. Pokud
subjekt hodnoceni svuj) souhlas v prubéhu
Studie odvola, Studijni partnefi nesmi ve
vztahu k tomuto subjcktu hodnoceni provést
zadné dal$i postupy vramci Studie vyjma
pripadnych opatreni tykajicich se naslednych
sledovani predepsanych Protokolem, s nimiz
subjekt hodnoceni souhlasil. Nasledna 1écba
subjektu hodnoceni, ktera nesouvisi se Studii,
je vyhradni lékarskou odpovédnosti a pravni
adpovédnosti Studijnich partneri.

Studijni partneti se zavazuji zajistit, Ze subjekty
hodnoceni zafazené do Sludie se vrameci
Zdravotnického =zafizeni nebudou udastnit
specifického lécebného programu dle § 49
zakona ¢&. 378/2007 Sb., o 1é&¢ivech (dale jen
.zadkon o I¢Civech™) anmi jin¢ho klinického
hodnaceni, pfi kterém by subjekty hodnoceni
uzivaly v Ceské republice neregistrovany
[&Givy pripravek v prub&hu Studie ani béhem
doby  preruseni  Studic  specifikované
v Protokolu bez predchoziho pisemného
souhlasu Medpace a Zadavatele.

Pokud v prub&hu Studie ve Zdravotnickém
zarizeni dojde k pofkozeni zdravi subjekiu
hodnoceni,  Studijni partnefi se zavazuji
informovat o kazdé takové udalosti Medpace
(i) v pripadé zavazného nezadouciho Gcéinku
amebo zavazné nezadouci prihody amebo
v pfipadech  (¢hotenstvi, jsou-li  tlakové,
nejpozddji do 24 hodin a (1) v pripadé
nezadouciho u€inku a/nebo nezidouci prihody
neprodlené  vramci lhiit  stanovenych
v Protokolu a jinych pokyncch  danych
Medpace a/nebo Zadavatelem o hlaseni dat
tykajicich se bezpe€nosti. Soucasti takového
hlaseni musi byl také posouzeni pficinné
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guidclines must be reported to Medpace without
undue delay.

2.13 The Study Partners agree to immediately answer

any qucstions of Mcdpace and/or the Sponsor or
persons authorized by Medpace and/or the
Sponsor regarding adverse event
documentation. This includes - but is not limited
to - active follow-up monitoring and
clarification of relevant inconsistencies in
adverse event and pregnancy reports. For the
purposes of adverse event and pregnancy
reporting, the Study Partners must use the forms
provided by Medpace and/or the Sponsor, if
applicable.

2.14 During and after completion of the Study, the

Study Partners shall submit to Medpace all
documents received [rom authorilies, ethics
committce/s, and/or compctent regulatory
authorities regarding any consent or
authorization or safety - related communication
with respeet to the Study within 24 hours
following their receipt.

2.15 The Study Partners agree to use the Study Drug

cxclusively for the purposcs of conducting the
Study and only as specified in the Protocol. The
Study Partners are responsible for the proper
receipl, use, handling, storage and keeping
detailed and accurate records of handling of the
Study Drug in the course of the Study pursuant
to the requirements of good clinical practice,
goaod pharmacy practice and Protocol. The Study
Partners agree to return any unused, partially
used or expired Studv Drug to the
Sponsor/Medpace.

2.16 The Institution hereby agrees to ensure that the

Study Drug 1s stored, prepared. mspected and
distributed in compliance with the Protocol, the
applicable law and all provisions of the LEK-
12 guideline issued by the State Institute for
Drug Control. The Study Partners shall not
charge any trial subjcet or third party, such as a
health insurance company, for the Study Drug
or for any services paid for by Medpace and/or
the Sponsor under this Agreement.

2.17 The Institution agrees to appoint a sufficient

number  of  represcntatives  who  mect
qualification requirements for the position of a
pharmacist pursuant to Act no. 95/2004 Coll.,
on conditions [or acquisition and recognition of
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souvislosti. O jakémkoliv jiném poskozeni
zdravi subjektu hodnoceni nebo jakémkoliv
zavazném poruSeni Protokolu nebo pokvnu
spravné klinické praxe musi Smluvni parinefi
mformovat Medpace bez zbvte¢ného odkladu.

Studyni partneii se zavazuji bez zbyteCného
odkladu zodpov&det viechny dotazy Mcdpace
a/nebo Zadavatele nebo asob povérenych
Medpace amebo Zadavatelem tvkajici se
dokumentace nezadouci udalosti.  Tolo
zahrnuje zcjména aktivni nasledné sledovani a
objasnéni prislusnych nesrovnalosti
v hlaSenich nezadoucich prihod a pfipada
(&holenstvi. Za udelem hlageni nezadoucich
piihod a pripadt téhotenstvi jsou  Studijni
partneri povinni pouzivat formulafe poskytnuté
Medpace a/mnebo Zadavatelem, jsou-li takove.

Béhem a po skonceni Studie se  Studijni
partneti zavazuji predlozit Medpace veskeré
dokumenty pijaté od uradu, ctickveh komisi
a/mcbo  piislusnych rcgulatornich  organi
tykajici se jakvchkoli souhlasii nebo povoleni
nebo prislusné komunikace vztahwjici se
k bezpegnosti ve vetahu ke Studii do 24 hodin
od jejich obdrzeni.

Studyyni  partnef1 se zavazuji pouzivat
Hodnoceny Ick vyvhradng pro acely provadéni
Studie a pouze zpusobem specifikovanym
v Protokolu. Studijni partneri jsou odpovedni
za Tadné piijimani, pouzivéni, nakladani,
skladovani a vedeni dokladné a pfresné
evidence zachazeni s Hodnocenym Iékem
vprubé¢hu Studic vsouladu s pozadavky
spravné klinické praxc, spravné I¢karcnske
praxe a Protokolem. Navic se Studijni partnefi
zavazuji vratit nepouZity. nespotrebovany i
ExXpIrovany Hodnoceny Iek
Zadavatcli/Medpace.

Zdravotnické zafizeni se timto zavazuje zajistit
uskladnéni, pripravu, kontrolu a distribuci
Hodnocencho léku v souladu s ustanovenim
Protokolu, platnych zdkond a v souladu se
v8emi ustanovenimi pokynu LEK-12 Statniho
ustavu pro kontrolu 1é¢iv.  Studyni partneii
ncbudou vyZzadovat zaplaceni Hodnoceného
Iéku nebo jakékoliv sluzby hrazené Medpace
a/mebo Zadavatelem podle této Smlouvy po
subjektu hodnoceni nebo tieti strané, jako je
napriklad zdravotni pojistovna.

Zdravotnické zarizeni se zavazuje jmenovat
dostateCny polct  zastupcu, ktofi spliwi
kvalifikatni pozadavky na vykon povolani
farmaceuta ve smyslu zakona €. 95/2004 Sb.. o
podminkach ziskavani a uznavani odborné
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profcssional qualifications and spceialized
qualifications for physicians, dentists and
pharmacists, as amended, or for pharmaceutical
assislants pursuant 1o Act no. 96/2004 of Coll.,
on non-medical health professions, as
amended. These representatives shall be
responsible for handling the Study Drug and for
keeping related records and documcntation.
Immediately after the appointment of the
representative(s), the Institution shall notify
Medpace in writing about the first and last
namc and contact dctails of such appointccs.

2.18 The Principal Investigator agrees to administer

the Study Drug in compliance with the
Protocol and in doses required for every visit
of the trial subjcet.

2.19 The Study Partners agree to report on the

progress of the Study at the Insttution,
including information about the cnrolment of
trial subjects, upon Medpace's request.

2.20 The Principal Investigator must colleet data and

enter them only in English without undue delay
of their generation and in compliance with the
Study requirements in the electronic case report
forms (hercinafter referred to as “CRFs”) in
accordance with the requirements set forth in the
Protocol. The Principal Investigator agrees to
promptly complete CRFs within 5 days and any
documentation required in the Protocol to
Medpace so that Medpace could process them
directly or through another entity on a
continuous basis. In casc of a dclay with data
entering longer than without undue delay or not
in compliance with the Study requirements,
Medpace and/or the Sponsor shall have the right
bv giving writtcn noticc to thce Principal
Investigator to stop the recruitment of trial
subjects by the Principal Investigator until data
enlering is up Lo date. If this resulls in a delay
with recruiting trial subjects, Medpace shall
have the rights set forth in Article 12.4. Within
Live working days of the last trial subject’s
trcatment, all outstanding CRFs must be entered
and related documentation as well as unused
paper CRFs, if applicable, must be forwarded to
Medpace or destroyed upon Medpace’s request.
The Study Partners agree to assist in promptly
clarifying any questions concerning CRF data
and to address and answer such questions
without unduc delay and in compliance with the
Study requirements. Medpace may request
answers sooner than that due to key Study
milestones, such as a clean database.
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zpusobilosti a spccializovan¢ zpusobilosti k
vykonu zdravotnického povolani Iékarte,
zubniho 1ékafe a farmaceuta, ve znéni
pozdé&jSich predpist, nebo [larmaceutického
asistenta ve smyslu zdkona ¢. 96/2004 Sb., o
nelékarskych zdravotnickych povolanich, ve
znéni pozdgjsich piedpisu. Tito zastupci budou
odpovedni za nakladani s Hodnocenym I¢kem
a za vedeni souvisgjicich zaznamu a
dokumentace. Thned po jmenovani tohoto
zastupce nebo zastupcu, oznami Zdravotnické
zarizeni Medpace piscmn¢ jméno a pfijmeni
povéfenych osab ¢&i osob, spolu s pfislusnymi
kontaktnimi informacemi.

Hlavni zkousejici se zavazuje vvdavat
Hodnoceny 1ék v souladu s Protokolem, a to v
davkovani potrebném pro kazdou jednotlivou
navsi¢vu subjcktu hodnoceni.

Kdvkoli o to Medpace pozada, zavazuji se
Studiyni partneii podat hlaseni o postupu ve
Studii v ramei Zdravotnick¢ho zarfizeni véctné
udaju o zafazovani subjektu hodnoceni.

Hlavni zkousgjici je¢ povinen shromazdoval
data a vkladat je pouze v anglictiné bez
zbyte¢ného odkladu od jejich vytvoreni a
v souladu s pozadavky Studie do
clcktronickych zaznamovych listt (dale jen
..CRF*) v souladu s naleZzitostmi stanovenymi
v Protokolu. Hlavni zkousejici se zavazuje
neprodleng dokoncit Medpace CRF do 5 dnu a
veskerou dokumentaci vyzadovanou
Protokolem, abyv je Medpace mohl ptimo &i
prostiednictvim  jin¢ho subjektu pribézné
zpracovavat. V pripad¢ prodleni dels$im nez bez
zbyte¢ného odkladu nebo vrozporu s
pozadavky Studie na vkladani adaju, je
Medpace a/nebo Zadavalel opravnén na
zéklad¢ piscmncho ozndmeni  doru¢eného
Hlavnimu zkousejicimu, zastavit zafazovani
subjektu hodnoceni Hlavnim zkousejicim az do
doby, kdy je vkladani udaju aktualizovang.
Pokud bude mit toto za nasledek prodleni v
zarazovani subjektii hodnoceni, Medpace
prislusi prava stanovena v ¢l 12.4. Ve lhat¢ 5
pracovnich dnu po oscticni posledniho zc
subjektt hodnoceni, musi byt dokonceno
vlozeni veskerych zbyvajicich CRF, souvisejici
dokumentace a rovnéz nepouzité CRF
v listinné podob&, jsou-li takové, musi byt
predany Medpace anebo na pozadani Medpace
zniéeny. Studiyni partnefl se zavazuji
poskytovat  soucinnost pii  pohotovém
objasfiovani jakychkoli dotazti tykajicich se
udaju v CRF a vénovat se t¢mto dotaziim a
¢zodpovidal je bez zbyleéncho odkladu a
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Furthcrmorc, the Study Partners agrec to
reasonably assist in preparing the overall Study
report upon Medpace’s or Sponsor’s request.
The Institution shall ensure that CRFs shall not
be available to any persons other than Study
Team Members and the Principal Investigator
and that access to CRFs, if they are in electronic
form, shall bc proteeted by user name and
password.

2.21 The Principal Investigator shall ensure that all

CRFs submitted to Medpace are true, complete,
correct and accurate and reflect the actual
results of the Study. The Principal Investigator
also agrees to provide Medpace with copies of
all reports, including all updates and changes
that were requested by the ethics committee.

2.22 The Institution shall keep all clectronic and other

documents, including without limitation,
source documents and the Investigator's files
required by ICH guidelings and applicable laws
regulating Study performance for the longer of
the two following periods: 1) twenty-five (23)
years after the end of the Study, or 2) any longer
documcntation archiving period laid down in
applicable legal regulations. Study
documentation must be kept in a suitable
location and manner, and the Institution must
keep record of the location where Study
documentation is stored to ensure that it is
readily available upon the request of the
Sponsar’s appointed representative, the cthics
committee, an auditor or competent authorities.
The Institution must notify Medpace in the
evenl that the Institution plans (o archive Study
documentation outside of its own premiscs.

2.23 The Study Partners understand that Medpace

closely monitors the performance of the Study
and regularly visits the Institution. The Study
Partners agree (o appropriately support such
monitoring  activitics,  including  without
limitation, by providing Medpace’s appointed
representative with access to the facilities and
dalta as necessary and (o cooperale with
Medpace and/or the Sponsor or the relevant third
party in this regard. The representatives of
Medpace and/or the Sponsor mayv review and/or
request copics of data derived from the Study,
and Study Partners shall promptly provide such
data. The Principal Investigator and Study Team
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v souladu s poZadavky Studic. Mcdpace muze
pozadovat odpovédi 1 v krat§im asovém tseku
s ohledem na kliCova stadia Studie, jako napf.
cista database. Studiyni parineii se dale na
zadost Medpace nebo Zadavatele zavazuji
poskytovat pfiméfrenou soucinnost pfi pripravé
celkoveé zpravy o Studii. Zdravotnické zafizeni
zajisti, z¢ CRF ncbudou pfistupné nikomu
jinému  nez Clenim studijntho tymu a
Hlavnimu zkousejicimu a pristup k nim, pokud
budou v elektronické podobé, bude chranén
pristupovym jméncem a heslem.

Hlavni zkousejici je povinen zajistit, Zze
véechny CRF  poskvinui¢ Medpace jsou
pravdivé, piesné a fadné vyplnény a ze jsou
vérnym odrazem skuteénvch vysledku Studie.
Hlavni zkousejici se rovnéz zavazuje predat
Mecdpace kopic vScch zprav, véeiné vscch
aktualizaci a zmén, které si vyzadala eticka
komise.

Zdravotnick¢ zafizeni sc zavazujc uchovavat
veskerou elektronickou 1 jmou dokumentaci,
véetn¢ zdrojové dokumentace a slozky
Zkouscjiciho, vyzadovanych ICH predpisy a
prislu§nymi pravnimi predpisy upravujicimi
provadéni Studie, po delsi z nasledujicich dvou
dob: 1) dvacet pét (25) let po skonceni Studie
ncbo 2) jakoukoli dcl§i dobu pro archivaci
dokumentace stanovenou prislusnymi pravnimi
predpisy. Studijni dokumentace musi byt

uchovavana na vhodném mist¢ a vhodnym
zpusobem a Zdravotnické zatizeni je povinno
vést zaznamy o misté, kde je dokumentace
Studiec uchovavana, aby tato byla pohotové
k dispozici na zadost povéicnéha zastupce
Zadavatele, etické komise, auditora nebo
prislusnych uradu. Zdravotnické zarizeni je
povinno Medpace informoval v pripadé, Ze
planujc archivovat dokumentaci Studic mimo
své vlastni prostory.

