CZECH REPUBLIC

CESKA REPUBLIKA

CLINICAL TRIAL AGREEMENT

SMLOUVA O PROVADENI KLINICKEHO
HODNOCENI

THIS CLINICAL TRIAL AGREEMENT (this
“Agreement”) is made and entered into as of

TUTO SMLOUVU O PROVADENiI KLINICKEHO
HODNOCENI (dale ,,Smlouvu®) uzaviraji dnem

the day of the last signature of the Parties (the | posledniho podpisu smlouvnich stran (dale
“Effective Date”), by and among: ,Datum ucinnosti*):
CARDIOR PHARMACEUTICALS GMBH with | spole¢nost ~ CARDIOR ~ PHARMACEUTICALS

an address at Hollerithallee 20, D-30419
Hannover, Germany (“Sponsor”),

GMBH, se sidlem v Hollerithallee 20, D-30419
Hannover, Némecko (dale ,,Zadavatel*),

KRAJSKA NEMOCNICE T. BATI, AS.
having an address at Havlickovo nabrezi 600,
762 75 Zlin, Czech Republic; 1D Number:
27661989, Tax ID Number: CZ27661989,
represented by entered in the commercial
register at the Regional Court in Brno, section

B., insert 4437, represented by RS E 00904
XXX XXX and IXOCOXXXXXKE
DO X

(“Institution”), and

KRAJSKA NEMOCNICE T. BATI, A.S., se sidlem na
adrese: Havli¢kovo nabtezi 600, 762 75 Zlin, Ceska
republika; ICO: 27661989, DIC: CZ27661989,
zapsana v obchodnim rejstiiku u Krajského soudu
vBrmé oddil B., vlozka 4437, zastoupena
XXXXXXXXX

(dale ,,Zdravotnické zafizeni), a

address  at
Republic

KOO OO OO0 having an
XXX XX XXX XS Czech
(“Investigator”).

XXX XX XXX se sidlem/bydlistém at
DXXXXXX XXX Ceska republika (dale

LZkousejici).

Sponsor, Institution and Investigator
may be referred to individually as a “Party”
and collectively as the “Parties.”

Zadavatel, Zdravotnické zafizeni
a Zkousejici mohou byt oznacovani kazdy zvlast
jako ,,Strana‘“ nebo spole¢né jako ,,Strany*.

WHEREAS, Sponsor  wishes to
support/sponsor a clinical trial (the “Study”)
entitled: Phase 2, Multicenter, Randomized,
Parallel, 3-arm, Placebo-controlled Study to
Assess Efficacy and Safety of CDR132L in
Patients with Reduced Left Ventricular
Ejection Fraction (<45%) After Myocardial
Infarction (HF-REVERT), under protocol
CDR132L-P2-01 including all amendments
thereto, which in each case shall be
automatically incorporated therein (the
“Protocol”) for the following Study Drug:
CDR132L, (the “Study Drug”)

Zadavatel ma v umyslu
podpofit/financovat klinické hodnoceni (dale
,Studie®) S ndzvem: Multicentrické,

randomizované, placebem kontrolované klinické
hodnoceni faze 2 se 3 paralelnimi rameny hodnotici
ucinnost a bezpecnost pripravku CDRI132L u
pacienti se sniZzenou ejekéni frakei levé komory (<
45 %) po infarktu myokardu (HF REVERT), podle
protokolu CDR132L-P2-01 v¢&etné vSech dodatki
k nému, které se automaticky stavaji jeho nedilnou
soucasti (dale ,,Protokol®), pro tento hodnoceny
ptipravek: CDR132L, (dale ,,Hodnoceny
pripravek®)

WHEREAS, Sponsor has authorized IQVIA
Biotech Ltd. with a business address at
Business & Technology Centre, Bessemer
Drive, Stevenage, Hertfordshire SG1 2DX,
United Kingdom (“CRO”), together with its
affiliates, to act on behalf of Sponsor to arrange
and administer the Study, and Sponsor may by
written notice to Institution subsequently
designate another organization for this
purpose. Sponsor has authorized CRO to sign
this Agreement on behalf of Sponsor through
the execution and delivery of a Limited
Agency Agreement.

Zadavatel povéfil spole¢nost IQVIA Biotech Ltd.,
se sidlem Business & Technology Centre,
Bessemer Drive, Stevenage, Hertfordshire
SG12DX, Spojené kralovstvi (dale ,,CRO®),
vcetné jejich ptidruzenych subjektd, aby pro néj
zajistovala a spravovala Studii s tim, ze na zakladé
pisemného oznameni zaslaného Zdravotnickému
zafizeni miaze Zadavatel v budoucnu pfipadné
povetit plnénim tohoto ucelu jinou organizaci. Na
zaklad¢€ mandatni smlouvy povéfil Zadavatel CRO,
aby tuto Smlouvu uzavfiela za néj.

WHEREAS, Investigator who is an employee of
the Institution and experienced in the conduct

ZkousSejici, ktery je zaméstnancem Zdravotnického
zafizeni aktery ma zkuSenosti s provadénim
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of clinical research studies in humans, will
participate in the Study as a clinical
investigator at the Institution and Sponsor
desires that Investigator participate in the
Study. Sponsor, Institution and Investigator
have agreed that the Study will be conducted at
the Institution under the terms and conditions
set forth in this Agreement.

klinickych ~ vyzkumnych  studii s lidskymi
ucastniky, se bude ucastnit Studie jako klinicky
zkousejici ve Zdravotnickém zafizeni. Zadavatel,
Zdravotnické zatizeni a Zkousejici se dohodli, Ze
Studie bude ve Zdravotnickém zafizeni provadéna
podle ujednani a podminek stanovenych V této
Smlouvé.

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

Jako protiplnéni za vySe uvedené aza
vzajemné zavazky a piisliby uvedené v této
Smlouvé adalsi fadna ahodnotnd protiplnéni,
jejichz pfijeti a dostateCnost je timto potvrzena, se
Strany dohodly na uzavieni Smlouvy v tomto
znéni;

1. SCOPE OF SERVICES 1. PREDMET SLUZEB
1.1 Study Protocol. Institution 1.1 Protokol Studie. Bez piedchoziho
and Investigator may not reassign the conduct | pisemného  souhlasu =~ Zadavatele  nesméji

of the Study to a different investigator without
prior written authorization from Sponsor.
Sponsor or CRO shall obtain approval from the
Ethics Committee(s) (the “ECs’) for the
Protocol and the informed consent form before
initiation of the Study. If the approval is not
obtained, this Agreement shall be null and
void. Sponsor or CRO will provide Institution
and Investigator with a copy of each such
approval, together with all relevant
correspondence with the EC regarding such
approval. In addition, Sponsor or CRO will
coordinate with the EC to obtain review and
approval in writing of any amendments made
to the Protocol or ICF (as defined below). The
Parties acknowledge and agree that no change
to the Protocol, ICF, or any other Study-related
document shall be made without the prior
written consent of Sponsor and CRO. Any
change to the Protocol or any other Study
document that is agreed upon in writing by
Sponsor and CRO is incorporated into this
Agreement by this reference.

Zdravotnické zafizeni a ZkouSejici povéfovat
provadénim Studie zadného jiného zkousejiciho.
Pied zahajenim Studie zajisti Zadavatel nebo CRO
od pfislusné etické komise (dale ,,EK*) kladné
stanovisko k Protokolu a formulafi
informovaného souhlasu. Pokud ziskdno nebude,
tato Smlouva bude neplatnd od samého pocatku.
Zadavatel nebo CRO poskytnou Zdravotnickému
zatizeni a ZkousSejicimu kopii kazdého takového
kladného stanoviska spolu s veskerou pfislusnou
korespondenci s EK. Zadavatel nebo CRO bude
EK ptedkladat také zadosti o posouzeni a pisemné
schvaleni ptipadnych dodatki k protokolu a zmén
ve formulafi informovaného souhlasu (definice viz
nize). Strany berou na védomi a souhlasi s tim, ze
bez predchoziho pisemného souhlasu Zadavatele
a CRO nebudou v Protokolu, formulari
informovaného souhlasu ani jiném dokumentu
souvisejicim se Studii provadét zadné zmeény.
Piipadné zmény v Protokolu nebo jiném
dokumentu souvisejicim se Studii schvalené
pisemné¢ Zadavatelem a CRO se odkazem na né
stanou nedilnou soucasti této Smlouvy.

1.2 Protocol Deviation/Prompt
Notice. Deviations from the Protocol are not
permitted except when necessary to protect the
safety, rights or welfare of subjects enrolled in
the Study. Institution and/or Investigator will,
within one (1) business day from occurrence,
or as such shorter time as may be specified in
the Protocol, notify Sponsor, in writing of any
(a) deviation from the Protocol, including any
deviations necessary to protect the safety,
rights or welfare of subjects enrolled in the

1.2 Odchylka od Protokolu/ neprodlené
upozornéni.  Odchylky od Protokolu nejsou
povoleny s vyjimkou piipadd, kdy je to nezbytné
k ochrang bezpecnosti, prav nebo pohody pacientti
zatazenych do  Studie. O pifipadnych (a)
odchylkach od Protokolu, vcetné odchylek
nezbytnych k ochran€¢ bezpecnosti, prav nebo
pohody pacient zatazenych do Studie (nedodrzeni
této povinnosti bude povazovano za opravnény
duvod, kvuli némuz bude moci Zadavatel tuto

Smlouvu vypové&dét podle ustanoveni ¢lanku 2),
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Study (failure to comply with this part shall
constitute reasonable grounds for Sponsor to
terminate this Agreement as provided in
Section 2), (b) serious adverse event (as
defined in the Protocol) which occurs to a
subject in the Study or (c) communication with
a regulatory or governmental agency
concerning (i) the Study, including safety
information, any requests to inspect, examine,
copy or remove records of the Study, (ii)
another study which might have an impact on
the Study, (iii) any facility(ies) of Institution at
which any Study-related activity is being
performed, (iv) any Institution or Investigator
personnel involved in the Study (including but
not limited to Investigator), or (v) the
qualification of Institution or Investigator to
perform the Study. In addition, Institution
and/or Investigator will promptly report,
within twenty-four (24) hours of making the
discovery, to Sponsor and CRO any adverse
event (as defined in the Protocol) which occurs
to a subject enrolled in the Study. Sponsor will
promptly advise, within twenty-four (24) hours
of making the discovery, Institution and
Investigator of reportable adverse reactions or
side-effects related to the Study Drug which
may become known to the Sponsor during the
course of the Study.

(b) zavaznych nezadoucich ptihodach (definice viz
Protokol), k nimZ dojde u pacienti ve Studii, nebo
(c) komunikaci s kontrolnimi nebo statnimi urady
ohledné (i) Studie, vcetn¢ informaci o bezpecnosti,
pfipadnych Zadosti o inspekci, piezkoumani,
potizeni kopie nebo odstranéni zdznami Studie,
(i) jinych studii, které by mohly mit dopad na tuto
Studii, iii) zafizeni Zdravotnického zafizeni,
vnichZz jsou cinnosti souvisejici se  Studii
provadény, (iv) personalu Zdravotnického zatizeni
nebo Zkousejiciho podilejiciho se na Studii (véetné
Zkousejiciho samotného) nebo (v) kvalifikace
Zdravotnického  zatizeni nebo Zkousejiciho
k provadéni Studie jsou Zdravotnické zafizeni
a/nebo Zkousejici povinni informovat Zadavatele
pisemné¢ do jednoho (1) pracovniho dne od vzniku
nebo piipadné jesté diive, je-li to stanoveno
Vv Protokolu. Zdravotnické zafizeni a/nebo
Zkousejici budou Zadavateli a CRO neprodlené
hlasit také pripadné nezadouci ptihody (definice
viz Protokol), k nimZ dojde u pacientl zatazenych
do Studie, ato do dvaceti ¢tyt (24) hodin poté, co
se o nich dozvédi. Zadavatel bude Zdravotnické
zafizeni a Zkousejiciho neprodlené upozoriovat na
povinne hlaSené nezadouci reakce nebo nezadouci
ucinky souvisejici s Hodnocenym pfipravkem,
které podléhaji ohlaSovaci povinnosti, o nichz se
ptipadné dozvi v prib¢hu Studie, ato do dvaceti
Ctyt (24) hodin poté, co se o nich dozvi.

1.3 Investigator and
Subinvestigators and  Study  Team
Members. . Institution and Investigator shall

conduct the Study and use its/their best efforts
to complete the Study in a professional manner
in accordance with the highest standards in the
industry and in strict adherence to the Protocol
and this Agreement. In the event that the Study
is conducted by a team of individuals,
Institution and  Investigator shall be
responsible for all other individual team
members (herein referred to collectively as
“Subinvestigators,” and individually, as a
“Subinvestigator”) and any other persons
involved in the conduct of the Study at the
Institution or part of Investigator’s team,
including any faculty, staff, employee,
Sponsor-approved subcontractor or student
(each a “Study Team Member”). Each Study
Team Member shall be instructed by
Institution and/or Investigator to strictly follow
the direction of Investigator or
Subinvestigator, as applicable, and to adhere
strictly to the Protocol. Investigator will at a