Studijni parinefi jsou si védomi, ze¢ Medpace
dokladné monitoruje provadéni Studie a
pravidelné navs§tévuje Zdravotnické zafizeni.
Studini  parlnefi  se rzavazuji  priméiené
podporovat tyto monitorovaci aktivity, a to
zgjména poskytnutim pfistupun povérenému
zastupct Medpace do prostor a k datlim dle
potieby a spolupracoval s Medpace a/nebo se
Zadavatelem nebo prislugnon tfeti stranou
vitomto ohledu. Zastupci Medpace a/mebo
Zadavatele mohou kontrolovat idaje odvozené
z t¢to studic a/ncbo porzadovat kopic t&chto
udaju a Studijni partneti takové udaje okamzité
poskytnou. Na zadost Medpace jsou Hlavni
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2.24 Medpace,

Mcembers  must  participatc  in personal
discussions upon the request of Medpace.

the Sponsor and government
authorities, such as for example the US Food
and Drug Administration (the “FDA™) have the
right to audit or inspcct the Study Partners’
records, any and all other documentation and
the facility relating to the Study at any time
during the Study and/or for another 25 vears
after complction of the Study and without the
Study Partners™ right to special payment.
Medpace or the Sponsor must announce such
audit or mspection sufliciently in advance,
provided that it is carried out by Medpace or the
Sponsor. The Study Partners must assist
Medpace or the Sponsor, their designated
representatives or all government authoritics in
performing their tasks pursuant to the Protocol
and take any and all reasonable actions
requested by Medpace or the Sponsor or
government authoritics to remedy deficiencics
noted during an audit or inspection.

2.25 The Study Partners shall, during and after the

Study, allow and support any inspections of
responsible authorities without any nght to
speeial payment or reimburscment. The Study
Partners must inform Medpace and the Sponsor
about anv such mspection or the intent to
conduct such inspection as soon as they learn
about it. The Study Partners shall allow
Medpace and the Sponsor to be present at any
mspection conducted by authorties or similar
mstitutions. Prior to responding to the findings
of any such inspection, if any, the Study Partners
must review and discuss such response with
Medpace and the Sponsor. The Study Partners
shall promptly provide Mcdpace and the
Sponsor with copies of anv findings or
ispections of responsible authorities in relation
to the Study.

2.26 The Study Partners may not knowingly use the

scrvices, repardless of their volume, of any
person prohibited to provide such services by the
FDA or any other competent authority i the
course of the Study. Furthermore, the Study
Partners represent and warrant that, as far as they
know, neither them nor their employees, agents
or representatives, who are involved in the
Study, have been prohibited by the FDA or any
other competent authority to perform the
activities that are performed during the Study,
nor that theyv are currently, (o the best of their
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zkousdgjici a Clenové studijniho tymu povinni
se zncastnit osobni diskuze.

Medpace, Zadavatel a statni orginy, jako je
napi. Utad pro potraviny a léky Spojenych statu
americkych (,,FDA") maji pravo provadét audit
&i mspckel zaznami  Studijnich partnera,
veskeré jiné dokumentace a  prostor
souvisejicich s provadénim Studie, a to kdvkoli
v prubéhu a/nebo po dobu 25 let po skonceni
Studic a bez jakychkoli narokn  Studijnich
partneri na zvlastni platbu. Takovy audit Ci
mspekel je Medpace nebo Zadavatel povinen
piiméfené piedem ohlasil v pfipadé, ze je
provadén Medpace nebo Zadavatelem.
Studijni partneri jsou povinni poskytovat
Medpace nebo Zadavateli, jejich povefenym
zastupcum ncbo veskerym stalnim organum
soucinnost pfi plnéni jejich aloh v souladu
s Protokolem a podniknout vesker¢ primerené
kroky pozadované Medpace nebo Zadavatelem
ncbo statnimi organy za udclem odstranéni
nedostatki  zjis$ténych béhem auditu nebo
mspekee.

Studijni partneti se zavazuji, 7 b&hem a po
skonCeni Studie, umozni a budou podporovat
veskeré kontroly odpovédnych ufadi bez
jakvchkali naroku na zvla$tni odménu ¢&i
nahradu.  Studijni partnefi jsou povinni
informovat Medpace a Zadavatele o kazdé
takové inspekel ¢&1 zaméru takovou inspekci
provést thned poté, co se o nich dozvi. Studijni
partneti se zavazuji umoznit, aby Medpace a
Zadavatel mohl byt pritomni na kazd¢ inspekei
provadéné ufady ncbo podobnymi institucemi.
Pred vyjadienim se k nalezim takové inspekce,
budou-li n¢jaké, jsou Studijni parinefi povinni
odpoved’ posoudit a prodiskutovat s Medpace a
s¢  Zadavatclem. Studijni partncii  bez
zbyte¢ného odkladu poskytnou Medpace a
Zadavateli kopie jakychkoliv zjisténi nebo
kontrol odpovédnych ufadu ve veahu ke
Studii.

Studini partnefi nesmi  védomé vvuzival
sluzcb, bez ohledu na jojich objem, zadnych
osob, jim7 bylo poskytovani téchto sluzeb

zakazano FDA nebo kterymkoli  jinym
prislusnym organem v prubéhu provadéni
Studie. Studijni partneii  dale zavazné

prohlasuji, ze dle jejich znalosti ani jim ani
jejich  zaméstmanclim, zmocnéncom ¢l
zastupcum, ktefi sc¢ ucastni provadéni Studic,
nebylo zakazano provadét Cinnosti, jez jsou
provadéné v ramci Studie, ze strany FDA ¢&i
jin¢ho organu, ami podle jejich nejlepsiho
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2.28

knowlcdge, the subject of procecdings
concerning such prohibition by the FDA or any
other authority. During the Studyv and for a
period of 3 years aller ils completion, the Study
Partners agree to promptly notify Medpace and
the Sponsor about any such proceedings
initiated against the Principal Investigator, the
Institution or its cmployces. Furthermore, the
Study Partners represent and warrant that, as far
as they know, they are not the subject of any past
or current investigalions, inquiries, warnings or
cnforced dccisions of public administration
authorities that concern the clinical trial and
have not been disclosed to Medpace and the
Sponsor. The Study Partners shall notily
Medpace and the Sponsor about the fact
described in the previous sentence without
undue delay.

In the event that the Principal Investigator
terminates his or her employment at (he
Institution, the Institution shall inform Mcdpacc
as soon as it learns about it and shall propose a
duly qualified person acting as a new principal
mvestigator. Medpace and/or the Sponsor shall
have the right to object to such replacement. The
Institution shall make maximum efforts to
require the new principal investigator to agree in
writing to the terms and conditions stipulated in
this Agreement. If the Institution and Medpace
and the Sponsor are unable to agree on the new
principal investigator or il the new principal
investigator is unwilling to agree to the terms
and conditions stipulated in this Agreement,
Medpace has the nght to terminate this
Agrcement in accordance with Article 12.5. The
Institution and the Principal Investigator must
immediately inform Medpace and the Sponsor
m wriling aboul any and all changes having an
mmpact on the availability of rcsources and/or
Study Team Members conducting the Study.

The Study Partners agree to inform Medpace
and the Sponsor directly and immediately in the
case that a trial subject participating in the
Study announces or opines that his or her health
has been damaged due to his or her
participation in the Study and that he/she is
therefore entitled to financial compensation.

2.29 The Study Partners undertake to provide medical

services to trial subjects whose participation in
the Study has not vel ended, mn the case ol a
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2.27

2.28 Studijni partncii sc

2.29 Studijni

CONFIDENTIAL

védomi v soufasné dob¢ ncprobiha Zzadné
fizeni tykajici se takového zakazu ve vztahu
k t€mto osobam. Studijni partnetfi se zavazuji
v prubéhu Studie a po dobu 3 let po jejim
ukonCeni 1hned informovat Medpace a
Zadavatele, pokud se dozvi, 7ze bude zahajeno
takové tizeni ve vztahu k Hlavnimu
zkoudgjicimu, Zdravotnickému zafizeni €1 jcho
zam&stnancum. Studijni partnefi dale zarucuji
a zavazuji se, ze dle jejich znalosti nejsou
subjektem predchozich ani probihajicich
Sctieni, vyzev, upozornéni ncbo vymahani
rozhodnuti organu statni spravy vztahujicich se
ke klinickému hodnoceni, které by nebvly
oznameny Medpace a Zadavalell. V pfipadg, ze
nastane skutecnost podle predchozi véty ve
vztahu ke Studii, Studijni partnefi to bez
zbyte¢ného odkladu sdéli Medpace a
Zadavatcli.

V pripade, ze Hlavni ZzkousSejici v pribchu

Studie ukonéi pracovnépravni vziah se
Zdravotnickym  zafizenim,  Zdravotnické
zafizeni je povinno o této skutenosti

informovat Medpace bez zbyteCného odkladu
poté, co sc o tom dozvi, a soucasné navrhnout
fadné kvalifikovanou osobu jako nového
Hlavniho zkouSejiciho. Medpace a/ nebo
Zadavatel maji pravo vznést namitky vuaci
tomuto nahrazeni. Zdravotnické zafizeni sc
zavazuje s vynalozenim maximalniho sili
pozadovat po novém Hlavnim zkousejicim, aby
s¢ pisemné zavarsal k dodrzovani podminek
sjednanych vtéto Smlouvé. Pokud se
Zdravotnické zafizeni, Medpace a Zadavatel
nejsou schopni domluvit na osobé nového
Hlavniho zkouscjiciho ancbo pokud novy
Hlavni zkouSejici neni ochoten se zavazat
k podminkam stanovenym touto Smlouvou,
Medpace je opravoén vypovedét tuto Smlouvu
v souladu s ¢l 12,5, Zdravotnické zafizeni a
Hlavni zkouSejici jsou povinni neprodlené
pisemné informovat Medpace a Zadavatele o
vech aménach, kleré maji vliv na dostupnost
zdroji amebo  Clend  studijniho  tymu
provadéjiciho Studii.

zavazuji pfimo a bcz
7byteéného odkladu informovat Medpace a
Zadavatele v pfipad¢. ze subjekt hodnoceni
Ucastnici se Studie oznami ¢i vyjadii nazor, ze
doglo k pogkozeni jeho zdravi v dusledku Géasti
ve Studii, a Ze ma proto pravo na finanéni
nahradu.

partnefi se zavazuji poskytovat
zdravotni sluzby subjektiim, jejichz ulast ve
Studii neskonéila, v piipad¢ Casleéneho uzavieni
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partial closurc of the Study, as well as to subjccts
mcluded in the post Study follow-up m
compliance with ethics rules.

2.30 In the case that the Institution, the Principal

Investigator or Study Team Members use in the
course of the Study devices that require
scrvicing, calibration or any other spccial carc,
the Institution agrees to maintain such devices in
due operational condition and to provide
relevant documentation thereol to Medpace
upon the request.

2.31 The fulfillment of the duties of the Principal

Investigator and subinvestigators (hereinafter
referred to as the Investigators) stipulated by this
contract shall be ensured by the Institution as
their cmployer within the framework of labor
law relations. The Institution is responsible for
fulfilling the Investigators duties. The Institution
undertakes (o conclude a «Agreement on (he
performance of work / agrecement on work
activities» with the Investigator within 14 days
from effective date of this contract, which
obliges the Investigator to [ulfill his obligations
especially in accordance with the legal
regulations referred to in this contract.
Article 3 — Obligations of Medpace

3.1 The Medpace and the Sponsor’s contact persons

regarding the Study are:

IF TO MEDPACE:

Medpace Clinical Research LLC
Attention General Counsel

3375 Medpace Way

Cincinnati, OH 45227, USA

IF TO SPONSOR:

NewAmsterdam Pharma B V.

Alln.

Gooimeer 2-33
1411 DC Naarden
The Netherlands

or any other person announced (o the Principal
Investigator.

Any notice required or permitted under this
Agrcement 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, relurn receipl requesied, or one

Clinical Study Agreement | Version #1
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230

2.31

Studic, a dalc také subjcktim zafazenym do
nasledného sledovani po skonCeni Studie,
v souladu s etickymi pravidly.

V pripad€, ze pii1 Studii pouzZiva Zdravotnické
zatizeni, Hlavni zkousejici nebo Clenové
studyniho tvmu pristrojové vybaveni, kter¢
vyzadujc scrvis, kalibraci ncbo jinou zvlastni
pééi, Zdravotnické =zafizeni se zavazuje
udrzovat takové pristrojove vybaveni zpuisobilé
fadného provozu, o Semz je povinno Medpace
na vyzadani  poskvtnout  odpovidajici
dokumentaci.

PInéni povinnosti hlavniho zkousejiciho a
zkousejicich (dale jen zkousejici) stanovenych
touto smlouvou zajisti zdravotnické zafizeni
jako  jejich  zaméstnavatel v ramci
pracovnépravnich  vztahti.  Zdravotnické
zatizeni odpovida za plnéni povinnosti
zkousejiciho.  Zdravotnické  zarizeni se
zavaaye do 14 dni ode dne uéinnost (élo
smlouvy uzaviit sc zkouscjicim «Dohodu o
provedeni prace/dohodu o pracovni ¢innosti»,
ktera zkousegjiciho zavaze k plnéni povinnosti
zcjména dlc pravnich picdpisu uvedenych
v této smlouve,

CL 3 — Povinnosti Medpace

3.1. Kontaktnimi osobami Medpace a Zadavatele ve
vztahu ke Studii jsou:
PRO MEDPACE:

Medpace Clinical Research LLC
Attention General Counsel

3375

Mecdpace Way

Cincinnati, OH 45227, USA

PRO ZADAVATELE:

NewAmsterdam Pharma B.V.

Alin,

Gooimeer 2-35

1411

DC Naarden

Holandsko

CONFIDENTIAL

nebo kterékoli dalsi osoby oznamené Hlavnimu
zkousejicimu.

Jakékoli omameni vvzadované &1 dovolené dle
této Smlouvy musi byt u¢inéno pisemng a budc
povazovano za dorulené tii (3) dny po
odeslani, pokud bude zaslano doporudenou
postou nebo poslou s polvrzenym doruéenim, s
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(1) dav after sending, if sent by cxpress couricr
service or facsimile/electronic transmission.

3.2 Medpace declares that the Sponsor or its designee

agrees to provide the Study Partners with the
Study Drug, nccessary CRF templates, other
mformation and other drugs/placebo required
for the performance of the Study free of charge
and in the quantity and [requency necessary for
the proper performance of the Study.

3.3 The Studv Drug (as well as anv other drugs,

placebo, il required by the Protocol) shall be
delivered exclusively to Institution’s Pharmacy
to the following address:

Nemocniéni I¢karma UVN
Pavilon [

U Vojenské nemocnice 1200
169 02 Praha 6

Czcch Republic

The Study Drug, ncecssary CRF (cmplates and
other information required for the performance
of the Study and provided to the Institution are
and shall remain the Sponsor’s property.