1.3 Zkousejici a spoluzkousejici a ¢lenové
studijniho  tymu.  Zdravotnické  zafizeni
a Zkousejici budou Studii provadét s vynalozenim
maximalniho 1sili, profesionalnim zplsobem,
v souladu s nejvyssimi standardy v odvétvi aza
pfisného dodrzovani Protokolu a této Smlouvy.
V piipadé, Ze je Studie provaddéna tymem
jednotliveti, odpovidaji Zdravotnické zafizeni
a Zkousejici za vSechny ostatni jednotlivé cleny
tymu (dale spole¢né, resp. jednotlivé jako
,»Spoluzkousejici“ 1iza pripadné dalsi osoby
podilejici se na provadéni Studie ve Zdravotnickém
zafizeni (Zdravotnickych zatizenich) nebo jako
¢lenové tymu Zkousejiciho,
napf. pracovnici/zaméstnanci  fakulty, studenti
nebo subdodavatelé schvaleni Zadavatelem; dale
kazdy jednotlivé jako ,,Clen studijniho tymu®).
Kazdy Clen studijniho tymu musi byt
Zdravotnickym zafizenim a/nebo ZkousSejicim
poucen, Ze se musi striktné fidit pokyny
Zkousejiciho, nebo piipadné Spoluzkousejiciho
a striktné¢ dodrZoval Protokol. Zkousejici na sebe
vezme minimalné vSechny povinnosti, které
Hlavnimu zkousejicimu uklada ptisluSny kontrolni
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minimum assume all responsibilities assigned
to principal investigator by applicable
EMA/FDA (as defined below) or other
relevant regulations or laws applicable to the
specific region/country. Investigator and each
Subinvestigator as well as Study Team
Members (with the exclusion of Sponsor-
approved subcontractors), as applicable, shall
be employees of Institution and/or
Investigator, as applicable. Institution and/or
Investigator, as applicable, shall be responsible
for Sponsor-approved subcontractors in the
same way as for an employee. Institution and
Investigator shall not be a party to any
agreement nor have any obligation that conflict
with the provisions of this Agreement and shall
not enter into a conflicting agreement during
the Study. Institution and Investigator each
represents and certifies that the Investigator is
fully qualified to conduct the Study and to
serve in the capacity of principal investigator
under Applicable Laws and applicable
regulatory requirements. Institution and
Investigator will ensure only individuals who
are appropriately trained and qualified to assist
in the conduct of the Study as Subinvestigator
or Study Team Member. Institution and
Investigator, may delegate duties and
responsibilities to Subinvestigator or Study
Team Member only to the extent permitted by
applicable law governing the Study conduct, as
described herein. Investigator may not be
removed or replaced without Sponsor’s prior
written consent. If Investigator is unable or
unwilling to continue in such capacity or, if
applicable, terminates his or her employment
relationship with Institution, Institution shall,
within five (5) days after receiving information
of the situation, provide written notice to
Sponsor and CRO, and shall use its best efforts
to find a suitable replacement investigator.
Sponsor , in its sole discretion, may elect not to
accept the proposed replacement, in which
event Sponsor shall have the right to terminate
this Agreement effective upon Institution’s
receipt of Sponsor’s written notice of
termination. In the event that Sponsor accepts
the replacement investigator, Institution shall
ensure that the replacement investigator agrees
to be bound by all the terms and conditions
applicable to Investigator under this
Agreement.

ufad EMA/FDA (definice viz nize) nebo jiné
ptislusné predpisy ¢i zadkony platné pro dany
region, resp. danou zemi. Zkousejici a kazdy
Spoluzkousejici a vichni Clenové studijniho tymu
(s vyjimkou subdodavatelt schvalenych
Zadavatelem) jsou zameéstnanci Zdravotnického
zatizeni nebo ptipadné€ Zkousejiciho. Zdravotnické

zafizeni a/nebo pifipadné Zkousejici vSak
odpovidaji za subdodavatele schvalené
Zadavatelem stejn¢ jako za zaméstnance.

Zdravotnické zatizeni a/nebo Zkousejici neuzavieli
zaddnou smlouvu ani nemaji Zadnou povinnost,
ktera by byla vrozporu S ustanovenimi této
Smlouvy, azadnou takovou smlouvu neuzaviou
ani v prabéhu Studie.  Zdravotnické zafizeni
a Zkousejici kazdy za sebe prohlasuji a potvrzuji,
ze ZkouSejici je plné kvalifikovan k provadéni
Studie a k vykonu funkce Hlavniho zkousejiciho
podle platnych zakonli a pozadavkid kontrolnich
uradd. Zdravotnické zafizeni a ZkousSejici zajisti,
aby se na provadéni Studie jako Spoluzkousejici
nebo Clenové studijniho tymu podilely pouze
osoby s fadnou kvalifikaci a Skolenim.
Zdravotnické zatizeni a Zkousejici mohou plnénim
povinnosti a odpovédnosti poverit
Spoluzkousejiciho nebo Clena studijniho tymu
pouze Vrozsahu povoleném platnymi pravnimi
predpisy upravujicimi provadéni Studie podle této
Smlouvy. ZkouSejiciho bude mozné odvolat nebo
nahradit pouze s predchozim pisemnym souhlasem
Zadavatele. Jestlize ZkousSejici nebude schopen
nebo ochoten plnit svoji funkci nebo ptipadné
ukon¢i pracovni pomér ve Zdravotnickém zafizeni,
bude o tom Zdravotnické zafizeni do péti (5) dnii
po obdrzeni informace o takové situaci pisemné
informovat  Zadavatele aCRO  avynalozi
maximalni 0sili na nalezeni vhodného nahradniho
Zkousejiciho. Zadavatel mtze podle vlastniho
uvazeni navrzeného nahradniho Zkousejiciho
odmitnout. V takovém ptipad¢ bude mit Zadavatel
pravo tuto Smlouvu vypoveédét s ucinnosti od
doruceni  Zadavatelovy pisemné  vypovéedi
Zdravotnickému zafizeni. Pokud bude Zadavatel
snahradnim  ZkouSejicim  souhlasit,  zajisti
Zdravotnické zafizeni, aby se nahradni Zkousejici
zavazal, Ze bude dodrzovat vSechna ustanoveni
a vSechny podminky stanovené Zkousejicimu touto
Smlouvou.
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1.4 Conduct of Study;
Suspension.  Institution and  Investigator
agree to administer and conduct the Study
solely at the Institution. The Institution may
not be changed without Sponsor’s prior written
consent. The Study shall commence as soon as
possible following receipt of EC's and all
necessary local Regulatory Authority written
approvals, or as otherwise agreed upon in
writing with Sponsor, however in this event not
before all necessary approvals have been
optained. Sponsor plans to conduct the Study
at multiple sites, including at the Institution.
Sponsor or CRO may suspend the entire Study
(or a portion of the Study conducted by
Investigator at Institution) at any time for any
reason. Institution or Investigator may
suspend the portion of the Study conducted by
Institution and Investigator at Institution, if,
using reasonable and good medical judgment
consistent with generally accepted standards of
care, Institution or Investigator reasonably
determine it is appropriate to do so to protect
the health or safety of the subjects participating
in the Study ("Study Subject") and
immediately provides written notice thereof to
Sponsor and CRO. The suspension of the
Study by Sponsor, CRO, Institution or
Investigator in accordance with this Section
1.4 shall not be deemed a material breach of
this Agreement.

1.4 Provadéni Studie; pozastaveni.
Zdravotnické zatizeni a ZkousSejici se zavazuji, Ze
budou tuto Studii fidit aprovadét pouze ve
Zdravotnickém zafizeni. Zménu Zdravotnického
zafizeni nelze provést bez predchoziho pisemného
souhlasu Zadavatele. Studie bude zahajena co
nejdfive po ziskani pisemného kladného stanoviska
EK a veskerych nezbytnych pisemnych schvéleni
mistnim  kontrolnim  Ufadem, pokud se
Zadavatelem nebude pisemné dohodnuto néco
jiného; v takovém ptipadé vSak ne dfiv, nez budou
ziskana vSechna nezbytnd povoleni. Zadavatel
planuje provadét Studii v n€kolika centrech, véetné
Zdravotnického zafizeni. Zadavatel nebo CRO
mohou celou Studii (nebo jeji Cast provadénou
Zkousejicim ve Zdravotnickém zatizeni) kdykoli

a z jakéhokoli divodu pozastavit. Zdravotnické
zafizeni nebo ZkouSejici mulze cast Studie
provadénou Zdravotnickym zafizenim
a Zkousejicim  ve  Zdravotnickém  zafizeni

pozastavit, pokud za pouziti pfimefeného a fddného
1ékatského usudku v souladu s obecné uznavanymi
standardy péce dospéje k zavéru, Ze je to vhodné,
aby tak byl ochranén =zdravotni stav nebo
bezpec¢nost pacientli ucastnicich se Studie (dale
Subjekty studie), abudou otom neprodlené
pisemné¢  informovat  Zadavatele  a CRO.
Pozastaveni Studie Zadavatelem, CRO,
Zdravotnickym zafizenim nebo Zkousejicim podle
tohoto bodul.4 se nepovazuje za podstatné
poruseni Smlouvy.

1.5 Compliance with Applicable
Laws. Institution and Investigator shall carry
out the Study, and Institution and Investigator
ensure that , all Subinvestigators and Study
Team Members shall conduct the Study in
conformance with current good clinical
practices and strictly in accordance with (a) the
Protocol, the Investigator Brochure, this
Agreement, the written instructions of CRO
and/or Sponsor and all applicable Study
documents approved by the ECs, CRO and
Sponsor and (b) all regulations and guidelines
governing the performance of human clinical
studies at the Institution, all applicable laws,
regulations and guidelines of the government
or regulatory agency with authority over the
testing and approval of pharmaceutical
products for use in humans, including without
limitation, any applicable requirements of the
European Medicines Agency (“EMA”),
United States Food and Drug Administration
(“FDA”), the International Conference on

1.5 Dodrzovani Platnych pravnich
predpisi. Zdravotnické zafizeni a Zkousejici
budou Studii provadét a zajisti, aby vSichni
Spoluzkousejici a Clenové studijniho tymu Studii
provadeéli vsouladu se soucasnou spravnou
Klinickou praxi a striktné v souladu
s (a) Protokolem,  Souborem informaci pro
zkousejiciho, touto Smlouvou, pisemnymi pokyny
CRO nebo Zadavatele avsemi pfislusnymi
dokumenty ke Studii schvalenymi EK, CRO
a Zadavatelem, a (b) vSemi predpisy a pokyny
upravujicimi  provadéni  klinickych  studii
s lidskymi 0c¢astniky ve Zdravotnickém zafizeni,
vSemi platnymi zakony, pfedpisy a pokyny statnich
nebo kontrolnich uradd, které maji pravomoc
dohliZet na testovani a registraci farmaceutickych
pfipravkll pro humanni pouziti, vcetné¢ vSech
platnych pozadavkt Evropské agentury pro 1é¢ivé
ptipravky (dale , EMA®), Utadu pro kontrolu
potravin a 1é¢iv Spojenych statii americkych (dale
»FDA®), spravné klinick¢ praxe Mezinarodni
konference 0 harmonizaci (dale ,,ICH GCP*),
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Harmonization Good Clinical Practice (“ICH
GCP”) the State Institute for Drug Control —
Clinical Trials and Pharmacoviligance Branch
(“SUKL”), Czech Ministry of Health
(“CMH”), the Czech Republic Office for
Personal Data Proteciton (each a “Regulatory
Authority”), and all other applicable federal,
state, provincial, local or other jurisdictional
laws, regulations, guidelines of any type
including but not limited to, the European Data
Protection Regulation (“GDPR”) and the
Directive 2001/20/EC of the European
Parliament and of the Council of 4 April 2001
on the approximation of laws, regulations and
administrative provisions of the member states
relating to the implementation of good clinical
practice in the conduct of clinical trials on
medicinal products for human use, and, as soon
as applicable, the Clinical Trials Regulation
(EV) 536/2014, Directive 2001/83/EC of the
European Parliament and of the Council of 6
November 2001 on the Community code
relating to medicinal products for human use,
and the Commission Directive 2005/28/EC of
8 April 2005 laying down principles and
detailed guidelines for good clinical practice as
regards investigational medicinal products for
human use, as well as the requirements for
authorization of the manufacturing or
importation of such products, good clinical
practice  requirements and  guidelines
(including, but not limited to, ICH E6(R2)), as
may be published from time to time by the
European Commission, the 1964 Declaration
of Helsinki as most recently amended
(collectively “Applicable Laws”) under this
Agreement. Institution and Investigator
acknowledge and ensure that , Subinvestigator
and Study Team Members acknowledge that
Sponsor, and their respective affiliates, need to
adhere to the provisions of (i) the Bribery Act
2010 of the United Kingdom (Bribery Act); (ii)
the Foreign Corrupt Practices Act 1977 of the
United States of America (FCPA) and (iii) any
other applicable anti-corruption legislation.

Statniho ustavu pro kontrolu 1é¢iv, oddéleni
klinickych hodnoceni a farmakovigilance (dale
,SUKL®), Ministerstva zdravotnictvi Ceské
republiky (dale ,MZ CR*), Utadu pro ochranu
osobnich udaji Ceské republiky (dale ,,UOOU*)
(dale jednotliveé jako ,Kontrolni uifad“) a vSech
dalsich platnych federalnich, statnich, regionalnich,
mistni nebo jinych zakonti, pfedpisii a nafizeni
a smérnic jakéhokoli typu, napt. evropského
nafizeni o ochran¢ osobnich udaja (dale ,,GDPR*)
asmérnice  Evropského parlamentu a Rady
2001/20/ES ze dne 4.dubna 2001 o sblizovani
pravnich a spravnich predpist clenskych statt
tykajicich se uplatiiovani spravné klinické praxe pii
provadéni  klinickych hodnoceni huméannich
1écivych ptipravki, a jakmile bude platné, nafizeni
0 klinickych  hodnocenich  (EU)  536/2014,
smérnice  Evropského  parlamentu  a Rady
2001/83/ES ze dne 6. listopadu 2001 o kodexu
Spolecenstvi tykajicim se humannich 1é¢ivych
ptipravki, a smérnice Komise 2005/28/ES ze dne
8. dubna 2005, kterou se stanovi zasady a podrobné
pokyny pro spravnou klinickou praxi tykajici se
hodnocenych humannich 1é¢ivych ptipravki a také
pozadavky na povoleni vyroby ¢i dovozu takovych
pfipravkd, pozadavklli apokynd pro spravnou
klinickou praxi (napf. ICH E6(R2)) pribézné
vydavanych nebo aktualizovanych Evropskou
komisi, nebo Helsinské deklarace zroku 1964,
v platném znéni (dale souhrnné ,,Platné pravni
predpisy”) podle této Smlouvy. Zdravotnické
zatizeni a Zkousejici berou na védomi a zajisti, aby
také Spoluzkousejici a Clenové studijniho tymu
vzali na védomi, Ze Zadavatel a jeho pfiislu§né
pridruzené subjekty jsou povinni dodrZovat
(i) britsky zakon proti korupci zroku 2010
(,,Protikorupéni zakon*), (ii) zdkon USA o zakazu
korup¢nich praktik v zahrani¢i zroku 1977
(,FCPA®) a(iii) ptipadné dalsi protikorupéni
pravni predpisy.