3.4 Medpace agree to provide the Principal

Investigator with new mformation regarding
the safety of the Study Drug without undue
delay.

Article 4 — Remuneration

4.1 In considcration of the proper performance of

the Study by the Study Partners under the
terms of this Agreement and upon approval of
Sponsor, payment will be made by Medpace
or its dcsignee to the payee (FPaycc™)
designated in Appendix A appended hereto
and incorporated herein by reference. Pavee
will accept payment from Medpace, or its
designee, to the Payee as full consideration for
services rendered. All costs outlined on
Appendix A shall remain [irm [or the duration
of the Study, unless otherwise agreed to n
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

Clinical Study Agreement | Version #1
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3.2.

3.3.

3.4

4.1

CONFIDENTIAL

pfedplacenym  poStovnym  ncbo  postovni
dorucenkou, nebo (1) den po odeslani, pokud
bude odeslano expresni kuryrni sluzbou ¢i
laxem/elektronickym prenosem.

Medpace prohlasuje, 7e Zadavatel nebo jim
povérend osoba poskytne Studijnim partnerim
zdarma v mnoZstvi a Casovych intcrvalech
potfebnych pro fadné provedeni Studie
Hodnoceny 1€k, nezbyiné vzory CRF a dalsi
mlormace a dalsi 1é¢ivo/placebo vyzadované
pro provadéni Studic.

Hodnoceny l¢k (akoz 1 dalsi 1é¢ivo, placebo,
je-li vyzadovano Prolokolem) bude dodavan
vyhradné do Nemocnicni Iékarny
Zdravotnického zarizeni na nasledujici adresu:

Nemocniéni Iékarna UVN
Pavilon |

U Vojenskeé nemocnice 1200
169 02 Praha 6

Czech Republic

Hodnoceny 1k, nezbyiné vzory CRF a dalsi
informace vyzadované pro provadéni Studie
poskytnuté Zdravotnickému zafizeni jsou a
zustavaji vliastmictvim Zadavatele.

Medpace se zavazuje poskytovat Hlavnimu
kouSegjicimu  pfislusné nové informace o
bezpednosti tykajici se Hodnoceného 1éku bez
zbyte¢ného odkladu.

CL 4— Odména

Jako odména za fadné provadéni studie
Studijnimi partnery podle podminek (élo
Smlouvy a po schvaleni Zadavalelem bude
spole¢nosti Medpace nebo jejim povéfenvm
zastupcem provedena uhrada pfijemci platby
(dale jen .prijemce platby*) oznacenému v
Prilozc A plipojené k t¢to Smlouvé a
za¢lendné do ni odkazem. Pijemee platby od
Medpace ¢&i ji povéfené osoby pifijme tthradu
ve prospéch prijemce platby jako plnou
kompenzaci za poskytnuté sluzby. Vechny
naklady uvedené v Piiloze A rmstanou
neménné po celou dobu trvani studie, pokud se
smluvni strany piscmnénedohodnou  jinak.
Smluvni strany jsou si védomy a souhlasi s
tim, 7e za subjekty, které byly randomizovany
do studie v rozporu s protokolem, kieré
nespliiugi kritéria protokolu pro zafazeni a
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4 2Mcedpace

for whom scrious deviations from the Protocol
are made. The budget contained in Appendix
A 1s inclusive of all applicable taxes excluding
VAT. VAT is not applicable because Medpace
1s a US. based company. Study Partners
represent that neither Principal Investigator
nor Institution are a citizen or resident of the
United States, or a corporation or partncrship
that i1s and has been treated as a U.S.
corporation or U.S. partnership, and that all
payvments received under this Agreement will
be for scrvices rendered outside the United
States. 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
pavment agent, shall make payment to Payee
undcr this Agreement from [unds cscrowed by
Sponsor. Notwithstanding the foregoing,

shall provide this Agrccment to
Institution for publication in the registry of
contracts administered by the Ministry of
Interior Aflfairs, located at the website
https://smlouvy gov.cz/ (“Contracts Registry™).
Schedule A constitutes proprietary information
of Medpace, and 1t will not be published in the
Contracts Registrv. Estimated total possible
amount to be paid under the Agreement is CZK
3 000 000 assuming the Study patient enrolment
goal is achieved. Medpace shall be responsible
for redacting the Agreement before publication
in the Contracts Registry. Institution shall not
publish any non-redacted versions on any
wcbsites or other media without obtaining
Medpace’s prior written consent.

4.3 Payments to trial subjects shall be made by the

Institution in compliance with this Agreement
and thc Protocol. Pavment rules arc specificd in
detail in Appendix A to this Agrecement.

Article 5§ — Rights to Results

3.1 Tt is agrced that nonc of Sponsor, Mcdpace,

Investigator, or Institution transfers to any other
by operation of this Agreement any patent right,
copvright, (rademark right, or other proprietary
right of Sponsor, Medpace, Investigalor, or

Clinical Study Agreement | Version #1
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vyrazeni ncbo u nich dojde v jejich pripad¢ k
zavaznym odchylkam od protokolu, nebude ze
strany Medpace ani Zadavatele poskytnuta
zadna uhrada. Rozpocel uvedeny v Priloze A
zahmuje vSechny platné dané vyjma DPH.
DPH se neuplatiuje, protoze Medpace ma
sidlo v USA. Studijni partnefi prohlasuji, ze
ani Hlavni zkouSejici, ani Zdravotnické
zatizeni nejson  obfany ani  rezidenty
Spojenych stati americkych, ani korporaci
nebo partnerskym subjektem, které jsou a byly
povazovany za americkou korporaci nebo
partnersky subjekt, a Ze vSechny platby
obdrzené na zaklad¢ této Smlouvy, budou za
sluzby poskytované mimo Spojené staty
americké. V pripadé, ze béhem platnosti této
Smlouvy dojde k jakymkoli zménam v zakoné
o DPH ncbo budou vyvzadovany srazky podlc
jinych zakonu, DPH nebo tyto srazky budou
hrazeny stranou, ktera za to ze zakona nese
odpovédnost. Dle (élo Smlouvy provede
Medpace,  jakozto  platce  zastupujici
Zadavatele, thradu prijemci platby z vazaného
uctu poskytnutého Zadavatelem.

4 2 Spolcenost Medpace piedlozi Zdravotnickému

43.

| 1]
—

CONFIDENTIAL

zarizeni tuto smlouvu k uverejnéni v registru
smluv  vedeném ministerstvem vnitra a
umisiéném na webovych strankach
https://smlouvy.gov.cz/  (dale jen  registr
smluv*). Priloha A predstavuje chranéné
informace spoleCnosti Medpace a nebude v
rcgistru  smluv  zveicjnéna.  Predpokladana
celkova mozna Castka k vyplaceni v ramci
smlouvy je 3 000 000 K¢, a to za predpokladu,
ze bude dosazen cil zafazovani pacientu do
studie. Spolednost Medpace ponese
odpovédnost za redigovani smlouvy pied jejim
uveignénim v registru smluv., Zdravotnicke
zafizeni nesmi uveiginit jakékoli neredigované
verze na jakychkoli webovych strankach nebo
jinych médiich bez predchoziho pisemného
souhlasu spoleénosti Medpace.

Veskera pendrni plnéni subjektu hodnoceni
jsou vyplacena Zdravotnickvm zarizenim
v souladu s touto Smlouvou a Protokolem.
Pravidla pro vyplaceni jsou blize upravena
v Priloze A k této Smlouvé.

Cl. 5 - Prava k visledkiim

Smluvni strany s¢ dohodly, Zz¢ s vyjimkou
piipadu vyslovn¢ stanovenych v této Smlouve
Zadavatel, Medpace, zkoufejici 1ékaf ani
Zdravotnické zarizeni v ramci provadéni (élo
Smlouvy nepfevedou jakakoli patentova &
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Institution, cxcept as cxpressly sct forth
heremn.The Sponsor shall own the exclusive
rights to all results, data, findings, discoveries,
mventions and  specifications,  whether
patentable or not, that were onginated,
conceived, derived, produced, discovered,
mmvented or otherwise made by the Institution,
the Principal Investigator and/or Study Tcam
Members in connection with conducting the
Study (hereinafter referred to as “Results™).
The Study Partners hereby assign all of (heir
proprictary rights to Results to the Sponsor in
advance. The royalty fee for this assignment is
already included in the remuneration of the
Institution under Article 4 hereol. The Study
Partners shall not acquire any rights to Results
by performing this Agreement.

medical records and original source
documents shall remain the property of the
Institution; however, the Sponsor shall be
permitted 1o usc them in accordance with this
Agreement and based on the consent of trial
subjects. Disclosure of Results to any person or
entity, including a contracted resecarch
organization, cthics committcc or rcgulatory
authority, shall not be deemed as granting the
ownership of such mformation to these entities.

To the extent intellectual property rights to
Results are legally not assignable, the Sponsor 1s
hercby granted by the Study Partners an
exclusive, worldwide, sub-licensable, time-
unlimited and irrevocable license for unlimited
use of these Results. The rovalty fee lor this
licensc is alrcady included in the remuncration
of the Institution under Article 4. The Institution
shall make maximum efforts so that the actual
owners of the intellectual property rights, ie.
employees of the Institution and/or involved
third parties, would allow the Institution to grant
the aforementioned license (o the Sponsor

To eliminate any doubts, an invention that is an
improvement, a new use or a new drug form of
the Study Drug shall be the sole property of the
Sponsor.

The Study Partners agree to ensure that all
Results (heremaller referred (o as “Inventions™)

Clinical Study Agreement | Version #1
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CONFIDENTIAL

autorska prava, prava k ochrannvm znamkam
ani jina vlastnicka prava Zadavatele, Medpace,
zkouSejiciho nebo Zdravotnického zarizeni na
kohokoli jiného.

Zadavateli patii vvhradni prava ke vSem
vysledkum, datim, zji$ténim, objevum,
vynalezim a specifikacim, bez ohledu na to,
zda jsou zpusobilé byt pfedmétem patentoveé
ochrany ¢&i  nikoli, které vznikly, byly
vytvorené, odvozené, vyprodukovangé,
objevené, vymy$lené nebo jinak ucinéné
Zdravotnickym zafizenim, Hlavnim
zkousejicim  a/mebo Cleny studijniho tymu
v souvislosti s provadénim Studie (dale jen
..Vysledky™). Studijni parinefi timlo predem
postupuji veSkera sva majetkova prava
k Vysledkim na Zadavatele. Odména za tento
prevod je  jiz  zahmuta v odméné
Zdravotnick¢ho zafizeni partneru dle ¢l 4.
Studijni partneti neziskavaji k Vysledkim
plnénim této Smlouvy zadna prava.

Vicchna zdravotnicka dokumentace a ptivodni
zdrojova dokumentace zustane ve vlastnictvi
Zdravotnického zafizeni; nicmén€, Zadavatel je
opravnén jc pouzil v souladu s touto Smlouvou
a souhlasem subjektu hodnoceni. Zpfistupnéni
Vysledku jakékoli osobg€ nebo subjektu , véetné
smluvni vyvzkumné organizace ¢1 etické komise
ancbo  rcgulatorniho  orgdanu  ncbudc
povazovano za udé&leni vlastnického prava
k témto informacim témto subjekhim.

V rozsahu, v jakém prava duSevniho vlastnictvi
k Vvsledkim nejsou prevoditelna, udélwi
timto Studini partncii Zadavatcli vyhradni,
neodvolatelnou v misté a Case neomezenou
licenci s pravem udé€lovat podlicence, a to ke
viem zpusobum uziti (Echto  Vysledku.
Odména za tuto licenei je jiz  zahrnuta
v odméné Zdravotnického zafizeni dle ¢&l. 4.
Zdravotnické zafizeni se zavazuje vvvinout
maximalni nsili k tomu, aby skuteéni vlastnici
téchto prav  duSevniho vlastnictvi, tzn.
zamestnanci Zdravotnického zafizeni a/nebo
zncasinéné {feld strany, umozni
Zdravotnickému zafizeni udélit vvsc uvedenou
licenci Zadavateli. Zadavatel neni povinen
licenci vyuzit,

Pro odstranéni pochybnosti plati, Ze vynalezy,
které jsou vylepSenimi, nebo novym pouzitim
¢1 novymi lékovvmi formami Hodnoceného
I¢ku jsou vyluénym vlastnictvim Zadavatcle.

Studijni partnefi se zavazuji zajistit, Ze veSkeré
Vysledky (dale jen ,Vynalezy™), ucinéné
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madc by cmployces of the Institution or other
parties included m the Studv by the Study
Partners shall be reported to the Sponsor in
writing without undue delay.

5.5 The Sponsor or any of its Affiliates shall have
the right to file a patent application for such
Inventions under its own name or under the
name of a designated third party and at its own
expense, with the inventor(s) named in the
patent application, The Study Pariners agree (o
sign and to have cmployecs of the Institution and
other parties involved in the Study by the Study
Partners sign all documents and give such
testimony as the Sponsor deems necessary [or
filing a patent application and for obtaining a
patent in order to protect its intellectual property
interests arising from the Study.

5.6 The Sponsor and its Affiliales may ulilize,
rcproduce and transform anonymizcd
radiological/diagnostic images made in the course
of the Study. in compliance with the provisions of
the informed conscent and (o the extent specificd
in the informed consent, for any scientific and/or
commercial purposes, in any form and by any
means, electronic or mechanical, including
making photocopics, clectronic recordings (c.g.
on CD-ROM), micro-copies, or by any data
storage and retrieval systems, mcluding data
banks and the Internet. The Study Pariners hereby
grant to the Sponsor an exclusive, worldwide and
irrevocable license, with the right to grant a
sublicense to the Sponsor’s Affiliates, for the use
of aforementioned images. The rayalty fee for this
license is already included in the remuneration of
the Institution under Article 4. In the case that the
Institution is not the owner of these rights (o such
imagges, the Institution agree to cnsurc that the
actual owner of these rights, 1.e. employees of the
Institution and/or third parties involved in the
Study, would allow the Contracing Parlners (o
grant the aforementioned license to the Sponsor.
The Study Partners confirm that all such images
shall be oblained with (rial subjects® consent and
that thc imagcs shall not contain any information,
through which the relevant trial subject could be
identified.

Article 6 — Confidentiality

Clinical Study Agreement | Version #1

zam&stnanci Zdravotnick¢ho zafizeni ncbo
Jinymi stranami zahrnutymi Studijnimi partnery
do provadéni Studie. budou bezodkladng
pisemné oznameny Zadavaleli.

Zadavatel anebo kterakoli snim Propojena
osoba jsou opravnéni podat piihlasku patentu
pro tyto Vynalczy svym vlastnim jméncem ancbo
Jménem urdené tieti strany, na vlastni naklady,
suvedenim jména vvnalezce(u) v pfihlasce
palentu. Studijni partnefi se zavazuji podepsat a
zajistit, abyv  zamd&stnanct  Zdravotnickcho
zafizeni a dalsi subjekty zahmuté Studijnimi
partnery do provadéni Studie podepsali veskere
dokumenty a poskytli takova svédectvi, jaké
Zadavatel uzna za nezbytné pro ucely podani
prihlasky patentu a ziskani patentu za ficelem
ochrany opravnényvch zamu Zadavatele
k duscvnimu vlastnictvi, kicra vzmiknou zc
Studie.

Zadavatel a jeho Propojené osoby smi uzival,
rozmnozovat a picvadét anonymizované
radiologické/diagnostické snimky pofizené
v prub¢hu Studie v souladu s ustanovenimi
mformovancho souhlasu a v rozsahu taklo
stanoveném, pro veskeré ulely, védecké a/nebo
komeréni, vjakékoli formé& a jakymikoli
zpusoby, elektronickvmi nebo mechanickyma,
véetn¢ porizovani fotokopii, clektronickych
zdznamn (napt. na CD-ROM), mikro-kopii,
nebo prostfednictvim systému uchovavani a
obnovovani dal, v&einé databank a inlernetu.
Za timto ucelem udé&luji  Studijni partnefi
Zadavateli vyhradni, mistem neomezenou a
neodvolatelnou licenci, véetné prava udélovat
podlicence Propojenym osobam  Zadavatele,
k uzivani vy$e uvedenych snimkt. Odména za
tuto licenci je jiz zahmuta v odméné
Zdravotnického zafizeni dle ¢l. 4. Nejsou-li
Zdravotnické zarizeni ancbo Hlavni zkousgjici
vlastniky prav k témto snimkam, Zdravotnické
zarizeni se zavazuje zajstit, aby skuteCny
vlastnik  (&chto  prav, (zn. zamé&sinanci
Zdravotnického zafizeni a/nebo tfeti osoby
zahrnuté do provadéni Studie, umoznili
Smluynim stranam ud€lit vvse uvedenou
licenei Zadavatcli. Studijni partncii potvrzuji,
7e vedkeré takové snimky budou ziskané se
souhlasem subjektu hodnoceni, a Zz¢ nebudou
obsahoval  zadné  mlormace,  jejichz
prostiednictvim by mohl byt identifikovan
konkrétni subjekt hodnoceni.

Cl. 6 — Zachovavani duvérnosti
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conlidential all information marked as
“Confidential” and received from Medpace,
Sponsor or on behalf of Medpace or the Sponsor
or any of their Alfiliates in relation to the Study,
the Study Drug, the Protocol or this Agreement
as well as Results (hereinafter referred to as
“Confidential Information™). The Parties
agree that the Study Partners must also treat as
strictly confidential any information that is not
marked as “Confidential” but can be considered
Confidential Information based on its nature or
conditions under which it was provided or
disclosed, including any data concerning the
Study, information for internal use only or
mformation created based on the Study, for
cxample including the Protocol, the datasct for
the investigator or preliminary results of the
Study. The Study Partners may use Confidential
Information only for the purposes of
performance of this Agreement and agree not to
disclose such Confidential Information to any
third party other than parties authorized by
Medpacce and the Sponsor without Medpacc’'s or
the Sponsor’s prior written consent. The Study
Partners agree to provide access to Confidential
Information only to persons thal need to know
Confidential Information for the purposc of
providing services based on this Agreement and
only if such persons were provably bound by the
Study Partners to obscrve conditions that arc at
least as stringent as the conditions under this
Article 6.

6.2 Notwithstanding the obligations of canfidentiality

and non-use under this Article 6, Study Partners
have the right to publish outcomes of the Study
mn accordance with Article 7.

6.3 The term Confidential Information, as used in this

Agreement, does not apply to data and
mformation where the Study Partners can prove
that such data and imformation (i) were already
in possession of the Institution or the Principal
Investigator  without the conlidentiality
obligation at the time of their disclosurc to them
by Medpace and / or Sponsor, or on behalf of
Medpace or the Sponsor or any of their
Afliliates, (11) are or become a parl of public
information by means other than by an act or
omission on the part of the Institution or the
Principal Investigator, (ii1) were legally acquired
by the Institution or the Principal Investigator
from a third party not bound to the Medpace,
Sponsor or its Affiliates by an explicit or implied
conlidentiality obligation or (1v) were created

Clinical Study Agreement | Version #1
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6.2

6.3.
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Studiyni partncii sc zavazuji zachazet sc vemi
mformacemi oznaCenymi jako ..Duvémé™ a
prijatymi od Medpace, Zadavatele nebo
Jménem Medpace, nebo jménem Zadavatele
ancbo od Propojenvch osob Zadavatele
v souvislosti se Studii, Hodnocenym 1ékem,
Protokolem nebo touto Smlouvou as Vysledky
(dalc jen _Duavérné informace™) piisné
davémeé. Strany zaroven sjednavaji, ze jsou
Studijni partnefi povinni zachazet jako
sduvémymi i s (émi informacemi, kieré sice
jako . Duvémdé™ ngjsou oznaéeny, alc mohou
byt povazovany za Duvémé informace, a to na
zaklad¢ jejich povahy ¢ podminek, které se
vzlahovaly k jejich poskytnuti ¢i zpfistupnéni,
véetné viech udaju tvkajicich se Studie, udaji
pro vnitfni potfebu, anebo informaci
vytvorenych na zaklad¢ Studie, a to napriklad
véein¢  Protokolu, souboru informaci pro
zkousejiciho &i predb&znych vysledku Studie.
Studijni partnefni smi pouzivat Duvemé
mlormace pouse pro ucely plnéni (éto Smlouvy
a zavazuji sc nczpfistupnit takové Duvemd
informace zadné treti strané mimo stran
povéfenvch Medpace a Zadavatelem bez
piedchoziho piscmného  souhlasu  Medpace
nebo Zadavatele. Studijni partnefi se zavazuji
umoznit pfistup k Davémym informacim
pouze osobam, jez se s Duvémymi
mformaccmi maji potfcbu scznamovat pro
ulely poskvtovani sluzeb na zakladé této
Smlouvy, a1 to pouze tehdy, pokud tyto osoby
byly Studynimi  partnery  prokazatelné
zavazany k dodrzovani podminek alespoii tak
prisnych, jako jsou podminky dle tohoto 1. 6.

Besz ohledu na povinnosti duvérnosti a
nepouzivani podle tohoto &lanku 6 maji
Studijni partnefi pravo zverejnil vysledky studie
v souladu s ¢lankem 7.

Pojem Duveérné informace, jak je pouzivan
viéto Smlouvé, se nevztahuje na data a
mlormace, u nichz mohou Studyni partnefi
prokazat, ze (1) jimi Zdravotické zaiizeni nebo
Hlavni zkousejici disponovali bez povinnosti
mléenlivosti v dobé, kdy jim byly zpfistupnéné
Medpace a/ncbo Zadavatclem ncbo jméncm
Medpace nebo Zadavatele nebo jeho
Propojenymi osobami, (11) jsou nebo se stanou
soucasli verejnvch mlormaci jinak nez jednanim
¢ opomenutim Zdravotnického zafizeni nebo
Hlavniho zkouSejiciho, (iii) je Zdravotnické
zarizeni nebo Hlavni zkousejici pravem nabyvli
od ftfcti stranv, ktera ncni vuéi Medpace,
Zadavateli nebo jeho Propajenym osobam
vazana vyslovnou nebo predpokladanou
povinnosti  mléenlivosti, nebo (1v) bvly
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mdcpendently by the Institution or the Principal
Investigator without reference to Confidential
Information or its use.

6.4 Furthermore, the Study Partners mav disclose

Confidential Information to the extent required
by law or an enforceable court order, provided,
howcver, that the Study Partners shall give
Medpace and the Sponsor reasonable advance
notice and shall cooperate with Medpace and the
Sponsor to seek a proleclive order or any other
appropriatc remedy upon the request of the
Sponsor. The Study Partners agree to make
maximum reasonable efforts to ensure
conflidential treatment of any Conlidential
Information that shall be disclosed.

6.5 This confidentiality obligation and the prohibition

1o use Conlidential Information as specilied in
this Agrecement shall remain in effect cven after
this Agreement is expired or terminated

6.6 The Study Partners agree o liquidate and delete

6.7

any Confidential Information in their possession
or to return it to Medpace and / or the Sponsor
upon the request of Medpace.

All pre-existing agreements regarding the
confidentiality obligation with regard to the
Study shall be superseded by this Agreement
and only with regard to the Study.

6.8 Mcdpace agrees not to disclose any fact that the

Institution designates as confidential.

Article 7 — Publication, Press Releasces and Public

Announcements

7.1 Medpace acknowledges the mterest of the Study

Partners in the non-commercial scientific
publication of Results, regardless of whether the
oulcome of the Study is posilive or negalive.
Considering the Sponsor’s rcasonable interests,
the Study Partners agree to comply with the
following publication obligations and terms:

The Study Partners agree to provide Medpace
and the Sponsor with all proposed publications
or oral presentations relating to the Study or the
Study Drug or Results (hercinafter referred to as
the “Publication™) at least sixty (6() days prior
to the intended submission or presentation of the
Publication m order to allow ils review.
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vytvofeny nczavisle Zdravotnickym zafizenim
nebo Hlavnim zkousejicim bez odkazovani se
na Duveérné mmformace nebo jejich pouziti.

Navic jsou Studijni  partnefi  opravnéni
zptistupnit Duvérné informace v takovém
rozsahu, vjakém je¢ takové zpfistupnéni
vyzadovano  pravnimi  piedpisy  ncbo
vykonatelnym soudnim rozhodnutim, avak za
podminky., Zze  Studijni partnefi o takové
skutecnosti v pfiméfeném Casovém piedstihu
mformuji Medpace a Zadavatcle a na zadost
Medpace a Zadavatele budou spolupracovat ve
snaze o vydani pfedb&znc¢ho opatfeni nebo
jného primefeného pravniho  prostiedku.
Studiyni partnefi se zavazuji vyvinout vSechno
primefené usili, aby zabezpeCili duvérné
zachazeni s kteroukoli z Duvérmych informaci,
jcz bude #pfistupnéna.

Tyto povinnosti k zachovavani mlCenlivosti a
zékazu pouzivani Duvérnych informaci dle (&lo
Smlouvy zistanou v platnosti 1 po skondeni
platnosti nebo ukonceni této Smlouvy.

Studijni partncti s¢ zavasuji na zadost Mcdpace
zlikvidovat a smazat Davémé informace, jimiz
disponuji anebo je vratit Medpace a/nebo
Zadavateli.

Veskeré dohody existujici pred uzavienim této
Smlouvy a tykajici se zachovavani ml¢enlivosti
ve vzahu ke Studii, se nahrazuji (oulo
Smlouvou a pouze ve vztahu ke Studii.

Medpace se zavazuje zachovavat mléenlivost o
skutcénastech, kter¢ Zdravotnické  zafizeni
oznadi jako dovémé.

— Publikovani, tiskové zpriavy a vefejna
oznameni

Medpace uznava zajem Studijnich partneri na
nekomerénim védeckém publikovani
Vysledku, bez ohledu na to, zda vysledek
Studie je pozilivni & negativni. S chledem na
opravnén¢ zamy Zadavatcle sc¢ Studijni
partneti  zavazujyi  dodrzovat  nasledujici
povinnost a podminky pro publikovani:

Studijni partneti se =zavazuji poskytovat
Medpace a/nebo Zadavateli ve§keré navrhy na
publikovani nebo ustni prezentace tykajici se
Studic ncbo Hodnoceného I¢ku nebo Vysledku
(dale jen ,,Publikace™) nejméné Sedesat (60)
dnii pred zamySlenym predloZzenim nebo
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7.1.2

If Medpace and the Sponsor do nol notify the
Study Partners within 45 days of Medpace’s and
the Sponsor's receipt of the intended
Publication, whoever receives the Contracting
Partner’s notification later, the Study Partners
agree to remind Medpace or the Sponsor of the
intended date of the Publication. The Study
Partners are not allowed to publish Publications
without the explicit consent of the Sponsor and
Medpace

7.1.3 The Study Partners acknowledge and agree thalt,

i case of multi-center studies, Results of the
Study are published only through coordination
with Medpace and the Sponsor m order to
combing the results of all centers participaling in
the Study. The Study Partners may publish
Results of their Institution on the condition that
overall resulls were nol published within 18
months of the completion of the Study or after
the multicenter publication, subject to the
compliance with the terms set forth in this
Article and Article 6 “Confidentiality™.

Medpace and the Study Partners agrec to discuss
any difference of opinion with regard to the
intended content of the Publication in order to
[ind a solution satislactory for Medpace and the
Sponsor and the Study Partners. Medpace or the
Sponsor may recommend any changes in the
Publication, which the Sponsor reasonably deem
nceessary for scientific purposcs. The Study
Partners agree that the implementation of such
recommended changes shall not be
unreasonably refused.

If such Publication is expected to have an
adverse effect on the confidentiality of any of
Medpace™s or the Sponsor’s Conlidential
Information, the Study Partners shall prevent
such Publication, unless the Confidential
Information can be deleted from the Publication
without detriment to the scientific correctness of
the Publication.

I the Publication may in the Sponsor’s view
have an adverse effect on the ability to obtain
patent protection for any Invention, Medpace or
the Sponsor may request a delay of the
Publication for a rcasonablc period of time in
order to enable the preparation and filing of any
desired patent application by, or on behalf of, the
Sponsor; such period, however, may nol lo
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prczentaci Publikace, aby bylaumoznéna jcjich
kontrola.

Pokud Medpace a Zadavatel neuini vuci
Studynim partneram zadné oznameni ve lThaté
45 dnu ode dne, kdy mu byla doruCena
zamy$lena Publikace, podle toho, kdo obdrzi
oznameni Studijniho partncra  pozddji,
Smluvni partnefi se =zavazuji pripomenout
Medpace nebo Zadavateli zamvslené datum
Publikace. Studijni partnefi ngjsou opravnéni
publikovat Publikacc bez vvslovného souhlasu
Zadavatele a Medpace.

Studijni partnefi berou na védomi a souhlasi, ze
v piipadé multicentrickyvch studii se Vysledky

Studie  publikuji  pouze prostfednictvim
koordinace s Medpace a Zadavatelem za

uéclem kombinovani vysledku #¢ vScch center
ucastnicich se Studie. Studijni partnefi jsou
opravnéni  publikovat  Vysledky  jejich
Zdravotnického zafizeni za podminky, ze
cclkove vvsledky ncbyly publikovany do 18

mésict  od dokonéeni Studie nebo po
multicentrické publikaci, a soucasn¢ za
podminky postupovani v souladu

s podminkami stanovenimi v tomto ¢lanku a
¢lanku 6 . Duvérnost™

Mecdpace a Studini partncii sc  zavazuji
prodiskutovat veSkeré rozdily v nazorech na
zamySleny obsah Publikace za Gic¢elem nalezeni
feSeni uspokojivého pro Medpace, Zadavalele 1
pro Studijni partnery. Zadavatel je opravnén
navrhnout jakékoli zmeény Publikace, které
oduvodnéné povazuje za nezbyiné pro védecke
ucéely.  Studiyni partncfi s¢ zavazuji, zc
implementace takovych doporucenych zmén
nebude bezdiivodné odmitnuta.

Pokud 1ze oCekavat, 7e takova Publikace by
mohla mit neZadouci uéinek na zachovani
divémosti kilerékoli z Duvérnych mlormaci
Medpace a Zadavatele, Studijni partnefi se
zavazuji zabranit takové Publikaci, ledaze
predméina Duvémé informace nemuze byl
vymazana z Publikacc bez aymy  v&decké
spravnosti Publikace.