1.6 Written Information and
Informed  Consent. Institution  and
Investigator shall ensure that each Study
Subject is fully informed in sufficient detail
about the nature, purpose, scope, and all
pertinent aspects of the Study and shall provide
sufficient time and opportunity to inquire about
the details of the Study before being asked to

1.6 Informace pro pacienty a informovany
souhlas.  Zdravotnické zafizeni a Zkousejici
zajisti, aby byl kazdy Subjekt studie uplné
a dostatecné podrobné informovan o povaze, tcelu,
rozsahu avSech relevantnich aspektech Studie,
aposkytne mu dostateCny Cas a piileZitost
informovat se 0 podrobnostech Studie pfedtim, nez
bude pozadan o pisemny souhlas s ucasti ve Studii.
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provide written consent to the participation in
the Study. If new information become
available that may be relevant to the Study
Subject’s willingness to continue participation
in the Study, Institution and Investigator shall
inform the Study Subjects in a timely manner
and document the communication of this
information. Institution and Investigator shall
obtain the written, dated and signed informed
consent form approved by the EC, CRO and
Sponsor (“ICF”) from each Study Subject for
the participation in the Study and for the
collection and use of Study Subject personal
data for Study purposes, including the
confidential disclosure, transfer and processing
of data collected in accordance with the
Protocol and Applicable Laws including the
necessary documentation of the Study
Subject’s Personal Data to Sponsor and each
competent Regulatory Authority, as required
by Applicable Laws. Further, Institution and
Investigator shall ensure that the ICF complies
with all Applicable Laws, in particular, without
limitation, the requirements of data protection
laws. The Study Subject shall receive a copy
of the signed and dated written informed
consent form and any other written information
provided to the Study Subject, including all
changes or amendments during the
participation in the Study. Institution shall act
as point of contact for any data protection
related requests in connection with the Study
and shall be primarily responsible to handle
such requests. Sponsor and its representatives
shall provide reasonable assistance to ensure
compliance with data protection rights of the
Study Subjects. The Parties acknowledge and
agree that breach of this Section 1.6 constitutes
a material breach of this Agreement.

Pokud se objevi nové poznatky, které mohou byt
relevantni pro ochotu Subjektu studie pokracovat
vucasti ve Studii, Zdravotnické zafizeni
a Zkousejici otom budou Subjekty studie vcas
informovat a povedou o sdéleni takovych poznatki

pisemné zdznamy. Zdravotnické zafizeni
a Zkousejici ziskaji od kazdého Subjektu studie
pisemny, datovany apodepsany  formulaf

informovaného souhlasu schvaleny EK, CRO
a Zadavatelem (dale ,,ICF*) s GiCasti ve Studii a se
shromazd’ovanim a pouzivanim osobnich tudajt
Subjektu studie pro tcely Studie, véetné diivérného
sd¢lovani, predavani a zpracovavani udaju
shromazdénych v souladu s Protokolem a platnymi
pravnimi predpisy a véetné nezbytného predavani
osobnich 1daji  Subjektu studie Zadavateli
a prislusnym kontrolnim ufadim, jak vyzaduji
Platné pravni predpisy. Zdravotnické zafizeni
a Zkousejici dale zajisti, ze bude ICF v souladu se
vsemi Platnymi pravnimi predpisy, zejména
S pozadavky pravnich piedpisti o ochrané osobnich
udaji. Subjekt studie obdrzi stejnopis podepsaného
a datovaného pisemného formulafe informovaného
souhlasu a veskerych dalsich pisemnych informaci,
které mu budou poskytnuty, vcetné¢ veskerych
zmén nebo dodatkd v pribéhu Ucasti ve Studii.
Zdravotnické zafizeni je kontaktnim mistem pro
veskeré zadosti tykajici se ochrany osobnich udaji
v souvislosti se Studii a nese primarni odpovédnost
za vyFizovani takovych zadosti. Zadavatel a jeho
zastupci poskytnou pfimefenou soucinnost pri
zajisténi dodrzovani prav SubjektG studie na
ochranu osobnich udaji. Strany berou na védomi
asouhlasi stim, Ze poruSeni tohoto bodu 1.6
pfedstavuje zadvazné poruSeni Smlouvy.

1.7 Study Drug. Sponsor
(directly or through its designee), agrees to
provide the Study Drug to Institution and
Investigator at no cost in amounts reasonably
sufficient for the conduct of the Study.
Institution and Investigator shall adhere to
federal regulations requiring careful custody
and dispensing of Study Drug, as well as
appropriate documentation of such activities.
Institution and Investigator shall maintain
exclusive control of the Study Drug and handle
and store the Study Drug in accordance with
Applicable Laws and in the manner outlined in
the Protocol and, if applicable, as instructed by

1.7 Hodnoceny piipravek. Zadavatel se
pfimo nebo prostiednictvim jim povéfené osoby

zavazuje, ze Zdravotnickému zafizeni
a Zkousejicimu  bude bezplatné  poskytovat
Hodnoceny pripravek v mnozstvi primétrené

dostacujicim pro provadeéni Studie. Zdravotnické
zatizeni a ZkouSejici budou dodrzovat platné
piedpisy, které vyzaduji fadné uchovavani a vydej
Hodnoceného pripravku a vedeni fadné evidence
o téchto  ukonech. Zdravotnické  zafizeni
a Zkousejici budou mit vylu¢nou kontrolu nad
Hodnocenym piipravkem a budou s nim nakladat
auchovavat ho vsouladu s Platnymi pravnimi
predpisy a zplsobem uvedenym v Protokolu

Cardior EEOORRRRRN CDR132L_CZE_CTA TRI_site/ 0000008 KNTB_PI e

_23Nov22
Page 7 of 52




CONFIDENTIAL

\ DUVERNE

Sponsor and/or CRO. Institution and
Investigator warrant and ensure that Study
Drug will be handled and, if applicable, stored
in accordance with Applicable Laws and in the
manner outlined in the Protocol and, if
applicable as instructed by Sponsor or CRO.
Institution and Investigator shall use the Study
Drug solely for the purpose of conducting the
Study in strict adherence to the Protocol and
for no other use or purpose, and shall under no
circumstance transfer the Study Drug to any
third party. Study Drug is and remains the
property of Sponsor. Sponsor  grants
Institution and Investigator no express nor
implied intellectual property rights in the Study
Drug or in any methods of making or using the
Study Drug. Upon completion of the Study or
termination of this Agreement or upon earlier
written request from Sponsor at any time, the
Institution and/or Investigator shall return to
Sponsor, or destroy, at Sponsor’s option, the
Study Drug, materials and all Confidential
Information (as defined below) and Study
Data, as needed. Institution and Investigator
shall comply with all Applicable Laws and
regulations governing the disposal or
destruction of Study Drug and any instructions
from Sponsor and/or CRO. Institution and/or
Investigator will not charge a Study Subject or
third party payer for the Study Drug or other
items or materials reimbursed by Sponsor
under this Agreement.

a ptipadné podle pokynii Zadavatele a/nebo CRO.
Zdravotnické  zafizeni a ZkouSejici  ujiStuji
a zarucuji se, ze s Hodnocenym ptipravkem bude
nakladano a Ze bude pfipadné uchovavan v souladu
s Platnymi  pravnimi  pfedpisy  a zpiisobem
uvedenym v Protokolu a ptipadné podle pokyni od
Zadavatele nebo CRO. Zdravotnické zafizeni
a Zkousejici budou Hodnoceny piipravek pouzivat
vyhradné za ucelem provadéni Studie za prisného
dodrzovani Protokolu a nebudou ho pouzivat pro
zadné jiné ucely ani ho za zadnych okolnosti
predavat tietim osobam. Hodnoceny ptipravek je
a ziistane vlastnictvim Zadavatele.  Zadavatel
neposkytuje = Zdravotnickému  zafizeni  ani
Zkousejicimu  z4dnd  vyslovnd ani  mlcky
predpokladand prava k dusevnimu vlastnictvi
ohledné¢ Hodnoceného pripravku, metod jeho
vyroby ani zpiisobti jeho pouzivani. Po dokonceni
Studie nebo po skonceni platnosti této Smlouvy
nebo pripadné kdykoli diive na zaklad¢ pisemné
zadosti Zadavatele Zdravotnické zafizeni a/nebo
Zkousejici vrati Zadavateli Hodnoceny ptipravek,
materialy a veSkeré Duvémé informace (definice
viz nize) a Studijni data nebo je na zadost
Zadavatele zlikviduje.  Zdravotnické zafizeni
a Zkousejici se zavazuji, ze budou dodrzovat
veskeré Platné pravni predpisy a nafizeni
upravuyjici nakladani s Hodnocenym pfipravkem
nebo jeho likvidaci apiipadné pokyny od
Zadavatele nebo CRO. Hodnoceny pfipravek ani
zadné jiné polozky a material hrazené Zadavatelem
podle této Smlouvy nebude Zdravotnické zatizeni
a/nebo Zkousejici G¢tovat pacientovi ani Zadnému
jinému tfetimu platci.

1.8 Approval of Subcontractors.
Neither Institution nor  Investigator will
subcontract or delegate any of the services to
be performed by it in connection with the
Study without prior written consent from
Sponsor and/or CRO.

1.8 Schvaleni  Subdodavateli. Bez
pfedchoziho pisemného souhlasu Zadavatele
a/nebo CRO nesmi Zdravotnické zafizeni ani
Zkousejici poskytovanim sluzeb, které ma
poskytovat Vv souvislosti se Studii, povetovat tieti
osoby ani jejich poskytovani delegovat na teti
osoby.

1.9 Study Data. 1.9 Studijni data.
(a) Study Data. (@) Studijni data. Zdravotnické
Institution and Investigator will record and | zatizeni a ZkouSejici jsou povinni vcas, piesné,
maintain complete medical records (including, | uplné a Citelné, s omezenim fyzického
without limitation, case report forms, | aelektronického  pfistupu  a Vv kontrolovaném

laboratory work sheets and reports, and all
relevant source documents) generated as a
result of conducting the Study (collectively,
the “Study Data”) in a timely, accurate,
complete and legible manner with physical and
electronic access restrictions, as applicable,
and environmental controls appropriate to the

prostiedi podle typu dat av souladu s Platnymi
pravnimi  predpisy, nafizenimi a oborovymi
standardy ave formé stanovené Protokolem
zaznamenavat a uchovavat uplné 1ékarské zaznamy
(v€etné zaznamu subjektii hodnoceni, laboratornich
vykazi azprav avSech pfislusnych zdrojovych
dokumenttl) vytvarené v souvislosti s provadénim
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applicable data type and in accordance with
Applicable Laws, regulations and industry
standards in the form described in the Protocol.
Institution and Investigator will disclose to
Sponsor any and all Study Data as it is

Studie (dale spolecné ,,Studijni data‘). Veskeré
Studijni data budou Zdravotnické zafizeni
a Zkousejici sdelovat Zadavatel, jakmile budou
vytvoreny.

generated.
(b) Protection.

Institution and Investigator will protect the
medical records and Study Data from
unauthorized use, access, duplication, and
disclosure. If directed by Sponsor or CRO,
Institution and Investigator will submit Study
Data using the electronic system provided by
Sponsor or CRO or their designated
representative and in accordance with
Sponsor’s instructions for electronic data
entry.  Institution and Investigator shall
prevent unauthorized access to the Study Data
by maintaining physical security of the
electronic system and ensuring that, if
applicable, Subinvestigators and Study Staff
Members maintain the confidentiality of their
passwords. Institution and Investigator agree
to collect all Study Data in medical records
prior to entering it into the CRF (as defined
below). Institution and Investigator will take
reasonable and customary precautions to
prevent accidental or premature destruction or
damage of these documents, for as long as
required by Applicable Laws and regulations.
Institution and Investigator shall not destroy or
permit the destruction of any medical records
or Study Data without prior written notification
to the Sponsor, and Institution and Investigator
shall continue to store medical records and
Study Data, at the Sponsor’s expense, for any
period that the Sponsor may request in writing
after retention is no longer required by any
Applicable Laws or regulation.

(b) Ochrana. Zdravotnické  zafizeni
a Zkousejici se =zavazuji, Ze budou chranit
Zdravotni zdznamy a Studijni data proti

neopravnénému zneuZziti, pristupu, kopirovani ¢i
sdélovani. Na zadost Zadavatele nebo CRO budou
Zdravotnické zatizeni a ZkouSejici zadavat Studijni
data do elektronického systému provozovaného
Zadavatelem nebo CRO nebo jejich povérenymi
zastupci v souladu se Zadavatelovymi pokyny pro
elektronické zadavani dat. Zdravotnické zatizeni
a Zkousejici zamezi neopravnénému piistupu ke
Udajim z studie tim, Ze fyzicky zabezpeti

elektronicky systém a zajisti, aby pfipadni
Spoluzkousejici a Clenové  studijniho  tymu
uchovavali sva pfistupova hesla v tajnosti.

Zdravotnické zafizeni a Zkousejici se zavazuji, ze
budou veskeré Studijni data pfed zadanim do
formulaitGt CRF (definice viz nize) zapisovat
nejprve do zdravotnich zdznaml. Zdravotnické
zafizeni a Zkousejici pfijmou piiméiena a obvykla
preventivni opatfeni, které zabrani nahodnému
nebo pred¢asnému zni¢eni nebo poskozeni téchto
dokumenti po dobu vyzadovanou Platnymi
pravnimi predpisy a nafizenimi,. Zdravotnické
zatizeni a ZkousSejici se zavazuji, Ze neznici ani
nedovoli zni¢eni zadné zdravotnické dokumentace
nebo Studijnich dat bez pfedchoziho pisemného
oznameni Zadavateli a budou je nadale uchovavat
na naklady Zadavatele po dobu, o jakou Zadavatel
pisemné pozada poté, co jejich uchovavani uz
nebude vyzadovano zadnymi Platnymi pravnimi
predpisy nebo natizenimi.

(©) Ownership.
Sponsor shall own all rights in Study Data.
Institution shall retain ownership of medical
records. Institution and Investigator hereby
assign all right, title, and interest therein to
Sponsor, free and clear of all liens, claims, and
encumbrances, and agrees to take any and all
actions reasonably necessary to effect the
purposes of the foregoing, as requested by
Sponsor. Institution and Investigator shall not
use or evaluate Study Data or any portions
thereof for any purpose other than as directed
by Sponsor. Without Sponsor's prior express
written consent, Institution and Investigator

(c) Vlastnictvi. Vlastnikem vSech prav k
Studijnim datim je Zadavatel. Zdravotni
dokumentace zlstane ve vlastnictvi
Zdravotnického zafizeni. Zdravotnické zatizeni
a Zkousejici timto Zadavateli bezplatné a bez
jakychkoli zadrzovacich prav, narokd a bfemen
postupuji veskerd prava, pravni naroky a podily
tykajici se Studijnich dat azavazuji se uinit
veskeré tkony, které bude Zadavatel primétené
pozadovat k naplnéni ucCelu vySe uvedeného.
Zdravotnické zafizeni ani ZkouSejici nebudou
Studijni data nebo jejich Casti pouzivat ani
vyhodnocovat pro zadny jiny tcel nez v souladu
s pokyny Zadavatele. Zdravotnické zafizeni
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agree that it/they will not analyze or have
Study Data analyzed, disclose or make the
Study Data otherwise available to third parties,
unless expressly allowed by this Agreement.
Institution and Investigator agree that the
Study Data and the results of any use,
processing, evaluation, or analysis of the Study
Data will be Confidential Information as
defined in Section 8.

a Zkousejici se zavazuji, ze bez ptedchoziho
vyslovného pisemného souhlasu Zadavatele
nebudou sami ani prostiednictvim tfeti osoby
Studijni data analyzovat, sdé€lovat je ani je jinak
zptistupiovat tietim osobam kromé piipadi
vyslovné povolenych v této Smlouvé.
Zdravotnické zafizeni a Zkousejici berou na
védomi, ze Studijni data a vysledky jakéhokoli
jejich pouziti, zpracovani, vyhodnoceni nebo
analyzy budou Duvémymi informacemi podle
definice v ¢lanku 8.