Pokud by Publikace «pohledu Zadavatele
mohla mit nezadouci ucinek na schopnost
ziskat patentovou ochranu pro ktervkoli
Vynalez, Medpace nebo Zadavatel ma pravo
pozadovat odklad Publikace na piiméicnou
dobu za uCelem piipravy a podani zadané
patentové piihlasky Zadavatelem nebo jeho
Jménem, avSak talo doba nesmi pfesahnout Sest
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cxceed six (0) months from the day the Sponsor
received the intended Publication for review.
Medpace and / or the Sponsor may request a
[urther delay of the Publication in the case that
the patent application has been filed and the
priority application is incomplete and the
subject-matter has to be added to the application
during the priority ycar. In such a casc, Mcdpace
and / or the Sponsor may request a delay of any
Publication until the completion of the priority
application. Medpace and / or the Sponsor shall
not prohibit thc Publication if the patcntable
information was removed from the planned
Publication.

7.1.7 The Study Partners agree to include in every

Publication information that the creation of data
was supporlcd by thc Sponsor as wcll as
information about their involvement in the
Study and their benefits from the Study.
Authorship and acknowledgements flor scientilic
publications should bc consistent with the
Uniform Requirements for Manuscripts issued
by the International Committee of Medical
Journal Editors (ICMIJE).

7.2 The Study Partners agree to impose the same

obligations and rcquircments for publications as
set forth in Article 7.1 on all Study Team
Members.

7.3 The obligations set forth in Article 7.1 shall remain

in effect for another fifteen (15) vears after early
termination or expiration of this Agreement.

7.4 The Sponsor or Medpace may publish Results of

the Study in any manner it deems appropriale,
both during, and following tcrmination of this
Agreement; the Sponsor may also post
mformation about the Study and Results on the
Internet, e.g. on www.ClinicalTrials gov
(register posting) and on websites for results
posting, on the Sponsor’s company website
(register and results posting) and in any other
databasc required by laws in accordance with
applicable standards regarding scope, form and
content.

7.5 No 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 writtcn permission of the other
Parties except as required by law. Such prior
permission shall not be unreasonably withheld.
Study Partners shall submit this Agreement [or
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(6) mésicn od data, kdy byla Zadavatcli
Publikace doru¢ena ke kontrole. Medpace
a/mebo Zadavatel ma pravo pozadovat dalsi
odklad Publikace, pokud patentova piihlaska
byla podina a pokud piihlaska s pravem
prednosti je neuplnd a v ramei 1 roku od podani
prihlasky s pravem piednosti musi byt do
zadosti doplnén pfedmét patentove piihlasky.
V tomto pripadé ma Medpace a/nebo Zadavatel
pravo pozadovat odklad jakékoli Publikace az
do doplnéni piihlasky spravem piednosti.
Medpace a/ncbo Zadavatel ncbude zakazovat
Publikaci v pfipadé, kdy informace, ktera je
zpusobila byt predmétem patentové ochrany,
byla z planované Publikace odstranéna.

Studijni partneti se zavazuji zahrnout do kazdé
Publikace ustanoveni informujici, Ze vytvoreni
dat bylo podpoicno Zadavalclem a soucasné sc
Smluvni partnefi zavazuji informovat o své
mife angazovanosti ve Studii a prospéchu,
ktery jim ze Studie plynul. Aulorsivi a uzmani
za v&decke publikovani by mély byt v souladu
s Jednotnymi pozadavky na rukopisy vydanymi
Mezinarodnim vyborem redaktoru 1ékarskych
casopist — ICMIJE (Uniform Requirements for
Manuscripts).

Studijni partneti se zavazuji zavazat stejnymi
povinnostmi a pozadavky na publikovani, které
jsou stanoveny v &l. 7.1 také viechny Cleny
studijniho tymu.

Povinnosti  stanové v ¢l 7.1 zustanou
v platnosti  dal§ich patnact (15) let po
pred¢asném ukonéeni nebo fadném uplynuti
této Smlouvy.

Zadavatel nebo Medpace je opravnén zvefejnit
vysledky Studie zpusobem, kierv uznid za
vhodny, a to jak po cclou dobu trvani tcéto
smlouvy, tak po jejim ukonCeni, dale je
Zadavatel opravnén umistit informace o Studii
a o Vysledcich na internel, napf. na stranky
www Clinical Trials. gov (zvefeméni registru) a
na stranky pro zvetejnéni vysledku, na firemni
stranky Zadavalele (zvefgnéni registru a
vysledki) a v kterékoli databazi vyzadované
pravnimi predpisy v souladu s pFislu§nymi
standardy ve vztahu k rozsahu, form¢ a obsahu.

Z4dna ze stran nebude bez predchoziho
pisemného svoleni druhé strany pouzivat jméno
druhé strany, vvdavat jakakoli vefgma
prohlascni o této Smlouvé ani zvcigjiovat
jakékoli informace o této studii vyjma pfipadu,
kdy je to vyzadovéano zakonem. Takové predem
poskytnulé svoleni nesmi byl z nepfiméfenych
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publication in the registry of contracts
administered by the Ministry of Interior Affairs,
located at the website htips://smlouvv.gov.cz/ as
set forth m Article 4.2.

7.6 The name of the Sponsor may not be used in any

advertising or any other matcrial of the Study
Partners without the Sponsor's prior written
authorization.

Article 8 — Liability and Indemnity

8.1 Sponsor shall indemnily Institution pursuant to the

tlcrms and conditions of a scparatc letler of
indemnification  between  Sponsor  and
Institution, as requested. Medpace shall not have
any obligation (o indemnily Principal
Investigator, Institution and/or their agents,
employees and representatives.

8.2 Medpace and Sponsor shall not be liable for

mcidental, special, indirect or consequential
damaggcs 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,
cven if adviscd of the possibility of such
damages.

8.3 Thc Sponsor sctup before the start of the clinical

9.1

trial, liability insurance for the Institution of the
Study and at the same time insurance of the
subjects of the Study in case of personal injury
mcluding death as a result of the Study,
pursuant to § 52, par. 3, letter f) of the Act on
Medicinal Products, in the amount of

per 1incident and

annua agregate. A
certified copy of the insurance contract is
altached (o this contract and this insurance
contract will be valid for the entire period of
validity of this contract.

Article 9 — Insurance

The Sponsor shall be responsible for taking out
msurance for the purposes of the Study in
compliance with applicable legal regulations.
For these purposes, Sponsor has taken out third
party insurance of liability of the Sponsor, the
Principal Investigator, and the Study Personnel
against damage (including the non-pecuniary
damage, with the exception of non-pecuniary
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7.6

duvodu odepicno.  Studijni partncti predlozi
tuto Smlouvu k uverenéni v registru smluv ve
spravé Ministerstva vnitra, na internetovych
strankach  htips://smlouvv.gov.cz/. jak Je
uvedeno v ¢lanku 4.2,

Nazev Zadavatele nesmi byt pouzivan
v zadném rcklamnim &1 jiném  materialu
Studijnich  partnero bez  predchoziho

pisemného schvaleni Zadavatelem.

Cl. 8 — Odpovédnost a odSkodnéni

8.1 Zadavatel odskodni Zdravotnické zatizeni podle

podminek samostainé dohody o odskodnéni
mezi Zadavatelem a Zdravotnickym zafizenim
dle potieby. Medpace nema zadnou povinnost
odskodnit Hlavniho zkousejiciho,
Zdravolnické zafizeni a/mcbo jcho zastupcce,
zaméstnance a predstavitele.

8.2 Mcdpace a Zadavatcl ncbudou pravn¢ odpovédni

za nahodné, zvlastni, nepifimé ani nasledné
Skody vzniklé osobam ¢i na majetku, mezi néz
mimo jiné patfi pravo na thradu ztraccncho
Sasu, ztraty sluzeb, ztraty vyroby, uslého zisku,
ztracenych obchodnich piilezitosti, nspor nebo
jinvch ekonomickych a obchodnich ztrat ¢&i
naroku jakcéhokoli druhu vyplyvajicich ncbo
vznikajicich nasledkem provadéni sluzeb ¢i
jinym zpusobem dle této Smlouvy, a to 1 v
pripadg, Zze budou o moznosti vzniku takovych
Skod informovani.

8.3 Zadavatel uzaviel pojisténi odpovédnosti za

9.1.

CONFIDENTIAL

skodu pro zdravotnické zarizeni pro provadéné
klinické hodnoceni a souCasné pojisténi
subjekti hodnoceni pro ptipad Gjmy vzniklé na
zdravi véeln€¢ smrti v dusledku provadéni
klinick¢ho hodnoceni, ve smyslu ust. § 52, odst.

3, pism. f) zdkona o 1éCivech, a to ve vy§i
za udalost a
za vSechny pojising

udalosti. Ovérena kopie pojistné smlouvy, je
prilohou této smlouvy a tato pojistna smlouva
bude plaina po celou dobu platnosti (élo
smlouvy.

Cl. 9 — Pojisténi

Zadavatel odpovida za zajiSiéni pojisiéni pro
ucely Studie v souladu s prislusnymi pravnimi
predpisy. Za timto ucelem Zadavatel zajistil od
treti strany pojisténi odpovednosti Zadavatele,
a studiyniho personalu za Skodu (vEctné
nemajetkové ymy, vyjma nemajetkové aymy
zpusobené poruSenim prdv na ochranu
osobnosti ¢i yména, urazkou na cti, pomluvou,
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damagc caused by violation of personality or
name protection rights, by defamation, slander,
bullying, harassment, unequal treatment or by
any other way of discrimination), including
mdemnification in case of death of a trial subject
or damage to health to a trial subject due to the
Study performance pursuant to Section 52 (3, f)
of Pharmaccuticals Act. In order to climinatc
any doubts, Parties represent and warrant that
this insurance does not replace insurance
covering activities which are not related (o the
Study, c.g. a rcgular provision of medical
services.

Article 10 — Personal Data Protection and
Disclosure

10.1 The Study Partners understand that Medpace or a

third party authorizcd by Mcdpace or the Sponsor
shall enter Results of the Study, all reports related
to the Study, site-training records and outcomes
ol all auduts performed by, or on behall of, the
Sponsor into intcrnal clectronic databascs of
Medpace and / or the Sponsor and/or third parties
authonized by the Medpace and / or the Sponsor
m compliance with good clinical practice rules or
inspections. As part of such data management,
the personal data of the Principal Investigator,
such as first and last name, address and financial
intcrests according to the Financial Intercsts
Declaration, as well as the personal data of other
emplovees of the Imstitution, Study Team
Members and their involvement in the Study and
outcomes of audits performed by the Medpace
and / or the Sponsor in compliance with good
clinical practice rules or mspections and personal
data protection laws (hercinafter referred to as
“Data™) may be stored, processed and used by
Medpace and / or the Sponsor. their Affiliates and
authorized third parties in compliance with good
clinical practicc rules and applicable personal
data protection laws. Medpace and / or the
Sponsor shall provide Data to external public
databases, such as clinicaltrials. gov, as well as, (o
the extent necessary under applicable law, to
government authorities. Data shall be processed
[or the purposes of compliance with the Medpace
and / or Sponsor’s lcpal obligations and for the
management of clinical trials. Data shall be
processed for an indefimite period of time,
however, no longer than unul the purpose, [or
which they are processed, is fulfilled.

10.2 Institution agrees that Medpace may compile a

database of mflormation [rom Insttution and ils
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10.1.

Sikanou, obt¢Zzovanim, ncrovnym zachazonim
¢1 jinymi zpusoby diskriminace), jehoz
prostiednictvim je zaji$teno 1 odSkodnéni v
pripadé smrti subjekiu hodnoceni nebo v
pripadé wmy wvzniklé na zdravi subjektu
hodnoceni v dusledku provadéni Studie
vsouladu s § 52 odst. 3 pism. f) zakona o
I¢¢ivech. Pro vylouceni pochybnosti Strany
prohlasuji, ze pojisténi podle tohoto odstavce
nenahrazuje pojisténi vztahujici se k aktivitam,
kieré mnesouvisi se  Studii, napf. bézné
poskytovani zdravotnich sluzcb.

10— Ochrana a zpfistupnéni osobnich udaja

Studijni partneri jsou si védomi, ze Medpace
ncbo ticli osoba poveicna Medpace ncho
Zadavatelem budou vkladat Vysledky Studie a
veskere zpravy souvisejici se Studii, zaznamy o
skolenich v misté provadéni Studie a vystupy
z veskeryech auditi provadénych Zadavatclem
nebo jeho jménem podle pravidel spravné
klinické praxe C¢i inspekci do internich
clektronickych  databazi Medpace a  /ncbo
Zadavatele a/mebo tretich osob povéfenych
Medpace a /nebo Zadavatelem. V ramci této
spravy dat mohou byt v souladu s pozadavky
pravidcl spravné klinick¢ praxc a pfislu§nych
pravnich pfedpisu na useku ochrany osobnich
udaji uchovavany, zpracovavany a pouzivany
Zadavalelem, jeho Propojenymi osobami a
povéfenymi tretimi stranami osobni udaje
Hlavniho zkouSejiciho, jako jsou jméno,
primeni a adresa, finanéni zaymy podle
Potvrzeni o finanénich zaymech, a dale také
osobni udaje jinych zaméstnancu
Zdravotnického zafizeni, Clenit studijniho
tymu a jejich zaangazovani ve Studit a vystupy
aunditt  provedenych  Medpace a  /ncbo
Zadavatelem podle pravidel spravné klinické
praxe ¢1 inspekci a pravnich predpisu
vzlahujicich se k ochrané osobnich udaji (dale
jen .Data™). Medpace a /nebo Zadavatel bude
poskytovat tato Data externim vefejnym
databazim jako je napr. clinicaltrials.gov a
v nezbytném rozsahu na zaklad¢é pfislusnych
pravnich predpisua také organiim vefejné moci.
Data budou zpracovavana pro plnéni pravnich
povinnosti Medpace a /nebo Zadavaltele a pro
management klinickych hodnoceni. Data
budou zpracovavana po dobu neuritou,
nejdéle v§ak do naplnéni ucelu.

10.2 Zdravotnické zarizeni souhlasi s tim, ze Medpace

CONFIDENTIAL

muze  seslavil  dalabazi  mformaci  ze
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personncl (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 1in clinical trials,
financial disclosure forms) and/or may use this
mformation for purposes related to its business.
Institution shall have sccurcd any nccessary
consents from its personnel to allow for this
sharing of information Such information is used
solely in connection with the initiation of studies
and feasibility studics and is accessible only to
the Sponsor of the respective study and personnel
assigned to study management and for whom the
mflormation 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
prolection of personal dala, Medpace has
cstablished policics 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.
Especially Regulation (EU) 2016/679 of the
European Parhament and of the Council of 27
April 2016 on the protection of natural persons
with regard to the processing of personal data and
on the free movement of such data, and repealing
Directive 95/46/EC (General Data Protection
Regulation), the law regulating personal data
processing and relevant guidelines of the State
Institute for Drugs Control, m particular
guidcline  KLH-22, if applicable. 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 1s collected have a nght to access, to
modily, to rectily, and to suppress their personal
data, simply by requesting it to the attention of
the Medpace Privacy Officer at
privacyi@Medpace.com, or lo the following
address: Medpace Privacy Officer, Medpace,
Inc., 5375 Medpace Way, Cincinnati, Ohio,
45227

10.3 The Parties agree to adhere to the principles of

medical confidentiality in relation to Study
subjects mvolved i the Study. Personal data
shall not be disclosed to the Sponsor or Medpace
by the Contract Partners save where this is
required to satisfy the requirements of the
Protocol or for the purpose ol moniloring or
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Zdravotnick¢ho zarizeni a od jcho pracovnikia
(vCetné Hlavniho zkousejiciho) a studijniho
personalu pro pouziti v souvislosti se studii
(v€einé mimo jiné dolaznikii proveditelnosti,
zivotopisu, licenci, 1ékafskych oboru, ucasti
v klinickych  hodnocenich, formulafu  pro
majetkova pfiznani) a/nebo miize tyto informace
pouzit pro udely svcho podnikani. Zdravotnické
zafizeni zajisti veskeré nezbyvtné souhlasy svych
zaméstnancu, které umozni toto  sdileni
mlormaci. Tyto informace se pouzivaji vyhradné
v souvislosti sc zahajenim studii a studicmi
proveditelnosti a jsou piistupné pouze Zadavateli
prislusné studie a pracovnikim povéfenym
Fizenim studie a (&m, klefi tylo informace
potiebuji pro vykon svych povinnosti (dale jen
autorizovany personal™). Jelikoz se nékteré
studic Medpace provadi celosvetové, jsou
shromazdén¢  osobni  udajec Kk dispozici
opravnénym pracovnikum, ktefi mohou sidlit
v zemich mimo Evropskou unii. Aby bylo mozné
zajistit ochranu osobnich adaju, zavedl Medpace
zasady apostupy upravujici  zabezpedeni
aomezeny piistup k témto udajum, které jsou
jednotné v celé spolecnostt Medpace ajejich
scsterskveh  spoleénostech  a splituji - standardy
ochrany osobnich udaju platné v Evropské unii.
Zejména narizeni Evropského parlamentu a Rady
(EU) 2016/679 ze dne 27. dubna 2016, o ochran¢
fyzickych osob v souvislosti sc zpracavanim
osobnich udaju a o volném pohybu téchto udaji
a 0 zruSeni smernice 95/46/ES (obecné narizeni o
ochran¢ osobnich udaji), zakon upravujici
zpracovani osobnich udaju a pfislu§né smémice
Statniho dstavu pro kontrolu 1éCiv, zejména
smérnice KLH-22, pokud se uplatiiuje. Je-li to
zapoticbi, wuzavira Mecedpace sc  Zadavatcli
Smlouvy o zpracovani udaji v souladu
s platnymi pravnimi predpisy Evropské unie
oochrané¢ udaju. V souladu se zakony
upravujicimi ochranu osobnich udaju maji osoby,
jejichz udaje jsou shromazd’ovany, pravo
pristupu k mim, k jejich upravam, opravam nebo
jench vymazu na cakladé Zzadosti zaslané
pracovnikovi Medpace pro ochranu udaju na
adresu privacy@Medpace.com, pfipadné na
nasledujici adresu: Medpace Privacy OlTicer,
Medpace, Inc., 5375 Mcdpace Way, Cincinnati,
Ohio, 45227

0.3 Smluvni strany se zavazuji, ze budou ve vztahu

k subjektiim hodnoceni, které se studie ucastni,
dodrzovat zasady lékarského  tajemstvi.
Zadavatcli ani Mcedpace ncbudou osobni udajc
smluvnich partnert poskytnuty vyjma pfipadun,
kdy je to nezbytné za ilelem splnéni pozadavki
prolokolu, pro polfeby monilorovani nebo
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10.4

10.5

11.1

11.2

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

The Study Partners agree to inform Medpace and
the Sponsor in writing about any breach of
personal data protection provisions without
undue delay; however, no later than five (5) days
following such breach.

The Parties agree to adhere to applicable personal
data protection laws, especially Regulation (EU)
2016/679 of thc Europcan Parliament and of the
Council of 27 April 2016 on the protection of
natural persons with regard to the processing of
personal data and on the [ree movement of such
data, and repealing Directive 95/46/EC (General
Data Protection Regulation), the law regulating
personal data processing and relevant guidelines
of the State Institutc for Drugs Control, in
particular guideline KLH-22, if applicable

Article 11 — Term of the Agreement

This Agrecment shall cnd, unlcss terminated
earlier, on the day (a) the overall Study report is
completed or (b) Medpace makes its last
paymenlt, whichever occurs later. Estimated end
of this Agrcement is

The rights and obligations of the Parties that are
set forth in this Agreement and by nature are to
survive this Agreement (including, without
limitation, rights with respect to ownership,
Inventions, confidentiality, publication, anti-
bribery, lLiability and indemnification) shall
remain in ellecl even aller this Agreement 1s
terminated or completely performed.

Article 12 — Termination

12.1 Notwithstanding any other termination right set

forth mn (his Agreemenl or in (he applicable
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10.5

111

11.2.

12.1.

CONFIDENTIAL

hlageni zavaznych nezadoucich uéinka ncbo ve
vztahu k uplatnéni naroku ¢&i fizeni iniciovaného
subjektem hodnoceni v souvislosti se studii.
Zadavatel an1t Medpace mnesdéli toloznost
subjekti  hodnoceni tfetim stranam bez
predchoziho pisemného souhlasu subjektu
hodnoceni vyvyma pripadi, kdy je tato skuteénost
v souladu s ustanovenimi piislu§nvch zakoni na
ochranu osobnich udaja, a pokud k této
skuteénosti nedochazi ve vztahu k uplatnéni
naroku ¢ fizeni iniciovaného  subjekiem
hodnoceni v souvislosti s¢ studlii.

Studyni partnefi se¢ zavazuji neprodlené a
pisemné informoval Medpace a Zadavatele o
jakémkoli poruseni ustanoveni o bezpenosti
osobnich udaju, v kazdém pripadé vsak
nejpozdegt do pét (5) dnii od data takového
poruscni.

Smluvni strany souhlasi, ze budou dodrzovat
prislusné zakony na ochranu osobnich udaju,
zcjména nafizeni Evropského parlamentu a
Rady (EU) 2016/679 ze dne 27. dubna 2016, o
ochran¢ fyzickych osob v souvislosti se
zpracovanim osobnich 0daju a o volném
pohyvbu téchto udaji a o zruSeni smémice
95/46/ES (obecné natizeni o ochrané osobnich
udajn), zakon upravujici zpracovani osobnich
udaju a prislu§né smérnice Statniho ustavu pro
kontrolu 1é¢iv, zejména smémice KLH-22,
pokud se uplatiiuje.

Cl. 11 — Trvéni Smlouvy

Tato Smlouva budc ukonéena, pokud ncbude
vkonlena predfasné, dnem kdy (a) bude
dokonéena celkova zprava o Studii, nebo (b)
Medpace provede posledni platbu, pli¢emz
rozhodujici jec ta zt&chto skutcCnosti, ktcra

nastane pozd&ji. Odhadované ukonceni
smlouvy je .

Prava a povinnosti Smluvnich stran stanovené
vtéto Smlouve, které sohledem na svou
povahu maji pretrval 1 po skonCeni (élo
Smlouvy (v&ctné prav s ohledem na vlastnictvi,

Vynalezy, zachovavani mlicenlivosti,
publikace, protikorupénich ustanoveni,
odpovédnosi  a  odskodnéni), zustavaji

v platnosti 1 po skoneni nebo splnéni této
Smlouvy.

C1. 12 - Ukon&eni

Bez ohledu na jakékoli jiné pravo ukondit tuto
Smlouvu, jez muze byl slanoveno v (&lo
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12.2

12.3

gencrally binding lcgal regulations, Medpace
reserves the right to terminate this Agreement at
any time without cause based on thirty-day
notice. Immediately upon receipt of the notice
based on any provision of this Agreement, the
Institution and the Principal Investigator agree
to (1) cease recruiting and enrolling trial subjects
m the Study, (it) ccasc all procedurcs to the
extent medically permissible on trial subjects
already enrolled in the Study and (ii1) refrain as
much as possible [rom mcurring additional costs
and cxpenscs. In the casc that the Institution,
Medpace announces that the thirty-day notice
does not provide enough time to evaluate risks
[or enrolled (rial subjects who receive the Study
Drug, the Parties shall cooperate so that the
treatment of the trial subjects with the Study
Drug would be safely terminated during a
mutually agreed period of time:; however, the
Sponsor shall not be required to provide the
Study Drug based on this Agreement for an
unreasonable period of time.

The Study Partners and Medpace each have the
right to terminate this Agreement with
immediate effect by giving written notice to the
other party in the casc that the Study at the
Institution needs to be terminated due to medical
or ethical reasons. The Principal Investigator
must consull termination of this Agreement by
the Study Partners under the previous sentence
with Medpace and the Sponsor beforehand.
Without prejudice to the foregoing, in the event
of critical or important findings from an audit or
inspection related to good clinical practice,
pharmacovigilance or regulatorv matters,
practice or procedure that have a negalive
wmpact on the rights, safcty or well-being of trial
subjects or that may pose a potential risk to
public health or that may render Study data
madmissible or that seriously violate applicable
legal regulation and rules, Medpace and the
Sponsor reserve the right (at its own discretion)
to temporarily stop the recruitment of trial
subjcets with immediate cffect until the relevant
findings are fully assessed or to terminate this
Agreement with immediate effect.

In the case that any authorization or consent
nceessary for the performance of the Study is (1)
finally rejected or (ii) withdrawn, this
Agreement shall be automatically terminated on
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12.3.
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Smlouv¢ ancbo vyplyva zobcené zavaznych
pravnich predpisu, Medpace ma pravo ukoncit
tuto Smlouvu kdvkoli 1 bez uvedeni dirvodu na
zéakladé vypovédi s tficetidenni (30) vypovédni
Ihutou. Ihned po dorueni wvvpovédi této
Smlouvy na zdkladé kteréhokoli ustanoveni
této Smlouvy, se Zdravotmické zafizeni a
Hlavni zkouscjici zavazuji (1) zastavit nabor a
zarazovani subjekta hodnoceni do Studie, (i1)
zastavit provadeéni vesSkerych postupl, u jiz
catazenych subjektu hodnoceni, a to v mife,
vjak¢ to dovoluje Ickarske hledisko, a (1ii)
zdrzet se v maximalni mozné mife vytvareni
dalsich nakladi a vydaju. V pripadé, ze
Zdravotnické zafizeni nebo Medpace sdéli, ze
vypovédni lhata v délce triceti (30) dmu je
nedostatecné dlouha doba na vvhodnoceni rizik
pro zarazené Subjekty hodnoceni, kterym je
podavan Hodnoceny I¢k, budou  Strany
spolupracovat na tom, aby byla bezpelné
ukoncena léCba t€chto subjektii timto 1éCivem v
prubéhu vzajemné dohodnuté doby, ale v
zadném pripad¢ ncbude zavazck Zadavatcle
dodavat Hodnoceny 1ék podle této Smlouvy
trvat déle nez pfimérenou dobu.

Studijni partnefi a Medpace, kazdy 7z nich, maji
pravo ukoncit tuto Smlouvu s okamzitym
oc¢inkem formou vypovédi dorucené druhé
smluvni stran¢ v piipad¢, zc provadéni Studic
ve Zdravotnickém zafizeni musi byt ukonéeno
z lékarskych anebo etickych duvodu. Ukonceni
Smlouvy Studijnimi partnery dle predchozi
véty je Hlavni zkousejici povinen predem
prokonzultovat s Medpace a se Zadavatelem.
Amz je tim dotéeno piedchozi ustanoveni,
v piipad¢ kritickych ncba dilczitych zjigteni
vramei auditu nebo inspekce tykajicich se
spravné klinické praxe, farmakovigilance nebo
regulatornich zalezitosti, praxe nebo postupu,
které  maji  nepiiznivy  vliv na  prava,
bezpecnost, nebo blaho subjekti hodnoceni
ancbo které mohou predstavovat potencialni
riziko pro vefené zdravi ancbo kieré mohou
mit za nasledek nepiijatelnost dat ze Studie
anebo které predstavuji vaZné poruSeni
piislusnych pravnich piedpist a pravidel, ma
Medpacc a Zadavatcl pravo (podlc své volby)
s okamzitym ucéinkem docasné zastavit nabor
subjektti hodnoceni, dokud nebudou predmétna
2i$leni  zcela posouzena nebo s ckamzilym
u¢inkem ukondit tuto Smlouvu.

V pripadé, ze kterékoli z povoleni ¢1 souhlasu
nezbytnych pro  provadéni Studic jo (1)
s koneénou platnosti zamitnuto anebo (ii)
zruSeno, skonéi tato Smlouva automaticky
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the dav of rcecipt of notification (dccision) of
such final rejection or withdrawal.

12.4 In the case that Medpace and / or the Sponsor

reasonably believe that the Study Partners shall
be unable to start recruitment or to fulfil their
recruitment obligations by the agreed deadline,
Medpace shall have the right, by scnding written
notice to the Study Partners, to (a) decrease with
immediate effect the number of trial subjects to
be recruited; or (b) exlend the recruitment
deadline; or (c) terminatc this Agrcement.
According to (c), Medpace may terminate this
Agreement with immedhiate effect, provided that
Medpace informed the Study Partners about
their delay with recruiting trial subjects in
writing beforechand and asked them to remedy
this delay within an additional reasonable time-
limit and the Study Partners (ailed to remedy this
delay within such additional reasonable time-
limit.

12.5 In the casc that Medpace and / or the Sponsor do

12.6

not approve a new Principal Investigator
pursuant to Article 2.27 or a new Principal
Investigator docs not accept in writing  the
obligations under this Agreement, Medpace may
terminate this Agreement as of the day of
deliverv of the termination notice to the
Institution. In the casc that the Principal
Investigator and Medpace and / or the Sponsor
wish to continue to cooperate with regard to the
Study in another medical [acility, the Institution
agrees to cooperate with transferring relevant
data, mformation and materials that are not
owned by the Institution to such a medical
facility.

In the case that an audit or inspection of
supervising authorities discovers a breach of this
Agrcement or the Protocol on the part of the
Institution or the Principal Investigator (or
failure by any Study Team Members to observe
the provisions of this Agreement), Medpace
shall have the right to terminate this Agreement
with immediate effect.

12.7 Medpace must pay all outstanding amounts for

the services properly provided by the Study
Partners based on this Agreement and all
reasonably incurred costs, as of the day of
receipt of the notice or, in the case that this
Agreement is terminated pursuant to Article
12.1, as of the last day of the termination period
or, in the case that this Agreement is terminated
pursuant to Article 12.3, as of the day of receipt
of the final rejection. In the case that the
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12.5

12.6

12.7
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doncm  doru¢eni  oznameni  (rozhodnuti) o
takovém koneéném zamitnuti ¢i zruseni.