(d) Inspection. During
the Study and as further described in Section 4,
Institution and Investigator will make the
Study Data available to Sponsor and CRO
representatives for review, verification and
copying and shall reasonably assist Sponsor
and CRO representatives in resolving any
discrepancies or errors in the Study Data.
Study Subjects’ medical records will be made
available where appropriate for the purpose of
source document verification and/or audit
procedures and in accordance with Applicable
Laws.

(d) Inspekce.  Béhem Studie aV dalSich
pfipadech  uvedenych v ¢lanku4  umozni
Zdravotnické zafizeni a ZkouSejici zastupcim
Zadavatele a CRO nahlizet do Studijnich dat,
ovéfovat je apofizovat si jejich opis a bude jim
poskytovat priméfenou soudinnost pii FeSeni
pfipadnych rozpori nebo chyb ve Studijnich
datech. Bude-li to nezbytné k ovéfeni zdrojové
dokumentace nebo pro potieby auditu a bude-li to
v souladu s Platnymi pravnimi piedpisy, budou
zptistupnény také zdravotni zaznamy Subjektt
studie.

(e) Case Report
Forms. For all subjects enrolled in the Study,
Institution and Investigator will complete all
case report forms required for the Study in the
form and/or electronic medium supplied or
specified by Sponsor and/or CRO (the
“CRFs”) and within twenty-four (24) hours of
the Study Subject visit during the dose
escalation phase and within three (3) days of
the Study Subject visit for the remainder of the
Study specified by Sponsor and/or CRO.
Institution and Investigator shall not disclose
information in CRFs which would permit
personal identification of a Study Subject
enrolled in, or a potential candidate for, the
Study. CRFs will be provided to Sponsor
and/or CRO in a timely manner as they are
completed. At the request of Sponsor and/or
CRO, Institution and Investigator will
promptly correct any errors and/or omissions
to the CRFs for the Study and will make
available to Sponsor and/or CRO the corrected
CRFs and supporting records for further

(e) Zaznamy subjektu hodnoceni. Za
vSechny subjekty zafazené do Studie budou
Zdravotnické zatizeni a Zkousejici do dvaceti Ctyf
(24) hodin od navstévy Subjektu studie béhem faze
postupného zvysovani davky, resp. do tii (3) dnit
po navstévé Subjektu studie v ostatnich ¢astech
Studie podle pokynu Zadavatele a/nebo CRO
vyplnovat veskeré zdznamy subjektii hodnoceni
pozadované pro Studii ve formatu a/nebo na
elektronickém médiu dodaném nebo
specifikovaném  Zadavatelem a/mebo CRO
v souladu s Protokolem studie (dale ,,formulaie
CRF*). Do formulafa CRF nebudou Zdravotnické
zatizeni a Zkousejici zapisovat informace, z nichz
by mohla byt zjisténa totoznost Subjektu studie
nebo potencidlniho zajemce o Gcast ve Studii.
Formulafe CRF budou Zadavateli a/nebo CRO
poskytovany vcas, jakmile budou vyplnény. Na
zadost Zadavatele a/mebo CRO Zdravotnické
zafizeni a ZkousSejici neprodlené opravi ptipadné
chyby a/nebo opomenuti ve formulafich CRF
apredaji Zadavateli a/mebo CRO opravené
formulatfe CRF véetné pripadnych podklada
k dal§imu ovéfeni.

verification.

) Maintenance.
Promptly upon completion or termination of
the Study or this Agreement, Institution and
Investigator shall transfer to Sponsor all Study
Data.

(f) Uchovavani. Neprodlen¢ po dokonceni
nebo ukonceni Studie nebo platnosti této Smlouvy
Zdravotnické zatizeni a ZkousSejici piedaji veskeré
Studijni data Zadavateli.
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(9) Electronic  Data
Capture (“EDC”): Institution  and
Investigator shall submit Study Data using the
electronic system provided by Sponsor. In the
event an EDC system is used for data reporting,
the system will comply with all Applicable
Laws.  Institution and Investigator shall
comply with CRQO's and Sponsor's instructions
and all Applicable Laws. Institution and
Investigator will prevent unauthorized access,
use, publication or disclosure of the data using
commercial reasonable and appropriate efforts
including, but not limited to, maintaining
physical security of the computers and
ensuring that all people involved in the study,
particularly Subinvestigators and Study Team
Members maintain the confidentiality of their
passwords. Prior to using an EDC system,
Institution and Investigator will certify to the
applicable Regulatory Authority and that its
electronic signatures are the legally binding
equivalent of handwritten signatures. In the
event that Institution or Investigator are using
their own computer(s) to connect to and access
the EDC system, Institution and Investigator
will be responsible for supporting and
promptly resolving any technical issues with
Institution’s and respectively Investigator’s
own computing environment (i.e., computer
hardware, non-study related software).
Institution and Investigator will be responsible
for reporting any technical issues preventing
use of the EDC system, that appear to be
outside the scope of their own computing
environment, to the EDC helpdesk number that
will be provided by CRO or Sponsor with the
EDC system. Institution and Investigator will
be responsible for obtaining internet
connectivity prior to Study initiation, and
promptly resolving any connectivity issues
with the internet service provider or own
computing environment.

(9) Elektronické zaznamenavani dat (dale
,EDC*): Studijni data budou Zdravotnické
zatizeni a ZkousSejici zadavat do elektronického
systému poskytnutého Zadavatelem. Bude-li pro
zadavani dat pouzivan systém EDC, bude takovy

systtm vyhovovat vSem Platnym pravnim
predpisim. Zdravotnické zafizeni a Zkousejici
museji  rovnéz  dodrzovat pokyny CRO

a Zadavatele aveskeré Platné pravni ptedpisy.
Zdravotnické zafizeni a Zkousejici budou branit
neopravnénému pfistupu k datim, jejich pouziti,
zvetejnéni nebo sdéleni s vynalozenim
pfiméfeného avhodného obchodniho  usili,
napft. fyzickym zabezpefenim pocitaci a zajisténi,
ze vSechny osoby zapojené do Studie, zejména
Spoluzkousejici a Clenové studijniho tymu, budou
zachovavat duvérnost svych pfistupovych hesel.
Pted pouzitim systému EDC Zdravotnické zatizeni
a Zkousejici potvrdi ptislusnému Kontrolnimu
uradu, zZe jejich elektronické podpisy jsou pravné
zavaznym ekvivalentem vlastnoru¢niho podpisu.
Pokud  Zdravotnické  zafizeni a ZkouSejici
k pfipojeni a pfistupu do systému EDC pouZivaji
vlastni pocitac(e), jsou povinni sami si zajistit
podporu  aneprodlené  feSeni  piipadnych
technickych problémi tykajicich se jeho vlastniho
pocitacového vybaveni (tzn. pocitacového
hardwaru a softwaru nesouvisejiciho se Studii).
Ptipadné technické problémy branici pouzivani
systému EDC, které se budou jevit jako problémy
mimo jejich vlastni pocitacové prostiedi, budou
Zdravotnické zafizeni a ZkouSejici povinni hlasit
na telefonni ¢islo helpdesku systému EDC, které
jim sdéli CRO nebo Zadavatel k systému EDC.
Zdravotnické zatizeni a Zkousejici budou povinni
zajistit jeS$té pred zahajenim Studie pfipojeni
k internetu a neprodlené fesit ptipadné problémy
S pfipojenim s poskytovatelem ptipojeni
k internetu nebo ve svém vlastnim pocitacovém
prostiedi.

(h) Biological Samples.
“Biological Samples” means blood, fluid
and/or tissue biopsy samples collected from
Study subjects as set forth in the Protocol, and
tangible materials directly or indirectly derived
from such samples. Institution and Investigator
may collect, retain and/or use Biological
Samples solely as ser forth in the Protocol.
Institution and Investigator will provide
Sponsor or its designee Biological Samples, as
required by the Protocol, obtained from Study

(h) Biologické  vzorky. , Biologickymi
vzorky“ se rozumi vzorky krve, tekutin a/nebo
tkani odebirané pacientim zatazenym do Studie
podle Protokolu, vcetné piipadnych hmotnych
materialii ziskanych pfimo ¢&i nepiimo z nich.
Zdravotnické  zafizeni a ZkouSejici mohou
shromazd’'ovat, uchovdvat a/mebo pouzivat
biologické vzorky pouze v souladu s Protokolem.
Zdravotnické  zafizeni  a ZkouSejici  budou
Zadavateli nebo jeho zastupci poskytovat
Biologické vzorky ziskané od pacientil ve Studii za
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subjects for testing that is not directly related
to patient care or safety monitoring, including
pharmacokinetic, ~ pharmacogenomic,  or
biomarker testing.

ucelem testovani, které pifimo nesouvisi s péci
o pacienta nebo se sledovanim bezpecnosti,
napf. kK provadéni farmakokinetickych
a farmakogenomickych testi nebo ke stanovovani
biomarkerd.

a. Use.
Institution and Investigator ~ will not use
Biological Samples collected under the
Protocol in any manner or for any purpose
other than that described in the Protocol.

a. Pouzivani. Biologické vzorky
odebirané podle Protokolu budou Zdravotnické
zafizeni a Zkousejici pouzivat vyhradné zptisobem
a pro ucely popsané v Protokolu.

b. Sample

Data. Sponsor or its designees will test
Biological Samples as described in the
Protocol. Unless otherwise specified in the

Protocol, Sponsor will not provide the results
of such tests (“Sample Data”) to the
Institution or Investigator or Study subject.
Sample Data will be treated as Study Data.

b. Vysledky  rozboru  vzorku.
Zadavatel nebo jim povefend osoba budou
Biologické vzorky testovat zplisobem popsanym
v Protokolu. Pokud neni v Protokolu stanoveno
néco jiného, Zadavatel nebude vysledky takovych
testi (dale ,,Vysledky rozboru vzorki)
poskytovat Zdravotnickému zafizeni,
Zkousejicimu ani pacientim ve Studii. S Vysledky
rozboru vzorkii bude naklddano stejn¢ jako se
Studijnimi daty.

1.10  Personal Data

1.10 Osobni udaje

(@) Personal Data. Both prior to and
during the course of the Study, the Investigator
and his/her/its or Institution's teams including
Study Team Members and Subinvestigators
may be called upon to provide personal data as
defined in Art. 4 (1) GDPR (“Personal Data”)
as set forth below and for the length of time
reasonably necessary for the purposes below.
The Personal Data may be used by CRO,
Sponsor, and their affiliates in compliance with
Applicable Laws, including but not limited to
GDPR and, if applicable, the EU Standard
Contractual Clauses ("SCC") as approved by
the EU Commission. The Sponsor and CRO
shall have the right to disclose, process and
store Personal Data of the Investigator,
Subinvestigators, Study Team Members and
other personnel involved in the conduct of the
Study.  Institution and Investigator shall
inform its personnel, Subinvestigators and
Study Team Members about data processing
by the Sponsor and/or CRO and shall obtain
any consent necessary for the disclosure,
processing or storage of Personal Data
according to Applicable Laws. Institution
shall further obtain Investigator's consent in
line with the before and Applicable Law.
Investigator warrants that he/she/it will
provide the necessary consent for the
disclosure, processing and storage of its
Personal Data according to Applicable Laws.

€)] Osobni tudaje. Pred zahajenim Studie
i Vjejim pribéhu mohou byt Zkousejici a jeho
vlastni spolupracovnici nebo spolupracovnici ze
Zdravotnického zafizeni, napt. Clenové studijniho
tymu nebo SpoluzkouSejici, pozaddani o sdéleni
osobnich udaja podle definice v ¢lanku 4 odst. 1
GDPR (dale jen ,,Osobni udaje), jak je uvedeno
niZe a na dobu pfiméfené nutnou pro nize uvedené
ucely. Tyto Osobni tdaje mohou byt pouzivany
CRO, Zadavatelem ajejich  pfidruzenymi
spole¢nostmi v souladu s Platnymi  pravnimi
ptedpisy, napf. nafizenim GDPR nebo, pokud je
aplikovatelné, standardnimi smluvnimi dolozkami
EU (dale ,,Standardni smluvni dolozky*) jak je

schvaleno Komisi Evropské Unie. Zadavatel
aCRO maji pravo sdélovat, zpracovavat
auchovavat  Osobni  udaje  ZkousSejiciho,

Spoluzkousejicich, Clent studijniho tymu a dalsich
pracovnikii zapojenych do provadéni Studie.
Zdravotnické zatizeni a ZkousSejici budou své
zaméstnance, Spoluzkousejici a Cleny studijniho
tymu informovat o zpracovani Osobnich udaju
Zadavatelem a/nebo CRO aziskaji od nich
pfipadny souhlas potfebny ke sd€lovani,
zpracovavani nebo uchovavani Osobnich tdaji
vsouladu  sPlatnymi  pravnimi  predpisy.
Zdravotnické zatrizeni také ziska od Zkousejiciho
souhlas v souladu s vyse uvedenym a s Platnymi
pravnimi predpisy. ZkouSejici se zaruCuje, Ze
poskytne nezbytny souhlas se sdélovanim,
zpracovavanim a uchovavanim jeho Osobnich
udajt podle Platnych prévnich piredpisi.
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Personal Data may include names, contact
information, work experience and professional
qualifications, publications, resumes,
educational background and information
related to financial disclosures or other
potential conflict of interest, and payments
made to payee(s) under this Agreement for the
following purposes:

Takové Osobni udaje mohou zahrnovat jméno,
kontaktni udaje, pracovni zkusSenosti a odbornou
kvalifikaci, publikace, zivotopisy, dosazené
vzdélani a informace tykajici se finan¢nich vztahti
nebo mozného konfliktu zajmi, jakoz 1iudaje
0 platbach uskutecniovanych pftijemci/piijemctim
plateb podle této Smlouvy pro tyto ucely:

0] the conduct of clinical trials and/or | (i) provadéni  klinickych  hodnoceni  a/nebo
statistical analysis; statistické analyzy;
(i) verification by each competent | (ii) ovéfovani  pfisluSnymi  stitnimi  nebo

governmental or Regulatory Authorities, EC,
the Sponsor, CRO, and their contractors or
representatives, agents and affiliates;

kontrolnimi ufady, Etickou komisi, Zadavatelem
nebo CRO ajejich dodavateli nebo zastupci,
zprostiedkovateli a ptidruzenymi spolecnostmi;

(iii)  compliance with Applicable Laws,
regulations and regulatory requirements;

(iii) dodrzovani  Platnych pravnich ptedpisu,
nafizeni a pozadavki kontrolnich uradu;

(iv) publication on www.clinicaltrials.gov or
on other public websites, portals and databases
that serve a comparable purpose;

(iv) publikovani na webu www.clinicaltrials.gov
ana dalSich vefejnych webech a portalech
a v databazich, které slouzi obdobnému ucelu;

(v) storage in databases to facilitate the
selection of investigators for future clinical
trials or other business; and

(V) uchovavani v databazich s cilem usnadnit vybér
Zkousejicich pro budouci klinicka hodnoceni nebo
jiné podnikéni; a

(vi) anti-corruption compliance or any | (vi) dodrzovani protikorup¢nich ptedpisi nebo
transparency obligations. ptipadnych povinnosti tykajicich se
transparentnosti.

Personal Data may be transferred to countries
outside of respective persons country, which
may not provide for the same level of
protection as is applicable in respective
person's country. In such event, CRO and/or
Sponsor, as applicable, will make sure that
appropriate safeguards are secured in advance
of any transfer in accordance with CRO’s or
Sponsor’s, as applicable, legal obligations to
ensure the protection of Personal Data
according to the Applicable Laws, particularly
data protection laws and regulations applicable
in the respective person's country.

Osobni tdaje mohou byt pfedavany do zemi mimo
zemi, v niz ma dana osoba bydlisté, které nemuseji
poskytovat stejnou uroven ochrany, jaka plati
V zemi, V niZ ma dana osoba bydlisté. V takovém
ptipadé¢ CRO nebo ptipadné Zadavatel zajisti, aby
byly v souladu se zakonnymi povinnostmi CRO
nebo pripadné Zadavatele pied kazdym takovym
predanim ziskany pfislusné zaruky, které zajisti
ochranu osobnich udaji podle Platnych pravnich
predpist, zejména pravnich predpisii a nafizeni
0 ochrané osobnich udaji platnych v zemi, v niz
ma dana osoba bydliste.

(b) Study Subject Personal Data. The
Institution and Investigator shall obtain Study
Subject's written informed consent in
accordance with Applicable Laws, particularly
without limitation the respective data
protection laws, for the collection and use of
Study Subject's Personal Data for Study
purposes, including the disclosure, transfer and
processing of data collected in accordance with
the Protocol, in compliance with Applicable
Laws and further data protection provisions
and Section 1.6 above. To the extent
Institution and Investigator, as a result of
conducting the Study, have access to Personal

Data of Study Subjects (“Study Subject

(b) Osobni udaje Subjektu
studie. Zdravotnické zafizeni a Zkousejici ziskaji
v souladu s platnymi pravnimi pfedpisy, zejména
pravnimi predpisy o ochrané osobnich udaju,
pisemny informovany souhlas Subjektu studie se
shromazd’'ovadnim a pouzivdnim osobnich tdaji
Subjektu studie pro ucely Studie, véetné sd€lovani,
predavani a zpracovavani udaji shromazdénych
v souladu s Protokolem, vsouladu s Platnymi
pravnimi  predpisy adalsimi  ustanovenimi
0 ochrané osobnich udaju a ¢lankem 1.6 vyse.
Pokud budou mit Zdravotnické zafizeni
a Zkousejici v dusledku provadéni Studie pfistup
k osobnim tdajim Subjekti studie (déle ,,Osobni
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Personal Data”), the terms set forth in this
Section 1.10 will apply.

udaje Subjektu studie), pouziji se ustanoveni
tohoto ¢lanku 1.10.

(©) Joint Controller. The Parties agree
that both Sponsor and Institution act as
controllers with respect to the data processing
conducted by each of the Parties ("Joint
Controllers"). The Institution acts as
controller with regard to the Personal Data of
the Study Subjects already existing and stored
in the trial file at Institution. The Sponsor acts
as controller with regard to the key-coded
(pseudonymized) data of the Study Subjects
collected by Institution pursuant to the
Protocol and this Agreement. The Sponsor
acts also as controller with regard to Personal
Data of the Investigator and the other members
of the Study team as referred to in Section 1.10
(a) collected and transferred to Sponsor for the
purposes of conducting the Study. In order to
fulfill the requirements set out in this Section
the Parties agree to the joint controller
arrangements as set out in Exhibit B of this
Agreement and its annexes.

(© Spoleény spravce. Strany se dohodly, Ze
Zadavatel i Zdravotnické zafizeni budou jednat
jako spravci udaji, které bude kazdy =z nich
zpracovavat  (dale »opoleéni  spravci®).
Zdravotnické zafizeni bude jednat jako spravce
Osobnich udajii Subjektt studie, které uz existuji
a jsou ulozeny ve slozce studie ve Zdravotnickém
zafizeni. Zadavatel bude jednat jako spravce
klicem kodovanych (pseudonymizovanych) udaja
Subjektii studie shromazd’ovanych Zdravotnickym
zafizenim na zakladé Protokolu a této Smlouvy.
Zadavatel bude rovnéz jednat jako spravce
osobnich udaji Zkousejictho a ostatnich Clent
studijniho tymu podle ¢lanku 1.10 odst. (a)
shromazdénych a predanych Zadavateli pro ucely
provadéni Studie. Za ucelem plnéni pozadavkl
Vv tomto ¢lanku se Strany dohodly na ujednanich
0 spole¢né spravé uvedenych v Priloze B této
Smlouvy ve znéni dodatkt k ni.

Survival. This Section 1.10 “Personal Data”
shall survive termination or expiration of this

Pretrvavajici platnost. Tento ¢lanek 1.10 ,,0Osobni
udaje” zustane v platnosti i v piipadé ukonceni

Agreement. platnosti ¢i pfi vyprSeni platnosti této Smlouvy.
1.11  Financial Disclosure. Before 111 Informace o finanénich vztazich.
commencing the Study, Institution and | Pfed zah4jenim Studie jsou Zdravotnické zafizeni

Investigator shall complete and return and will
require any Subinvestigators, as appropriate, to
complete and return to Sponsor and/or CRO
any financial disclosures requested by Sponsor
and/or CRO to the extent the financial
disclosures are reasonably necessary to comply
with Applicable Laws, and on forms as
Sponsor and/or CRO may approve (the
“Disclosure”). By completing the Disclosure,
Institution and Investigator, each certifies and
ensures that the Subinvestigators will each
certify that the Disclosure supplied is truthful
and accurate. In the event that circumstances
change during the Study and the Disclosure(s)
submitted by Institution, Investigator and the
Subinvestigators engaged in the Study are no
longer truthful or accurate, Institution and
Investigator shall and ensure that the
Subinvestigators, as the case may be, promptly
submits to Sponsor and/or CRO updated
Disclosure(s) reflecting the new
circumstances. This Section 1.11 survives for
(a) one (1) year following completion of the
Study; or (b) in the case of early termination of
the Study at the Institution, for one (1) year

a Zkousejici povinni vyplnit a zaslat Zadavateli
a/nebo CRO zpét informace o finan¢nich vztazich
pozadované Zadavatelem a/nebo CRO v rozsahu,
vjakém jsou piiméfené nezbytné ke splnéni
pozadavka Platnych pravnich piedpist, s pouzitim
formulard schvalenych Zadavatelem a/nebo CRO
(dale ,,Sdéleni informaci). Sd€lenim téchto
informaci Zdravotnické zafizeni a ZkouSejici
kazdy za sebe potvrzuje, ze sdélované informace
jsou pravdivé apfesné, a zajisti, aby tak ucinili
kazdy za sebe také Spoluzkousejici. Pokud se
béhem Studie zméni okolnosti a informace sdélené
Zdravotnickym zafizenim, Zkousejicim
a Spoluzkousejicimi podilejicimi se na Studii uz
nebudou pravdivé nebo pfesné, predlozi
Zdravotnické zafizeni a Zkousejici Zadavateli
a/nebo  CRO neprodlen¢ aktualni informace
odrazejici nové okolnosti a zajisti, aby tak ucinili
Spoluzkousejici. Tento ¢lanek 1.11 zistava
Vv platnosti jesté jeden (1) rok po skonéeni Studie,
Zdravotnickym zafizenim jesté jeden (1) rok po
datu  GCinnosti  vypovézeni  Zdravotnickym
zatizenim ve vztahu ke Zkousejicimu a ptipadnym
Spoluzkousejicim, ktefi se po vypovézeni Smlouvy
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after the effective date of termination at the
Institution for Investigator and/or
Subinvestigators no longer involved in the
Study due to the termination of the Institution.
Institution and Investigator agree that the
Disclosure may be subject to review by
governmental or regulatory agencies, Sponsor,
CRO, and their agents, and the Institution and
Investigator consent to such review.

Zdravotnickym zafizenim uz nadale nebudou na
Studii podilet. Zdravotnické zatizeni a ZkousSejici
souhlasi stim, Ze poskytnuté informace mohou
kontrolovat stitni a kontrolni ufady, Zadavatel
nebo CRO ajejich =zastupci, a Zdravotnické
zatizeni a ZkousSejici S takovymi kontrolami
souhlasi.

The Institution and Investigator further consent
to the transfer of its financial disclosure data to
the Sponsor’s country of origin and to the U.S.,
if applicable, even though data protection may
not exist or be as developed in those countries

Zdravotnické zatizeni a Zkousejici dale souhlasi
S pfedavanim udaja z jeho prohlaSeni o finan¢nich
vztazich do zem¢ sidla Zadavatele a pripadné¢ do
Spojenych stati americkych, a to ikdyby ve
Spojenych statech americkych neplatil nebo

as in the Institution’s or respectively | neexistoval natolik vyspély rezim ochrany dat jako

Investigator’s own country. V zemi Zdravotnického zafizeni,
resp. Zkousejiciho.

2. TERM AND TERMINATION 2. DOBA PLATNOSTI A UKONCENI

PLATNOSTI SMLOUVY

2.1 Term. This Agreement shall
commence as of the Effective Date and shall
remain in force through, unless terminated as
provided herein, until the later of the period
specified in the Protocol and the Study’s
completion at Institution, including the
provision of services associated with post-
study data collection, post-study record
reviews and inspections as provided under this
Agreement, if any, presentation to Sponsor, if
any, and compilation and delivery of all
completed case report forms and the clinical
study final report.

2.1 Platnost. Tato Smlouva nabyva
ucinnosti k Datu u¢innosti, apokud nebude
vypovézena podle nize uvedenych ustanoveni,
zustava v platnosti do dokonceni Studie ve
Zdravotnickém zafizeni, véetné poskytnuti sluzeb
spojenych se shromazd’ovanim dat po dokonceni
Studie, pfipadného ovéfeni a kontroly zaznamu po
dokonceni  Studie, jsou-li dohodnuty v této
Smlouvé, jejich predlozeni Zadavateli a sestaveni
a dodani veskerych vyplnénych zaznamu subjektt
hodnoceni a zavére¢né zpravy o Studii, resp. do
data uvedeného v Protokolu, nastane-li pozdé&ji.

2.2 Termination for Material
Breach; Subject Safety.  Sponsor may
suspend performance of all or part of this
Agreement, including but not limited to, Study
Subject enrollment, if Investigator or
Institution materially breaches this Agreement
or any obligation arising out of this Agreement
and the breaching party fails to cure the breach
within thirty (30) days after receipt of written
notice from the Sponsor, CRO or in the event
that the breaching party is the Investigator, the
Institution, such notice specifying in detail the
nature of the breach. Either Institution or
Investigator may terminate this Agreement if
Sponsor materially breaches this Agreement
and Sponsor fails to cure the breach within
thirty (30) days after receipt of written notice
from the non-breaching Party or Parties, such
notice specifying in detail the nature of the

2.2 Vypovézeni kvili zavazZnému
poruseni; bezpecnost pacienti. Zadavatel je
opravnén pozastavit plnéni celé Smlouvy nebo jeji
Casti, napf. nabor Subjektd studie, pokud se
Zkousejici nebo Zdravotnické zatizeni dopusti
zavazného poruseni Smlouvy nebo jakékoli
povinnosti vyplyvajici ztéto Smlouvy a Strana
porusujici tuto smlouvu nezjedna napravu do tficeti
(30) dnit po obdrzeni pisemného upozornéni od
Zadavatele, od CRO nebo v ptipadé, ze stranou
poruSujici tuto Smlouvu je ZkouSejici, od
Zdravotnického zafizeni, pficemz v upozornéni
musi byt podrobné popsana povaha poruseni.
Zdravotnické zafizeni nebo Zkousejici jsou
opravnéni tuto Smlouvu vypovédet, pokud se
Zadavatel dopusti zavazného poruseni Smlouvy
a takové poruseni neodstrani do tficeti (30) dnti od
doru¢eni pisemného upozornéni od Strany nebo
Stran, které se poruSeni nedopustily, s podrobnym
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breach.  Any Party may terminate this
Agreement immediately upon written notice if
reasonably necessary to protect the safety,
health or welfare of subjects enrolled in the
Study.

popisem povahy poruseni. Smlouva muze byt
S okamzitou uCinnosti pisemné vypovézena
kteroukoli Stranou, je-li to pfiméfené nezbytné
K ochrané bezpecnosti, zdravi nebo prospéchu
pacientl zarazenych do Studie.

2.3 Termination by Sponsor.
Sponsor may terminate this Agreement for any
reason effective immediately upon written
notice to Institution and Investigator.

2.3 Vypovézeni Zadavatelem.
Zadavatel je opravnén ukoncit platnost této
Smlouvy  zjakéhokoli duvodu s okamzitou
uc¢innosti neprodlené¢ na zéklad¢ doruceni

pisemného oznameni Zdravotnickému zafizeni
a Zkousejicimu.