Pokud se Medpace amebo Zadavalel
oduvodnéné domniva, 7¢ Studiyni partnefi
nebudou schopni zagit nabor anebo splnit svoje
povinnosti tvkajici se naboru v ramci sjednané
lhiity, ma Medpace pravo na zakladé oznameni
doruéeného Studynim  partnerim  (a)
s okamzitym ucinkem snizit pocet subjektu
hodnoceni, jez maji byt zafazeni do Studie;
ancbo (b) prodlouzit dobu naboru; ancbo (c)
ukoncit tuto Smlouvu vypovédi. Dle pismene ¢)
muze  Medpace  vypovedét Smlouvu
s okamzitym uU¢inkem, avSak pouze pokud
predem pisemné upozornil Studijni partnery na
jejich prodleni s naborem subjekti hodnoceni a
pozadal je o napravu v dodateCné primerené
[hat, kierou jim za timto ncclem stanovi, a
Studijni partneti ani v takové dodatecné lhaté
napravu neudini.

V pripad¢, zc Medpace a/ncbo Zadavatcl
neschvali nového Hlavniho zkousejiciho podle
¢l. 2.27 anebo tento novy Hlavni zkousegjici se
piscmné nczavaze k povinnostem dlc (élo
Smlouvy, Medpace je opravnén tuto Smlouvu
ukonéit vypoveédi ke dni doruceni vypovedi
Zdravotnickému zarizeni. V pripad¢, ze Hlavni
zkouscjici a Medpace a/ncbo Zadavatel mayji
zajem pokracovat ve spolupraci pii provadéni
Studie v jiném zdravotnickém  zafizeni,
Zdravotnické zafizeni se ravazuje poskytnoul
souCinnost pi prevedeni relevantnich dat,
informaci a materidlu, které nejsou
vlastnictvim  Zdravotmického zafizeni, ve
prosp&ch nového centra.

V pripadé, ze béhem auditu nebo inspekce
dozorovych organu bude 4iSiéno poruseni
ustanoveni této Smlouvy ncbo Protokolu zc
strany Zdravotnického zafizeni nebo Hlavniho
zkousgjiciho (nebo nedodrzeni ustanoveni této
Smlouvy ¢ strany kier¢hokoli jiného Clena
studijniho tymu), ma Medpace pravo tuto
Smlouvu vypoveédét s okamzZitou i€innosti.

Medpace musi uhradit véechny dluzné castky
za tadné poskvinuté sluzby Studynimi partnery
na zakladé (éto Smlouvy a naklady, kieré jim
odivadnéne vznikly, ke dni doruceni vypovedi
anebo v pripadé skondeni této Smlouvy dle ¢l.
12.1 k poslednimu dni vvpovédni lhity anebo
v piipad¢ skonéeni této Smlouvy dlc ¢l 12.3 ke
dni doruceni tam uvedeného koneéného
zamitnuti. Pokud Zdravotnické zafizeni
prokazalelné obdrzelo vyssi Castky odmény a
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Institution provably reccived higher payments
than the payments due according to the work
actually performed based on this Agreement, the
Institution shall refund the balance (o Medpace
without undue delay.

12.8 Upon termination of this Agreement, the Study

13.1

13.3

Partners shall return to Medpace all unused
materials and items provided to the Study
Partners in relation to the Study within thirty
(30) working days of the day ol termination of
this Agrcement, unless instructed otherwise by
Medpace.

Article 13 — Miscellaneous

The conclusion of this Agreement i1s not
contingent on any cxisting or [uturc busincss
relationship between Medpace and the Study
Partners or on any business decision that the
Study Partners made or shall make with respect
to the Medpacc or the products sold by the
Sponsor.

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

The Study Partners agree to perform their
obligations under this Agreement in compliance
with applicable anti-bribery and anti-corruption
laws. The Study Partners represent and warrant
that in connection with the Study they did not
provide and shall not provide anv payment or
benelit, directly or indirectly, o government
officials,  customers, business partners,
healthcare professionals or any other persons in
order to secure an improper benefit or unfair
busincss advantage, shall not influcnce private
or official decision-making, shall not influence
prescribing and shall not instigate anyone to
breach professional duties or rules. The Study
Partners agree to immediately report to Medpace
in writing any suspected or detected violation of
the above principles in  connection with
Medpacc and / or the Sponsor’s business activity
and, in such cases, shall cooperate with Medpace
and / or the Sponsor in reviewing the matter.
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nakladi, na néZ mu podlec skutcénd
provedenych &innosti vznikl narok v souladu
s touto Smlouvou, Zdravotnické zafizeni se
prislusny ro«dil zavazuje vratit Medpace bez
zbyte¢ného odkladu.

Pii skon¢eni Smlouvy se Studijni partneti
zavazuji vratit Mecdpace veskery
nespotiebovany material a predméty, jez jim
byly poskytnuty v souvislosti se Studii, a to
nejpozdéji do tficeti (30) pracovnich dni od
data ukonéeni skonceni Smlouvy, pokud
Medpace neuvede jinak.

Cl 13 — Rizna ustanoveni

Uzavieni této Smlouvy neni podmin€no
zadnym cxistujicim ¢ budoucim obchodnim
vztahem mezi Studijnimi partnery a Medpace
anl na zadném obchodnim rozhodnuti, ktere
Studijni partnefi uéinili anebo u¢ini vadi

Mecdpace ncbo  vyrobkam obchodovanym
Zadavatelem.
Smluvni strany usmavaji a souhlasi, ¢

Zadavateli nalezi prospéch z této Smlouvy
jakozto obmyslené tieti strang, a souhlasi, 7e
Zadavatel je opravnén vymahat tato prava sam
pfimo  ncbo  ncpfimo  prostfcdnictvim
Medpace.

Studijni partnefi se zavazuji plnit svoje
povinnosti na zaklad¢ této Smlouvy zpusobem,
ktery bude v souladu s pfislusnvmi pravnimi
predpisy zamdéFenymi proti korupci a uplaceni.
Studijni partnefi zavazné prohlasuji, 7Ze
vsouvislosti  se  Studii neposkvtli ani
neposkytnou Zzadnou platbu ani prospéch,
primo ¢i nepfimo, Gfedni osobg, zdkaznikum,
obchodnim  partnerim, odbornikim  ve
zdravotnictvi ani zadné jiné osobé za ucelem
zaji§téni nepatiiéného praspéchu ncbo nckalé
obchodni  vvhody, nebudou ovliviiovat
rozhodovani v soukromé ani verejné sféfe,
piedepisovani, ani nebudou nikoho podnécoval
k porusovani profesnich povinnosti &1 pravidel.
Studijni partneti se zavazuji neprodlené
v pisemné podobé nahlasit Medpace kazdé
podczicni &1 zjiténé poruscni vy ic uvedenych
zdsad v souvislosti s obchodni  innosti
Medpace a/mebo Zadavatele a budou
v lakovych pripadech spolupracovat s Medpace
a/ncbo s¢ Zadavatclem pii prodcticni takové
zalezitosti.
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13.4 The Study Partners represent and warrant that

13.5

thev are not presently under any agreement or
obligation that would negatively affect the
performance of their obligations with respect to
Medpace and / or the Sponsor based on this
Agreement and agree not to enter into any such
agreement or accept any such obligation in the
coursc of the Study. The Principal Investigator
warrants that no Study Team Member is
presently under any such agreement and agrees
1o ensure that no Study Team Member shall
cnter into any such agreement.

This Agreement represents an enlire agreement
about the subject-matter hereof and all matters
that the Parties were and wished to negotiate
herein and consider important. The Parties
represent and warrant that they provided to cach
other all information they consider important
and substantial for entering into this Agreement.

13.6 The Partics do not wish to have any of their rights

13.7

and obligations implied from current or future
practice established between them or from
usages obscrved in gencral or in the industry
related the subject-matter of this Agreement,
unless explicitly agreed in the Agreement.

Each Contracting Party shall act as an
independent entity and shall not be construed
for any purposcs as a partncr, agent, cmployee
or representative to the other Contracting
Party. Neither Medpace nor Sponsor shall be
responsible for any employee benefits, pensions,
workers”  compensation, withholding or
employment-related taxes relatin to Institution,
Principal Investigator or Study Personnel.

13.8 Medpace shall have the right to assign this

13.9

Agreement, m whole or in part, without the
conscnt of Study Partners. This Agreement is
binding for all Parties as well as their legal
successors and parties to which the rights and
obligations of the Parties shall be assigned in
compliance with this Article.

The mvalidity or unenforceability of a particular

provision of this Agrcement shall not prejudice
the validity of the remaining provisions. The
Parties agree to replace the invalid or
unenlorceable provision with a valid or
cnforccable provision that shall correspond as
much as possible to the intent of the Parties at
the time they entered into this Agreement.
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Studini strany prohlaswji, zc ncmaji v soucasnc
dobé uzavienou zadnou smlouvu &1 zavazek,
jejichz plnéni by negativné ovlivnilo plnéni
povinnosti vuéi Medpace a/mebo Zadavateli, na
zaklade této smlouvy a souCasné se zavazuji po
celou dobu prubéhu klinického hodnoceni
Studie zadnou takovou smlouvu neuzaviit am
zadny takovy zavazck ncpfijmout. Hlavni
zkousejici ruéi za to, e Zidny z Cleni
studijniho tymu nemd v soucasné dobé
uzavienou Zadnou (akovou smlouvu, a
zavazujc sc zajistit, zc zadny z Clenu studijniho
tymu takovou smlouvu neuzavie.

Talo Smlouva obsahuje uplné ujednani o
predmétu Smlouvy a vSech nalezitostech, které
Strany m¢&ly a chi€ly ve Smlouve njednat, a které
povazuji za dulezité. Soucasn€ Strany prohlasuji,
z¢ s1 navzajem sd¢lily v8echny informace, kicré
povazuji za dulezité a podstatné pro uzavieni této
Smlouvy.

Strany si ncpicji, aby nad ramcc vyslovaych
ustanoveni této Smlouvy byla jakakoliv prava a
povinnosti  smluvnich  stran  dovozovany
zdosavadni ¢ budouci praxc zavedené mezi
nimi & zvyklosti zachovavanych obecné Ci
v odvétvi tykajicim se predmétu plnéni této
Smlouvy.

13.7 Kazda ze smluvnich stran jedna jako nezavisly

13.8

13.9

CONFIDENTIAL

subjekt a pro zadné ucely neni v postaveni
partnera, zprostiedkovatele, zamésinance ani
zastupce druhé smluvni strany. Medpace ani
Zadavatel neponesou odpoveédnost za jakékoli
zaméstnanecké  vvhody, penze, odmény
pracovnikl, srazky z platu ¢i zam&stnanccké
dané tykajici se Zdravotnického zafizeni,
Hlavniho zkousejiciho i pracovnikii studie.

Medpace ma pravo postoupit tuto Smlouvu
zcela anebo zéasti, bez souhlasu  Studiynich
partncru. Tato Smlouva zavazujc jgji
jednotlivé smluvni strany, jakoZ 1 jejich pravni
nastupce a osoby, na né€Zz budou priva a
zavazky Stran v souladu stimlo ¢lankem
postoupené.

Neplatnost nebo nevymahatelnost konkrétniho
ustanovend této Smlouvy nema vliv na platnost
ostatnich ustanoveni. Strany se zavazuji
nahradit neplatné a nevymahatelné ustanoveni
platnym a vymahalelnym ustanovenim, podle
potfcby, jimZ budc co mozna nejblize dosaZeno
amyslu, jez strany mély v dob& uzavieni této
Smlouvy.
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13.10 A unilatcral waiver of a right or acquicscence or
failure to claim a breach of any provision of this
Agreement by either Contracting Party shall not
establish a unilateral waiver of such right with
respect to any subsequent breach of any
provision of this Agreement.

13.11 Unless otherwise agreed in this Agreement, all
notices must be addressed to the contact set forth
below:

IF TO INSTITUTION:

Ustiedni vojenska nemocnice — Vojenskd [akulini
nemocnice Praha

U Vojenské nemocnice 120()

169 02 Praha 6

Czech Republic

1IF TO PRINCIPAL INVESTIGATOR:

Ustredni vojenskda nemocnice — Vojenska fakultni
nemocnice Praha

U Vojenské nemocnice 1200

169 02 Praha 6

Ceska republika

All actions taken with respect to the Institution
shall be deemed as actions taken with respect to
the Principal Investigator or Study Team
Members as well.

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 certificd mail,
postage prepaid, return receipt requested, or one
(1) day after sending, if sent by express courier
service or [acsimile/electronic transmission.

In addition, the Institution and Principal
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  Principal Investigator's
respective pavee name, payee address, tax
identification number, corporate address, or
corporale name, as applicable. Any such
notification shall originate from the Institution®s
official and/or Principal Investigator, as
applicable, having the same or greater authority
as the Institution official and/or Principal
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13.10 Jednostrann¢ vzdani sc prava ancbo mlicky
dany souhlas anebo neuspéiné dovolani se
poruSeni kteréhokoli ustanoveni této Smlouvy
smluvni stranou nezaklada jednostranné vzdani
se prava v souvislosti s jakymkoli naslednvm
poruSenim  kteréhokoli  ustanoveni  této
Smlouvy.

13.11Pokud neni v této smlouvé dohodnuto jinak,
vS§echna oznameni museji byt adresovana nize
uvedené kontakini osobé:

PRO ZDRAVOTNICKE ZARIZENT:

Ustredni vojenska nemocnice — Vojenska fakultni
nemocnice Praha

U Vojenské nemocnice 1200

169 02 Praha 6

Ceska republika

PRO HLAVNIHO ZKOUSEJICIHO:

Ustredni vojenska nemocnice — Vojenska fakultni
nemocnice Praha

U Vojenské nemocnice 1200

169 02 Praha 6

Ceska republika

Ukon u¢inény vuci Zdravotnickému zafizeni se
povazuje za radné ué¢mény 1 vuéi Hlavnimu
zkousejicimu, resp. ¢lenum Studijniho tymu.

Jakékoli oznameni vyzadované ¢1 dovolené
dle této Smlouvy musi byt uéinéno piscmné a
bude povazovano za dorucené tii (3) dny po
odeslani, pokud bude zaslano doporucenou
postou nebo postou s potvreenym doruenim,
s picdplacenym  postovnym ncbo postovni
doruéenkou, nebo jeden (1) den po odeslani,
pokud bude odeslano expresni kurvrni sluzbou
¢ faxem/elek(ronickvm pfenosem.

Zdravotnické zarizeni a Hlavni zkouSejici
budou dale pisemné (email je pro ucely tohoto
oddilu povazovan za piscmnou formu)
informovat Medpace o jakychkoliv zménach
jména  pfijemce  platby na  strané
Zdravolnického  zafizeni a  Hlavniho
zkousejictho, pfipadné jejich adres, DIC,
firemnich adres €i ndzvii spolecnosti. Jakékoliv
takové oznameni bude uéinéno piedstavitelem
Zdravotnick¢ho  zafizeni  a/ncbo  piipadng
Hlavnim zkousejicim, ktery ma stejnou &i vétsi
pravomoc nez predstavitel Zdravotnického
zaifizeni a/nebo pfipadné Hlavni zkousegjici,
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Investigator, as applicable, who signs this
Agreement on behalf of the Institution. All
notices must be addressed to the contact set forth
above.