2.4 Terminaiton by
Institution/Investigator. The Institution and
Investigator may terminate upon written notice
if circumstances beyond the Institution’s
and/or Investigator’s reasonable control
prevent completion of the Study, or if it
reasonably determines that it is unsafe to
continue the Study. Upon receipt of notice of
termination, the Institution and Investigator
shall immediately cease(s) any subject
recruitment,  follow(s) the  specified
termination procedures, ensure(s) that any
required subject follow-up procedures are
completed, and make all reasonable efforts to
minimize further costs, and Sponsor shall
make a final payment for visits or milestones
properly performed pursuant to this Agreement
in the amounts specified in Exhibit A.

24 Vypovézeni Zdravotnickym
zafrizenim / ZKkouSejicim. Zdravotnické zafizeni
a Zkousejici jsou opravnéni ukoncit platnost této
Smlouvy pisemnym oznamenim v pfipadé, Ze
okolnosti, jez jsou svoji povahou mimo moznost
ovlivnéni ze strany Zdravotnického zafizeni nebo
Zkousejiciho, zabrani dokonceni Studie, nebo v
pfipadé, ze Zdravotnické zafizeni a Zkousejici
divodné usoudi, Ze pokraovani ve Studii neni
bezpecné. Po doruceni nebo odeslani vypovédi
ukonc¢i Zdravotnické zafizeni neprodlené¢ nabor
Subjekti, provede postupy stanovené pro piipad
ukonceni Smlouvy azajisti, aby prob¢hla
pozadovand kontrolni vySetfeni Subjektli, a ucini
vSechna piiméfena opatieni k omezeni dalSich
nakladti na minimum. Zadavatel uhradi zavére¢nou
platbu za ftadné¢ uskutecnéné navstévy nebo
mezniky podle této Smlouvy ve vySi stanovené
v Priloze A.

2.5 Termination for  Good
Cause. Sponsor may, without limitation of
and in addition to its rights under Sections 2.2
and 2.3, terminate this Agreement for good
cause immediately upon written notice to
Institution and Investigator. Good cause shall
include, without limitation, identification of
any medical risk to Study Subjects, a showing
that the Study Drug is not effective, receipt of
notice of regulatory action by the EMA, FDA
or any other Regulatory Authority terminating
or suspending the Study, or Investigator’s
inability or unwillingness to continue to serve
as Investigator for the Study. Further, as the
Study is part of a multi-center clinical research
study, Sponsor reserves the right to terminate
enrollment when the total number of subjects
enrolled at all Study centers reaches the level
specified in the Protocol.

2.5 Vypovéd’ s odivodnénim.
Zadavatel je opravnén vypoveédét tuto Smlouvu
z tadného dtivodu s okamzitou ti€¢innosti na zaklade
pisemné vypoveédi zaslané Zdravotnickému
zafizeni a Zkousejicimu, aniz by tim byla dotéena
jeho prava podle bodu 2.2 a2.3. Mezi takové
vypoveédni divody patii napt. zjisténi zdravotniho
rizika pro Subjekty studie, prokazani netuc¢innosti
Hodnoceného pripravku, rozhodnuti EMA, FDA
nebo jiného Kontrolniho ufadu o ukonceni nebo
pozastaveni Studie nebo nemoznost nebo neochota
Zkousejiciho nadale pusobit jako ZkouSejici ve
Studii. Studie je navic soucasti multicentrické
klinické vyzkumné studie, a proto si Zadavatel
vyhrazuje pravo ukoncit nabor, jakmile celkovy
pocet pacientli zafazenych do Studie ve vSech
centrech dosahne po¢tu stanoveného v Protokolu.

2.6 Effect of Termination.

2.6 Utinky vypovédi.

(@) Monetary.  Upon
termination of this Agreement or suspension of
the Study at the Institution, other than

(@) Odména. Piipadna odména po
vypovézeni této Smlouvy nebo pozastaveni Studie
ve Zdravotnickém zafizeni, s vyjimkou vypovézeni
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termination for Institution’s or Investigator’s
material breach pursuant to Section 2.2,
Institution and/or Investigator as applicable,
shall be reimbursed, within forty-five (45) days
after receipt by Sponsor or CRO of an itemized
invoice detailing the charges, for (a) its
reasonable, documented costs incurred, up to
the date on which it receives notice of
termination or suspension, in its conduct of the
Study and its obligations under this Agreement
in accordance with the Budget and Payment
Schedule attached hereto as Exhibit A; and (b)
all reasonable non-cancelable obligations
reasonably incurred as a result of Institution’s
and Investigator’s performance of its
obligations hereunder, provided that the
Institution and Investigator provide sufficient
verifiable documentation of the costs to be
reimbursed by the Sponsor according to this

kvili  zdvaznému  poruseni Zdravotnickym
zatizenim nebo ZkouSejicim podle ¢lanku 2.2
bude Zdravotnickému zatizeni a/nebo

ZkouSejicimu vyplacena do Ctyficeti péti (45) dnt
po piedloZeni polozkové faktury s uvedenim Gastek
za (a) priméfené a pisemné doloZené naklady, které
mu vznikly do data doruéeni oznameni
0 vypovézeni Smlouvy, resp. pozastaveni Studie
véetné¢ pii provadéni Studie aplnéni jeho
povinnosti z této Smlouvy podle Rozpoctu
a platebniho kalendafe ptilozeného k této Smlouvée
jako jeji Piiloha A, a (b) veskeré nezrusitelné
povinnosti, které mu piimétené vznikly v disledku

plnéni  povinnosti  Zdravotnického  zafizeni
a Zkousejiciho ztéto Smlouvy, stim, Ze
Zdravotnické zafizeni a ZkousSejici ptedlozi

ovértitelnou dokumentaci k nakladim, které maji
byt Zadavatelem proplaceny podle ¢lanku 2.6.

Section 2.6.

(b) Performance  of
Activities. In the event of a termination under
this Section 2, (a) Institution and/or
Investigator will immediately stop enrolling
subjects into the Study and cease conducting
Study procedures and treatment with the Study
Drug on Study Subjects already entered into
the Study, to the extent medically advisable,
(b) refrain from incurring additional cost and
expenses to the extent possible and (c)
Institution and Investigator will (i) furnish to
Sponsor all Study Data and all CRFs,
completed or partially complete, as of the
effective date of termination, and (ii) return to
Sponsor all materials that were furnished to
Institution and Investigator, in accordance with
Sponsor’s instruction, except for records or
samples which the Institution and/or
Investigator is required by law to retain.
Within thirty (30) days of termination of this
Agreement or completion of the Study
(whichever comes first), Institution and
Investigator will submit final written reports to
Sponsor, which reports shall be consistent with
industry standards and any criteria or
requirements therefore, specified in the
Protocol. After termination of this Agreement
or suspension of the Study at the Institution for
any reason, all Parties shall continue activities
under this Agreement solely as deemed
necessary by mutual written agreement of the
Parties based on reasonable medical judgment
to protect the health of subjects participating in

(b) Vykonavani ¢innosti. V piipadé
vypovézeni Smlouvy podle Clanku 2
(@) Zdravotnické =zafizeni a/nebo ZkousSejici
neprodlen¢ ukonc¢i nabor pacienti do Studie,
ptrestane vykondvat ikony pro Studii a Subjektim
studie, ktefi uz byli do Studie zafazeny, piestane
podavat Hodnoceny pfipravek, bude-li to
Z lékarského hlediska vhodné, (b) Vv maximalni
mozné¢ mife zabrani vzniku dalSich nékladt
a vydaja a (c) (i) dodaji Zadavateli veSkera Studijni
data a veskeré formulaie CRF kompletné nebo i jen
CasteCné¢ vyplnéné kdatu ucinnosti vypovedi
a (i) podle pokyni Zadavatele vrati Zadavateli
veskeré materidly, které byly Zdravotnickému
zafizeni a Zkousejicimu dodany, s vyjimkou
zaznamu nebo vzorkd, které si jsou ze zdkona
povinni ponechat. Do tficeti (30) dni od
vypovézeni Smlouvy nebo dokonceni Studie (podle
toho, co nastane diive) predlozi Zdravotnické
zatizeni a ZkousSejici Zadavateli zavérecné pisemné
zpravy  vypracované v souladu s oborovymi
standardy a kritérii nebo pozadavky stanovenymi
pro takové zpravy v Protokolu. Po vypovézeni této
Smlouvy nebo po pozastaveni Studie ve
Zdravotnickém zafizeni bez ohledu na davod
budou vSechny Strany pokracovat ve své Cinnosti
podle této Smlouvy vyhradné v rozsahu, v jakém to
bude nezbytné ana jakém se spolu pisemné
dohodnou S ptihlédnutim k pfimétenému
lékarskému tGsudku v zajmu ochrany zdravi
pacientti Ucastnicich se Studie. Tento ¢lanek 2.6
zustava v platnosti i po vypovézeni Smlouvy.

Cardior EEOORRRRRN CDR132L_CZE_CTA TRI_site/ 0000008 KNTB_PI e

_23Nov22
Page 17 of 52




\ CONFIDENTIAL

DUVERNE

exclusively pay Institution, in accordance with
the Budget and Payment Schedule set forth in
Exhibit A and incorporated by reference herein
(“Exhibit A”). The payments noted in Exhibit
A include all applicable overheads due to
Institution and Investigator, as applicable, as
result of or in connection with the
Study. Institution and Investigator
acknowledge that all payments due for services
performed under this Agreement shall be
executed by CRO on behalf of Sponsor. The
Parties further agree, that the Institution is the
only payee under this Agreement and
Institution undertakes to pay 50% of the
payment to the Investigator.

the Study. This Section 2.6 survives
termination of this Agreement.
3. COMPENSATION 3. ODMENA

(@ In consideration of (@ Za plnéni této  Smlouvy
Institution’s and Investigator's performance | Zdravotnickym zafizenim a Zkousejicim bude
under this Agreement, Sponsor shall | Zadavatel vyluéné Zdravotnickému zaiizeni

vyplacet odménu podle Rozpoctu a ptehledu plateb
v Ptiloze A, kterd je odkazem na ni nedilnou
soucasti této Smlouvy (dale ,,P¥iloha A*). Platby
uvedené v Piiloze A zahrnuji pfipadné i vSechny
prislusné rezijni naklady hrazené Zdravotnickému
zatizeni Vv dasledku Studie nebo v souvislosti
sni. Zdravotnické zatizeni a ZkousSejici berou na
védomi, ze vsSechny platby hrazené za sluzby
poskytnuté podle této Smlouvy bude za Zadavatele
provadét CRO. Strany se dale dohodly, ze
Zdravotnické zatizeni je jedinym piijemcem plateb
podle této Smlouvy a Zdravotnické zafizeni se
zavazuje uhradit zkousejicimu 50 % odmény.

(b) Sponsor will not be
required to pay any amount which exceeds the
amount specified in the Exhibit A, unless
otherwise agreed in writing and signed by
authorized representatives of each of the
Parties. The amounts payable by Sponsor
under this Agreement represent the fair market
value of the services associated with the Study
and have not been determined in a manner that
takes into account the volume or value of any
referrals or business. Except as otherwise
contemplate in this Agreement and Budget
attached hereto as Exhibit A, Payee shall be
responsible for compensating all persons or
entities involved in the conduct of the Study

(b)  Bez pisemné dohody podepsané
opravnénymi zastupci vSech Stran nebude
Zadavatel povinen vyplacet castky prevysSujici
Castky stanovené v Piiloze A. Castky vyplacené
Zadavatelem podle této Smlouvy piedstavuji
pfiméfenou trzni odmeénu za sluzby souvisejici se
Studii apfi jejich stanovovani nebyly nijak
zohlednény pocet ani hodnota doporucenych
pacientll nebo obchodni pfilezitosti. Nebude-li
Vv této Smlouvé aVrozpoCtu piipojeném Kk této
Smlouvé jako Priloha A stanoveno jinak, je
Pfijemce plateb povinen vyplacet odmeénu vSem
fyzickym nebo pravnickym osobam zapojenym do
provadéni Studie.

(c) Institution and
Investigator agree that: (a) all claims that either
Institution or Investigator submit for
reimbursement to any federal healthcare
program or third party payer for any procedure
that involves any materials provided by or on
behalf of Sponsor or CRO at no cost to
Institution and Investigator and, if applicable,
Institution and Investigator will accurately
reflect the provision of those materials by or on
behalf of Sponsor and/or CRO and (b) any
equipment or materials provided or supplied by
Sponsor or CRO for use in the Study will be
used solely in connection with the Study and

will be returned to Sponsor or CRO, in good

(c)  Zdravotnické zatizeni a Zkousejici
se zavazuji, ze: (a)ve veskerych zéadostech
0 uhradu ptedkladanych Zdravotnickym zafizenim
nebo Zkousejicim zdravotnim pojistovnam nebo
platcim—tretim stranam v souvislosti s postupy
zahrnujicimi materidly dodavané Zadavatelem
nebo CRO nebo jejich jménem Zdravotnickému
zafizeni a ZkouSejicimu zdarma bude takovy
material fadné apfesn¢ zohlednén a Ze
(b) vybaveni nebo materidly poskytované ¢i
dodavané Zadavatelem nebo CRO k pouziti ve
Studii budou pouzivat vyhradné v souvislosti se
Studii a po dokonceni nebo pred¢asném ukonceni
Studie ho vrati Zadavateli nebo CRO v dobrém,

funkénim stavu, ktery nebude vyrazn€ horsi nez

Cardior EEO0RRRRRN CDR132L_CZE_CTA TRI_site#/ 0000008 KNTB Pl oo

_23Nov22
Page 18 of 52



\ CONFIDENTIAL

\ DUVERNE

working order, not materially worse than that
in which it was initially provided to Institution
or Investigator, promptly upon completion or
termination of the Study. Sponsor shall be
solely liable to Institution for all amounts due
under the Exhibit A.

stav, Vjakém  bylo
Zdravotnickému zafizeni nebo Zkousejicimu
puvodné¢ dodano. Za thradu castek uvedenych
v Pfiloze A hrazenych Zdravotnickému zafizeni
odpovidé vyhradné Zadavatel.

takové  vybaveni

(d) Where required by
Applicable Law, CRO may report all payments
to Institution as payment to a qualifying
healthcare professional.

(d) Pokud to vyzaduji platné pravni
ptedpisy, bude CRO hlasit vSechny platby
Zdravotnickému zatizeni jako platby
kvalifikovanému zdravotnickému pracovnikovi.

(e) CRO is managing
the Study for Sponsor, but shall not be liable to
Institution for any costs associated with
performing amounts due under this Study as
set out in this Section 3 and Exhibit A.
Institution and Investigator agree that all
payments associated with performing this
Study are payable to the Institution and the

() CRO ftidi Studii pro Zadavatele,
avSak nenese vu¢i Zdravotnickému zafizeni
odpovédnost za uhradu castek splatnych podle
tohoto ¢lanku 3 a Piilohy A. Zdravotnické zatizeni
a Zkousejici souhlasi s tim, ze veskeré Castky za
provadéni Studie budou vyplaceny
Zdravotnickému zafizeni a Zdravotnické zatizeni
odméni Zkousejiciho a jeho tym dle internich

with and permit, upon request and during
business hours, officials of the EMA, FDA or
any other applicable Regulatory Authority or
any governmental agency to (a) examine and
inspect Institution’s facilities and equipment
required for performance of the Study and (b)
inspect and copy any data, reports, work
products and results relating to the Study as far
as permitted by Applicable Laws. Institution
and Investigator shall (i) promptly, but in no
event later than five (5) days after notification,
notify Sponsor and CRO of any inspection or
action at its facilities or operations relating to
the Study at the Institution, (ii) cooperate with
any competent Regulatory Authority or
governmental agency, comply with the
requirements of the audit, and (iii) make
appropriate Study Team Members available to
explain  and  discuss  records and
documentations related to the Study. Sponsor
or Sponsor’s representatives (including CRO),
to the extent the regulatory audit is related to
Study, shall have the right to be present at
inspections of Institution’s facilities or
operations of the Institution and shall have the

opportunity to provide review and comment on

Institution will reward the Investigator and his | pravidel Zdravotnického zafizeni. Platebni
team according to the internal rules of the | podminky jsou stanoveny v piiloze A.
Institution. Payment terms shall be as set forth
in Exhibit A.
4. REGULATORY 4. KONTROLNi URADY

4.1 Regulatory Inspections. 4.1 Kontroly provadéné
Institution and Investigator shall cooperate | kontrolnimi ufady. Zdravotnické zaiizeni

a Zkousejici budou spolupracovat s pracovniky
ptislusnych EMA, FDA adalsich pfislusnych
kontrolnich ufadii nebo jinych statnich ufadt
aumozni jim (a) zkoumat a kontrolovat zatizeni
a vybaveni Zdravotnického zafizeni nezbytné
Kk provadéni Studie a (b) nahlizet do dat, zprav,
pracovnich podkladi a vysledkd tykajicich se
Studie apotfizovat si jejich kopie v rozsahu,
v jakém je to pfipustné podle Platnych pravnich
predpist,.  Zdravotnické zafizeni a Zkousejici
budou Zadavatele aCRO (i) neprodlené,
nejpozdéji do péti (5) dnil po ozndmeni informovat
0 veskerych inspekcich nebo ukonech v jejich
zatizeni nebo provozu souvisejicich se Studii ve
Zdravotnickém zafizenim, (ii) poskytnou
pfislusnému kontrolnimu nebo statnimu Gfadu svoji
soudinnost, splni pozadavky auditu a (iii) zajisti
pritomnost piislugnych Clend studijniho tymu, aby
mohli podat vysvétleni k zaznamtim a dokumentaci
tykajicim se Studie. Pokud se bude audit provadény
kontrolnim trfadem tykal Studie, ma Zadavatel
nebo jeho =zastupce (vCetné CRO) pravo byt
pfitomen pfi vSech inspekcich v zafizeni nebo
provoze Zdravotnického =zafizeni abude mit
moznost seznamit se s odpovéd’'mi tykajicimi se
zéleZitosti zmiflovanych v tomto ¢lanku a vyjadrit
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any responses that may be required with
respect to any of the matters referenced in this
section, such review/comment shall not to be
unreasonable withheld by Institution and/or
Investigator.

se knim, pficemz Zdravotnické zafizeni,
resp. ZkousSejici  nejsou  opravnéni  takové
posouzeni nebo vyjadieni bezdlivodné odmitnout.

4.2 Visits and Inspections by
Sponsor or CRO. Sponsor or Sponsor’s
representatives (including CRO) shall be
entitled to visit or meet with Institution and
Investigator and Institution and Investigator
shall ensure that , Subinvestigators and Study
Team Members agree for Sponsor or Sponsor's
representatives (including CRO) to visit or
meet with them and examine and inspect the
facilities at the Institution, upon reasonable
advance notice and with reasonable frequency
during normal business hours to observe or
monitor the progress of the Study and review
and copy (when permitted under Applicable
Law) documents, records, data, information
and materials relating to the Study. Institution
and Investigator shall (i) assist and cooperate
with Sponsor and CRO in scheduling such
visits and in providing adequate workspace,
(ii) comply with the reasonable requirements
of the visit or inspection and (iii) make
appropriate Study Team Members available to
explain  and  discuss  records  and
documentations related to the Study. For
Sponsor and CRO inspections of Institution,
Institution and Investigator shall submit a
written response to Sponsor or CRO for all
nonconformances within fifteen (15) days after
receipt of the inspection report from Sponsor
or CRO. Institution’s and/or Investigator’s
written response shall include the cause of each
nonconformance, the underlying source of the
cause, and a corrective action plan for each
nonconformance. Institution and Investigator
will complete all corrective actions for each
nonconformance promtly and if promt
implementation is not possible, as soon as
possible, but never later than within ninety (90)
days after the receipt of the inspection report.

4.2 NavS$tévy a inspekce provadéné
Zadavatelem nebo CRO. Zadavatel nebo jeho
zastupci (véetné CRO) maji pravo navstévovat
Zdravotnické zatizeni a Zkousejiciho a setkavat se
s nimi a Zdravotnické zatizeni a Zkousejici zajisti,
7e Spoluzkousejici a Clenové studijniho tymu
budou souhlasit s tim, Ze je budou Zadavatel nebo
jeho zastupci (vcetn¢ CRO) navstévovat nebo se
snimi setkavat a provadét kontrolu a inspekce
Vv zafizenich Zdravotnického zafizeni na zakladé
oznameni zaslaného v pfiméfeném piedstihu
a s pfimefenou Cetnosti béhem beézné pracovni
doby za ucelem pozorovani nebo monitorovani
prabéhu Studie anahlizeni do dokumentace,
zaznamu, dat, informaci a materiall tykajicich se
Studie a potizovani jejich kopii (pokud to povoluji
Platné pravni ptedpisy). Zdravotnické zatizeni
a Zkousejici (i) poskytnou Zadavateli a CRO
souCinnost pfi planovani takovych navstév
a zajisténi ptiméfenych pracovnich podminek, (ii)
splni pfimétené pozadavky navstévy nebo inspekce
a(iii) zajisti piitomnost pfislusnych Clent
studijniho tymu, aby mohli podat vysvétleni
k zaznamiim a dokumentaci tykajicim se Studie,.
Na pfipadné nesrovnalosti zjisténé pii inspekci
provadéné Zadavatelem nebo CRO odpovi
Zdravotnické zafizeni a ZkousSejici pisemné do
patnacti (15) dnt po obdrzeni zpravy o inspekci od
Zadavatele nebo CRO. Pisemna odpovéd
Zdravotnického zafizeni, resp. Zkousejiciho musi
obsahovat pficinu kazdé zjisténé nesrovnalosti,
zakladni zdroj pfic¢iny a plan napravnych opatteni
ke kazd¢ zjisténé nesrovnalosti. Veskera napravna
opatfeni odstranujici zjiSténou neshodu pfijmou
Zdravotnické zafizeni a ZkouSejici okamzité,
resp. pokud jejich okamzité ptijeti nebude mozné,
co nejdrive, nejpozdeji vSak do devadesati (90) dnti
od obdrzeni zpravy o inspekci.

4.3 Maintenance of Records.
Subject to the provisions of Sections 5 and 8,
Institution and Investigator shall retain in
its/their possession copies of any and all data,
documents or information related to or
resulting from the performance of this
Agreement solely as required for regulatory,
legal or insurance purposes. Institution and
Investigator shall maintain its/their records in a

4.3 Sprava zaznami. Kopie dat,
dokumentace nebo informaci tykajicich se plnéni
této Smlouvy nebo vyplyvajicich znéj, si
Zdravotnické zafizeni a ZkouSejici Vv souladu
s ustanovenimi ¢lankti5 a 8 ponechaji vyhradné
pro ucely plnéni pozadavkl kontrolnich ufada
a zakonnych povinnosti apro ucely pojisténi.
Zdravotnické zatizeni a Zkousejici budou své
zaznamy uchovavat odbornym zplsobem, aby
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professional manner so as to permit Sponsor
and CRO to review the data, documents or
information in full without disclosing to
Sponsor or CRO any third party confidential or
proprietary information. Institution and
Investigator shall maintain all such records in
accordance with the requirements noted in the
Protocol for a period of twenty-five (25) years
or for the time period required by Applicable
Laws, whichever is longer. Institution and
Investigator shall not destroy any such records
until it has obtained Sponsor’s prior written
permission to do so. Institution and
Investigator will notify the Sponsor if
Institution or Investigator relocate or move the
Study related files to a different location from
the Institution.

mohli Zadavateli a CRO umoznit nahlizet do
veskerych dat, dokumentace nebo informaci, aniz
by pritom Zadavateli nebo CRO zptistupnili
daveérné nebo chranéné informace jakékoli treti
strany.  VeSkeré takové zaznamy budou
Zdravotnické zafizeni a ZkousSejici uchovavat
v souladu s pozadavky stanovenymi v Protokolu
po dobu dvaceti péti (25) let, pfipadné po dobu
pozadovanou Platnymi pravnimi piedpisy, je-li
delsi. Bez ptedchoziho pisemného souhlasu
Zadavatele nesmgji  Zdravotnické  zafizeni
a Zkousejici takové zaznamy zniCit. Zdravotnické
zatizeni  aZkouSejici  budou  informovat
Zadavatele, pokud Zdravotnické zatizeni nebo
Zkousejici premisti nebo presune slozky tykajici se
Studie mimo Zdravotnické zatizeni.

4.4 This Section 4 shall survive 4.4 Tento ¢lanek 4 zustava v platnosti
termination of this Agreement. i po vypovézeni Smlouvy.
5. INTELLECTUAL PROPERTY 5. DUSEVNI VLASTNICTVi

5.1 Pre-existing Intellectual 51 Existujici duSevni _vlastnictvi.
Property. Ownership of inventions, | Vlastnictvi vSech objevt, vynalezd, autorskych dél

discoveries, works of authorship and other
developments existing as of the Effective Date
and all patents, copyrights, trade secret rights
and other intellectual property rights therein
(collectively,  “Pre-existing Intellectual
Property”), is not affected by this Agreement,
and no Party shall have any claims to or rights
in any Pre-existing Intellectual Property of
another, except as may be otherwise expressly
provided in any other written agreement
between them. Institution and Investigator
accept and agree with the before.

ajinych vysledkti duSevni Cinnosti, jez existuji
k Datu G¢innosti, a dale veSkeré patenty, autorska
prava, obchodni tajemstvi a dalsi prava k objektim
dusevniho vlastnictvi, s timto souvisejici (spole¢né
dale jen souhrnné¢ , Existujici duSevni
vlastnictvi”’), neni jakkoli doteno touto
Smlouvou, azadna Strana nema naroky vici ¢i
prava kjakémukoli predmétu  Existujiciho
dusevniho vlastnictvi jiného, neni-li tak vyslovné
pisemné ujednano v pisemné dohod¢ mezi
smluvnim  stranami. Zdravotnické  zafizeni
a Zkousejici jsou s tim srozuméni a souhlasi S tim.

5.2 Sponsor Technology. All
existing inventions, intellectual property rights
and technologies of Sponsor (including but not
limited to the Study Drug and materials) (the
“Sponsor Technology”) belong exclusively to
Sponsor and nothing shall be construed to
grant any license or other right to the Sponsor
Technology except as expressly set forth
herein for the sole purpose of conducting the
Study.

5.2 Technologie Zadavatele.
Vsechny stavajici objevy, prava k duSevnimu
vlastnictvi a technologie Zadavatele
(napt. Hodnoceny pfipravek nebo materialy) (dale
,rechnologie Zadavatele*) patii vyhradné
Zadavateli atouto Smlouvou nejsou udélovany
zadné licence ani jina prava k Technologiim
Zadavatele, pokud to neni v této Smlouvé vyslovné
dohodnuto pouze pro ucely provadéni Studie.

5.3 Study Invention. 5.3 Studijni objevy.
(@) Any invention, (@) Veskeré vynalezy, objevy
discovery or improvement, whether or not | nebo zlepSeni souvisejici se Studii nebo

patentable, related to the Study or Study Drug
(or any analog or derivative thereof),
specifically including, without limitation, any
method of use of the Study Drug (or any analog

s Hodnocenym ptipravkem, at’ uz je lze chranit
patentem, ¢i nikoli, a pfipadnymi analogy nebo
derivaty, konkrétn¢ napiiklad zphsob pouziti

Cardior
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or derivative thereof) or any formulation,
dosage, administration, or method of
manufacture of the Study Drug (or any analog
or derivative thereof), whether conceived or
made solely by Institution, Investigator, any
Subinvestigator, any Study Team Member, or
any contractor of any of the foregoing, or
conceived or made by Institution, Investigator
or any Subinvestigator(s), any Study Team
Member(s), or any contractor of any of the
foregoing, jointly with one or more employees
of Sponsor, CRO, or any third party (“Study
Invention”), and all intellectual property rights
hereto, shall be and remain, at all times the sole
and exclusive property of Sponsor. Institution
and Investigator shall provide prompt written
notice of any Study Invention to Sponsor, shall
assist Sponsor in gaining patent protection for
any Study Invention and shall provide all
required information and documents in a
timely manner. All information concerning
Study Inventions shall be deemed Confidential
Information of Sponsor. To the extent that a
transfer of a Study Invention as described in
this Section 5.3 Error! Reference source not
found.is not possible, Institution and
Investigator hereby grant to Sponsor and
ensure that, if applicable, any Subinvestigator,
any Study Team Member will grant, if
applicable, the exclusive (unlimited in time,
territory and scope), transferable, sub-
licensable, irrevocable and royalty-free license
to use and exploit the Study Inventions in all
manners which are known today or will
become known in the future.

a derivatt), lékova forma, dévkovani, podavani
nebo zpisob vyroby Hodnoceného piipravku (nebo
jeho analogti a derivatll), vymyslené nebo ucinéné
samostatné Zdravotnickym zafizenim,
ZkouSejicim, nekterym ze Spoluzkousejicich,
nékterym ze Clend studijniho tymu nebo nékterym
z jejich dodavateld nebo Zdravotnickym zatizenim,
Zkousejicim, Spoluzkousejicim(i) nebo Clenem
(Cleny) studijniho tymu nebo jejich dodavateli
spoleCn¢ se zaméstnancem nebo zaméstnanci
Zadavatele, CRO nebo tieti osoby (dale ,,Studijni
objevy“) a veskera prava k dusevnimu vlastnictvi
souvisejicimu se Studijnimi objevy jsou a vzdy
budou vyhradnim vlastnictvim Zadavatele.
Zdravotnické zafizeni a ZkousSejici kazdy Studijni
objev neprodlené¢ pisemné oznami Zadavateli,
poskytnou mu svoji souéinnost pii ziskavani
patentové ochrany pro Studijni objev a véas mu
predaji vSechny pozadované informace
a dokumenty. VsSechny informace tykajici se
Studijnich objevil budou povazovany za Duvérné
informace Zadavatele. Pokud postoupeni
Studijniho objevu podle tohoto ¢lanku 5.3 Error!
Reference source not found.nebude mozné,
poskytuji Zdravotnické zatizeni a Zkousejici timto
Zadavateli  azajisti, ze tak uCini také
Spoluzkousejici  a Clenové  studijniho  tymu,
vyhradni (Casove, uzemné a rozsahem
neomezenou), prevoditelnou, neodvolatelnou
a bezplatnou licenci, s pravem poskytovat dalsi
licence, K pouzivani a vyuzivani Studijnich objevi
vSemi zpusoby, které¢ jsou dnes znamy nebo budou
znamy v budoucnu.