Study  Partners consent to electronic
communication and electronic signatures being
equal to signatures inked on paper with the

exception of this Agreement and any
amendments  thereto. Study  Partners
acknowlcdge and agrec  that  clectronic

communication is an acceptable method of
communicating information from Medpace
and/or Sponsor to Study Partners, or [rom other
vendor companics contracted by Medpace or
Sponsor that are providing electronic materials
specific for the Study to Institution, without
having to communicalte the same subject matter
on papcr. Thercfore, any communication and
subsequent clectronic signature that has been
sent or signed in the pasl, present, or [uture
between the Partics 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 mousc on an “T agree™ icon or
button. All communications that Medpace
and/or Sponsor provide to Study Partners 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
mmcdiatcly prior to the log-in scrcen for
ClinTrak. Study Partners can obtain a paper
copy of an electronic communication by printing
it itsell 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.

13.12 The Parties have agreed that this Agreement may

be changed, excluding the exception mentioned
below, only through written consecutively
numbered amendments signed by all Parties.
The Partics arc not obliged to cxccule an
amendment to this Agreement in case of so-
called minor changes in the Protocol. A minor
change in the Protocol means a change in the
Protocol that docs not change the scopc or
manner of  procedures (in  particular
examination) performed by the Study Partners
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ktery jménem Zdravotnick¢ho zafizeni tuto
Smlouvu podepisuje. Veskera ozmameni musi
byt adresovana kontaktnim osobam uvedenym
vyse.

Studijni partnefi souhlasi s tim, ze elektronicka
komunikacc a clcktronické podpisy s¢ budou
rovnat podpisim provedenym na papife s
vyjimkou této Smlouvy a jejich dodatku.
Studijni partneti uznavaji a souhlasi s tim, ze
elektronicka komunikace je prijatelnou formou
sdelovani informaci Studijnim partnerim ze
strany Medpace a/nebo Zadavatele &i jinych

dodavateli, se kterymi Medpace, nebo
Zadavatcl uzavicli Smlouvu a  ktcfi
Zdravotnickému 7afizeni poskytuji

clektronické materidly specifické pro studii,
aniz by museli sdéloval stejnou zalezilosl také
papirovou formou. Jakakoli sdéleni a nasledny
elektronicky  podpis, ke ktervm mezi
smluvnimi stranami doslo v minulosti, dochazi
v soucasnosti &1 dojde v budoucnosti, budou
mit stejnou platnost a uinnost jako dokumenty
vlastnornén¢ podepsané v tistené podobé.
Elektronicky podpis mimo jiné zahrnuje
naskenovanou  kopii  podpisu,  podpis
strojopisem nebo pozadavek kliknuti my§i na
ikonu &1 tla¢itko ,.Souhlasim™. Veskera sdéleni
poskvtnutda Medpace a/ncbo  Zadavatclem
Studijnim partncrum v clcktronické podobé
budou poskvinuia jednim 2 néasledwjicich
zpusobu: (1) prostiednictvim e-mailové zpravy
se 7adosti o stahnuti souboru ve formatu PDF
& DOC, ktery sdéleni obsahuje, nebo (2) v
pripad¢ licenéni dohody budc tato poskytnuta
bezprostiedné pied pfihlasovaci obrazovkou
aplikace ClinTrak. Studijni partnefi mohou
ziskat elektronickou komunikaci v tidténé
podob¢ tim, Ze s1 j1 sami vytisknou, pripadné
pozadaji Medpace o zaslani ti8t€né kopie
pastou, a to za predpokladu, Zze k takovému
pozadavku dojde v pfimérené dob& po prvnim
odeslani elektronické komunikace Medpace
ncbo jejim dodavatclem.

Strany se dohodly, z¢ (ato Smlouva muze byl s

dale wuvedenou vyjimkou ménéna pouze
pisemng prostiednictvim vzestupné

¢islovanvch dodatkii  podepsanych vSemi
Stranami. Strany ncmusi uzaviral dodaick k
této Smlouveé v pripadé tzv. nepodstatnych
7zm&n  Protokolu. Nepodstatnou zménou
Protokolu se¢ pfilom rozumi takova zména
Protokolu, ktcra ncméni rozsah &i zpusob
provadéni  ukonu  (zejména  vySetieni)
provadénych  Studijnimi partnery v ramci
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as part of thc Study and has no impact on
remuneration for performing the Study or on any
other prices specified in this Agreement. Minor
changes i the Protocol shall come into elfect on
the day of their delivery to the Institution.

13.13 This Agreement is construed and governed by
the Czech law, regardless of the provisions of its
collision norms. The Parties have agreed that
any dispute arising from this Agreement shall be
decided by materially and locally competent
courts of the Czech Republic.

13.14 This Agreement has been drawn up in the
Czcch and English language, and the Partics
consider both language versions to be equal;
however, in case of any mterpretation
discrepancy between the individual versions,
the Czech version shall prevail as agreed by
the Parties. This Agreement and all of its
Appendices represenl an enlire agreement ol
the Partics with respeet to the subject-matter
of this Agreement.

This Agreement, and any subsequent
amendment(s), will be always exccuted in 3
(five) counterparts. The Institution will
receive 3 (three) of them, Principal
Investigator 1 (one) and Medpace 1 (one).

13.15

Article 14 — Appendices

The lollowing Appendices constitute an integral part
of this Agreement, unless set forth otherwise herein:

Appendix A: Financial Terms — this appendix is no

IN WITNESS WHEREOQOF, the Parlics herclo have
executed this Agreement by proper persons thereunto
duly authorized and that this Agreement shall be
effective as of the Effective Date.
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Studic a nema tcdy jakvkoli vliv na vysi
odmény za provadéni Studie &1 jiné ceny
uvedené v této Smlouve. Nepodstatné zmény
Protokolu jsou G¢nné dnem jejich doruceni
Zdravotnickému zafizeni.
13.13 Tato Smlouva je vvtvofena a fidi se¢ ¢eskvm
pravem bez ohledu na ustanoveni jcho
koliznich norem. Strany se dohadly, ze veSkeré
spory vzniklé ztéto Smlouvy budou feSeny
véené a mistné pfisludnymi soudy Ceské
republiky.

13.14 Tato Smlouva je sepsana v ¢eském a anglickém
Jazyce a Strany povazuji ob¢ jazykové verze za
rovnocenné, avSak pro piipad vykladovych
nesrovnalosti mezi jednotlivvmi verzemi se
Strany dohodly, ze prednost ma Ceska verze
Smlouvy. Talo Smlouva a v§cchny joji prilohy
predstavuji aplnou dohodu Stran o predmétu
této Smlouvy.

13.15 Tato Smlouva a veSkeré nasledné zmény se
vzdy vvhotovi v 5  (pét) stejnopisech.
Zdravotnické zatfizeni obdrzi 3 (1) sicjnopisy,
Hlavni zkousejici 1 (jeden), Medpace 1 (jeden).

CL. 14 — Piilohy

Nasledujici prilohy (vofi nedilnou soucast (élo
Smlouvy, nestanovi-1i tato Smlouva jinak:

Priloha A: Financni podminky — tato pfiloha neni
vefeinén:
Pi#iloha B: Ochrana osobnich udaju zadavatelem

J§iiloha C: Pojisténi studie — tato piiloha neni

NA DUKAZ CEHOZ Strany prostiednictvim k tomu
radng opravnénych osob uzaviely tuto Smlouvu, ktera
vstoupi v platnost k datu ucinnosti.
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For Medpace, on its own behalf and as payment agent of Sponsor: / Za Medpace v jejim zastoupeni a
jako platebni zastupce Zadavatele:

Place / Misio

Datc / Datum

Clinical Trial Manager / Manazer klinického hodnoceni

Institution / Zdravotnické zarizeni

Place / Misto

Date / Datnm

prof. MUDr. Miroslav Zavoral, Ph.D.
Director / teditel

Affidavit of the Principal Investigator / PohldSeni Hlavniho zkou$cjiciho

1 confirm that 1 have read the content of the abave- Potvrzuji, 7e jsem se seznamil s obsahem vyse
mentioned contract for the conduct of a clinical (rial, I uvedené smlouvy o provedeni klinického hodnoceni,
understand my rights, duties and obligations arising rozumim svym praviim, povinnostem a zivazkim,
from the contract and I will follow them when které ze smlouvy vyplyvaji a budu se jimi fidit pfi

conducting the Study. vedeni Studic.
Principal Investigator / Hlavni podpis/signature place/misto date/datum
zkousejici
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Schedule B

Priloha B

Sponsor Data Protcction

Ochrana osobnich udaju zadavatclem

Terms used in this Schedule B, not
otherwise delined in this Agreement shall
have the meaning as defined in the EU
General Data Protection Regulation
216/679 (GDPR).

All Study subject data shall be entered into
the CRFs (“Subject Data™ in
pseudonymized format. Institution shall
not disclosc to Mcdpace or Sponsor any
identifiable information of the Study
subjects, safe to the extent required by
applicable law and regulations. Each
Sponsor and Institution shall adhere to the
principles of medical confidentiality in
relation to Study subjects mvolved in the
Study and 1o comply at all times with their
respective obligations under all applicable
data protection law.

The Subject Data — including those data
derived from the Samples (as defined
hereof) - arc considered Personal Data.
Sponsor and the Institution are separate
Controllers with regard to the Subject Data.

The Partics acknowledgce and agrec that the
Institution is Data Controller of Subject
Data collected and processed in connection
with the (reatment of Study subjects,
including both data collected as a part of
standard and  Protocol  treatment
(Institution purpose) and Sponsor is the
Data Controller for the CRF and any other
Subject Data transferred from the
Institution to the Sponsor in connection
with the Study, which will be used for
Sponsor purposcs.

Both the Sponsor and the Institution shall
maintain  appropriate  lechnical  and
organisational security measures to protect
the Study Data they process in relation to
this Agreement. If Sponsor or Institution
becomes awarc of a Personal Data Breach,
the affected Party shall promptly notify the
other party. In the event of a Personal Data
Breach, Sponsor and Institution will fully
cooperate to enable each party to fulfil its

Pojmy pouziteé v této Priloze B, které
nejsou v 1élo smlouvé jinak delmovany,
maji vyznam dcfinovany v obeeném
narizeni EU o ochran osobnich udaju
216/679 (GDPR).

Vsechny udaje o subjektu hodnoceni budou
zadany do CRF (.udaje o subjektn™) v
pseudonymizovaném formatu.
Zdravotnické zafizeni nepieda spolcénosti
Medpace ani zadavateli zadné
dentifikovatelné informace o subjektech
hodnoceni, kromé& rozsahu pozadovaném
platnymi zdkony a predpisy. Kazdy
zadavatel a zdravotnické zatizeni musi
dodrzovat zasady lékarského tajemstvi ve
vzlahu k subjcktum hodnoceni zapojenym
do studie a vzdy dodr7ovat své prislusné
povinnosti podle vSech platnych zakonu o
ochran¢ osobnich udaju.

Udaje o subjektu — vietnd udaji ziskanych
ze vzorki (jak jsou zde definovany) — jsou
povazovany za osobni udajc. Zadavalcl a
zdravotnické zafizeni jsou samostatnymi
spravci, pokud jde o udaje subjektu.

Strany berou na védomi a souhlasi s tim, zc
zdravotnické zafizeni je spravcem udaju
shromazd’ovanych a zpracovavanvch v
souvislosti s 1é¢bou subjektu hodnoceni,
véetné udaju shromazd'ovanych v ramci
standardni 1é¢by a podle protokolu (ucel
zdravotnického zarizeni), a ze zadavatel je
spravcem udaju pro CRF a jakékoli dalsi
udaje subjektu predané ze zdravotnického
zafizeni zadavateli v souvislosti se studii
pro ucely zadavaltele.

Zadavatel i zdravotnické zarizeni budou
udrzovat vhodna technicka a organizacni
bezpetnosini opaltieni k ochrang udaji ze
studie, které zpracovavaji v souvislosti s
touto smlouvou. Pokud se zadavatel nebo
zdravotnické zarizeni dozvi o poruseni
ochrany osobnich udaji, dotéena strana o
tom neprodlené informuje druhou stranu. V
pfipad@ poruseni ochrany osobnich udaju
budou zadavatel a zdravolnické zarizeni
plné spolupracovat, aby umoznili kazdé
strané splnit jeji (zakonné) povinnosti
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(statutory) obligations under applicable
data protection law.

Medpace shall be a Processor on behalf of
thc Sponsor in rclation to Medpace™s
Processing of the Subject Data pursuant to
a data processing agreement concluded
between Sponsor and Medpace.

As part of the Protocol, biological samples
obtamned from the Study subjects
(“Samples™) may be transferred to a
laboratory designated by Sponsor, in
accordance with the Protocol and the ICF.
Sponsor shall have the right to store,
transfer and use the Samples only in
accordance with applicable law, the
Protocol and the ICF.

Institution shall promptly notify Sponsor of
any withdrawal of or change m the
informed conscnt of a Study subjcct, which
may affect the use of such Study subject’s
Subject Data or Samples under this
Agreement. In such event, Sponsor shall
destroy or have destroyed the affccted
Samples.  Institution and  Principal
Investigator shall not use any Samples
other than for the performance of the
Protocol if required.

podle platnych zakonii o ochrane osobnich
udaju.

Spoleénost Medpace bude zpracovatelem
jménem zadavatele v souvislosti se
zpracovanim udaju subjckiu spolcénosti
Medpace na zakladé smlouvy o zpracovani
udaji  uzaviené mez zadavaielem a
spole¢nosti Medpace.

V réamci protokolu mohou byt biologické
vzorky ziskan€¢ od subjektii hodnoceni
(dale jen ,vzorky®) predany do laboratofe
urené zadavatelem v  souladu s
protokolem a ICF. Zadavatel bude mit
pravo uchovavat, pfenaset a pouzivat
vzorky pouze v souladu s platnymi zakony,
protokolem a ICF.

Zdravolnické rzarizeni neprodleng uvédomi
zadavatcle o kazdém odvolani souhlasu
nebo zméné informovaného souhlasu
subjektu hodnoceni, coz muZze ovlivnit
pouziti udajn subjcktu ncbo vzorku
takového subjektu hodnoceni podle této
smlouvy. V takovém pripadé zadavatel
miéi nebo midil dotdené  vzorky.
Zdravotnické zafizeni a hlavni zkousgjici
nepouziji zadné vzorky jinak nez k
provadéni protokolu, je-li to pozadovano.

The Sponsor has no access to the identity
of the Study subjects. Therefore, the
Sponsor neceds to rely on the Institution to
fulfil certain obligation imposcd to the
Sponsor as a Controller under applicable
data protection law. Institution and
Principal Investigator shall therefore in
consultation with the Sponsor, respond to
requests from Study subjecs under section
I of th¢ GDPR (such as, th¢ right of
access, the right to rectification, the right to
erasure, the right to restrict the processing,
the right (o dala portability and the right to
object).

Zadavatel nema ptistup k identité subjekti
hodnoceni. Zadavatel se proto musi
spolchnout na to, 7z¢ zdravotnické zarizeni
splni  urditou  povinnost  uloZzcnou
zadavateli jako spravei udajin  podle
platnych zakont o ochrané osobnich udaju.
Zdravotnické zafizeni a hlavni zkouSejici
proto musi po konzultaci se zadavatelem
reagovat na pozadavky subjektu hodnoceni
podlc oddilu III GDPR (jako jc pravo na
piistup, pravo na opravu, pravo na vymaz,
pravo na omezeni zpracovani, pravo na
pienosilelnost udaju a prave vznésl
namitku).
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