(b) Subject to
subsection (c) below, ownership of rights in
any invention, discovery or improvement other
than a Study Invention shall be determined by
reference to the rules governing inventorship
under applicable patent law and by the
contractual and other legal obligations upon
the inventor(s).

(b) V souladu s ustanovenim
odst. (¢) nize bude vlastnické pravo k jinym
vynalezim, objeviim nebo zlepSenim neZ
Studijnim objeviim urceno odkazem na pravidla
upravujici vlastnictvi vynalezu podle ptislusného
patentového prava apodle smluvnich a jinych
zakonnych povinnosti vynalezce (vynalezci).

(c) All inventions,
discoveries, and improvements, other than
Study Invention(s), made or conceived solely
by Institution, Investigator, or their employees,
consultants, agents, or students in the course of
or as an effect of the Study, and as a result of

() Veskeré vynalezy,
objevy a zlepseni kromé Studijnich objevt u¢inéné
nebo  vymysSlené vyhradné Zdravotnickym

zatizenim, Zkousejicim nebo jejich zaméstnanci,
konzultanty, zastupci nebo studenty v pribéhu
Studie nebo v souvislosti s ni nebo v souvislosti

their use or knowledge of materials, Study | sjejich pouzivanim ¢&i  znalosti Materiald,
Drug, or Confidential Information | Hodnoceného  pfipravku  nebo  Duvérnych
(“Institution Inventions”) shall be the sole | informaci (dale ,,Objevy Zdravotnického
property of Institution.  All inventions, | zaFizeni“) budou  vyhradnim  vlastnictvim
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discoveries, and improvements, other than
Study Inventions, made or conceived by
Institution, Investigator, or their employees,
consultants, agents, or students, jointly with
Sponsor or CRO (“Joint Inventions™), shall be
the joint property of Institution and Sponsor.
Sponsor shall have a ninety (90) day exclusive
first option to license Institution’s rights in
Institution Inventions and Joint Inventions, and
Sponsor shall have twelve (12) months from its
exercise of such option with respect to a
particular Institution Invention or Joint
Invention within which to negotiate an
exclusive license to use such inventions on
mutually  acceptable and commercially
reasonable terms and conditions that fairly
reflect the relative contributions of both
parties. Institution and Investigator agree to
immediately disclose in writing any and all
Institution Inventions and Joint Inventions to
Sponsor.

Zdravotnického zatizeni.  Veskeré vynalezy,
objevy a zlepseni kromé Studijnich objevti u¢inéné
nebo vymyslené Zdravotnickym zafizenim,
ZkouSejicim nebo jejich zaméstnanci, konzultanty,
zastupci nebo studenty spole¢né se Zadavatelem
nebo CRO (dale ,,Spole¢né objevy*) budou
vyhradnim vlastnictvim Zdravotnického zatizeni
a Zadavatele. Zadavatel bude moci do devadesati
(90) dnt uplatnit vyhradni pfednostni pravo na
ziskani licence k pravim Zdravotnického zatizeni

k Objevim  Zdravotnického  zafizeni ake
Spolecnym objeviim a do dvandcti (12) mésicti od
uplatnéni takového prednostniho prava

U konkrétniho Objevu Zdravotnického zafizeni
nebo Spole¢ného objevu se bude moci dohodnout
na vyhradni licenci na vyuzivani takového objevu
za vzajemn¢ piijatelnych a komeréné ptimetenych
podminek, které spravedlivé odrdzeji pomérny
pfinos obou stran. Zdravotnické zatizeni
a Zkousejici se zavazuji, ze budou Zadavatele
neprodlené¢ pisemné informovat o veskerych
Objevech Zdravotnického zafizeni i Spole¢nych
objevech.

54 Assignments and Assistance.
Institution and Investigator hereby assign to
Sponsor or CRO, as applicable, and to the
extent permitted by law any and all right, title,
and interest in and to Sponsor Technology and
CRO Technology (as defined below), any
Study Invention and all intellectual property
rights related thereto, free and clear of all liens,
claims, and encumbrances. Institution and
Investigator shall not have any right to use
Sponsor Technology, Study Invention or CRO
Technology for any purpose except conducting
the Study. Institution and Investigator shall
take all such further actions and execute and
deliver all such further documents as may be
necessary to effectuate and perfect the
ownership provisions of this Section 5.
Institution and Investigator warrant and ensure
that, all Subinvestigators, all Study Team
Members, and CRO or Sponsor-approved
subcontractors have executed (or before any
such involvement, shall execute) a written
agreement with Institution and/or Investigator
in which each such person or entity (i) assigns
to Institution and/or Investigator all right, title
and interest in and to Study Data, Sponsor
Technology, Study Inventions and CRO
Technology, in order that Institution and/or
Investigator may fully assign the rights to
Sponsor and/or CRO, as applicable and (ii)

5.4 Postoupeni a soucinnost.
Zdravotnické zatfizeni a Zkousejici timto postupuji
timto Zadavateli nebo pfipadn¢ CRO bezplatné
abez jakychkoli =zadrzovacich prav, naroku
a bfemen v rozsahu, v jakém to piipoustéji platné
pravni predpisy, veSkera prava, pravni naroky
apodily tykajici se Technologii Zadavatele,
Technologii CRO (definice viz nize), Studijnich
objevi a veskerych prav k dusevnimu vlastnictvi,
ktera jsou s tim spojend. Zdravotnické zafizeni ani
Zkousejici nejsou opravnéni pouzivat Technologie
Zadavatele, Studijni objevy a Technologie CRO
pro jiné Ucely mnez kprovadéni Studie.
Zdravotnické zafizeni a Zkousejici u€ini pfipadné
dalsi tukony a vyhotovi adodd piipadné dalsi
doklady, které budou nezbytné k uskutecnéni
aprovedeni pievodu vlastnického prava podle
tohoto  ¢lanku 5. Zdravotnické  zafizeni
a Zkousejici se zarucuji, ze oni sami, vsichni
Spoluzkousejici, viichni Clenové studijniho tymu
a vSichni subdodavatelé schvaleni CRO nebo
Zadavatelem uzavfeli (nebo pied jejich povérenim
uzaviou) se Zdravotnickym zatizenim, resp. se
Zkousejicim pisemnou dohodu, v niz kazda takova
fyzickd nebo pravnickd osoba (i) postoupi
Zdravotnickému zafizeni vesSkerd prava, pravni
naroky apodily tykajici se Studijnich dat,
Technologii Zadavatele a Technologii CRO
a Studijnich objevil, aby je Zdravotnické zatizeni,
resp. Zkousejici nasledné podle ustanoveni této
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agrees to be bound by confidentiality and non-
disclosure obligations at least as protective as
those set forth in this Agreement.

Smlouvy mohli v plném rozsahu postoupit
Zadavateli nebo piipadné CRO, a (ii) bude
souhlasit stim, bude vazéna povinnostmi

mlcenlivosti a nezvefejiiovani informaci, které
bude chrénit pfinejmensim stejné jako ty, které jsou
stanoveny v této smlouvé.

55 Ownership  of  Patient
Records. As between the Parties, all original
patient records are the sole and exclusive
property of the respective subjects, to be
retained by Institution or, if applicable,
Institution and Investigator will retain said
records in accordance with Applicable Laws.

55 Vlastnictvi zaznamu
o pacientech.  Strany se dohodly, Ze veskeré
puvodni zdznamy o pacientech jsou vyhradnim
vlastnictvim pfislusného pacienta a museji byt
uchovavany Zdravotnickym zafizenim v souladu
s Platnymi pravnimi pfedpisy, resp. Zdravotnické
zatizeni a Zkousejici budou takové zaznamy
uchovavat v souladu s Platnymi pravnimi piedpisy.

5.6 CRO Technology. All existing
inventions and technologies related to CRO’s
eClinical processes and systems (“CRO
Technology”) belong exclusively to CRO.
Institution and Investigator shall not have any
right to use CRO Technology for any purpose
except conducting the Study.

5.6 Technologie CRO. Veskeré stavajici
vynalezy atechnologie souvisejici s procesy
asystémy eClinical CRO (dale ,,Technologie
CRO) nalezi vyhradné¢ CRO.  Zdravotnické
zafizeni ani ZkouSejici nejsou opravnéni pouzivat
Technologie CRO pro jiné ucely nez k provadéni
Studie.

5.7 This Section 5 survives

termination of this Agreement.

5.7 Tento bod5 zuastava v platnosti
i po vypovézeni Smlouvy.

6. INDEMNIFICATION

6. ODSKODNENI

6.1 Indemnification by Sponsor.
Sponsor shall indemnify, defend and hold
harmless Institution, Investigator, and any
trustees, officers, staff, agents or employees
(collectively, “Institution Indemnitees”)
against any and all losses, costs, claims, suits,
expenses, damages and awards, including
reasonable attorneys’ fees for defending those
claims or lawsuits (collectively, a “L0ss”) in
connection with any third party claim or
lawsuit brought by a third party arising out of
(a) the administration of the Study Drug or (b)
any side-effect or adverse reaction, illness or
injury directly resulting from use of the Study
Drug in strict accordance with the Protocol.
The foregoing indemnity will not apply to the
extent a Loss arises out of: (i) the negligence),
gross negligence or willful misconduct of any
Institution Indemnitee or (ii) the failure of any
Institution Indemnitee to adhere to the terms of
this Agreement, the Protocol or any written
instructions from Sponsor or its designee or
comply with any Applicable Laws or
governmental requirements. The Institution
and Investigator shall promptly notify Sponsor
in writing of any claim of illness or injury
actually or allegedly due to an adverse reaction

to the Study Drug and cooperate with Sponsor

6.1 Odskodnéni ze strany
Zadavatele. Zadavatel odskodni Zdravotnické
zafizeni, ZkouSejicitho a pfipadné cleny jeho
statutarniho organu, vykonné fidici pracovniky,
pracovniky, zastupce nebo zaméstnance (dale
souhrnné ,,0dskodiiované osoby Zdravotnického
zatizeni®), bude je hajit a zbavi je odpovédnosti
vsouvislosti se ztratami, naklady, naroky,
zalobami, vydaji, ndhradou Skod a pfiznanymi
nahradami, v¢etné priméfenych poplatkl a vydaji
na pravni zastoupeni pfi obhajobé proti takovym
narokdim nebo v takovych soudnich sporech (dale
souhrnné ,Ztraty”) v souvislosti s naroky
uplatiiovanymi tfeti osobou nebo zalobou podanou
treti osobou  plynoucimi z (&) podavani
Hodnoceného piipravku nebo (b) nezadouciho
udéinku nebo nezadouci reakce, onemocnéni nebo
Wjmy na zdravi jako ptimého dusledku uzivani
Hodnoceného  ptipravku  piisné v souladu
s Protokolem.  VySe uvedené odSkodnéni se
nevztahuje na piipady, kdy Ztrata vznikne
v disledku: (i) nedbalého nebo hrubé nedbalého
jednani nebo zumyslného poruSeni povinnosti
kteroukoli Odskodnovanou osobou
Zdravotnického zafizeni nebo (ii) nedodrzenim
(X) podminek této Smlouvy, Protokolu nebo
pisemnych pokyni od Zadavatele nebo jim

povéifené osoby nebo (y) Platnych pravnich
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in the handling of the adverse event. Without
prejudice to Section 6.3, the foregoing shall
apply only to the extent, that the Institution
Indemnitee shall not in any event admit
liability, compromise, settle or take any action
prejudicial to the defense of any claim without
the prior written approval of the Sponsor which
approval shall not be unreasonably withheld.

predpist a poZzadavkil kontrolnich a statnich trada
kteroukoli z Odskodnovanych osob
Zdravotnického zafizeni. Zdravotnické zatizeni
a Zkousejici jsou povinni neprodlené¢ pisemné
vyrozumét  Zadavatele o jakémkoli naroku
vztahujicim se k onemocnéni ¢i ijme€ na zdravi,
k nimz skute¢né¢ ¢i udajné doslo v souvislosti
snezadouci reakci na Hodnoceny piipravek,
a zavazuje se plné spolupracovat se Zadavatelem
pii feseni nezadouci udalosti. Aniz by tim bylo
dotceno ustanoveni ¢lanku 6.3, plati vySe uvedené
pouze pod podminkou, ze Odskodiované osoby
Zdravotnického  zafizeni bez  ptredchoziho
pisemného souhlasu Zadavatele, ktery ho nesmi
bezdiivodné  odmitnout, v zadném  pfipade
nepfiznaji odpovédnost, neuznaji kompromis,
nedohodnou se na vyrovnani ani nepodniknou

zadné kroky, které by poskodily obhajobu

jakéhokoli naroku.
6.2 Indemnification by 6.2 Odskodnéni ze strany
Institution and Investigator. To the extent | Zdravotnického  zafizeni  a Zkousejiciho.

permitted by law, Institution and Investigator
shall jointly and severally indemnify, defend
and hold harmless Sponsor and, if applicable,
CRO, its directors, officers, staff, agents,
employees, independent contractors, and
affiliates (collectively, “Sponsor
Indemnitees”) from any and all losses, COSsts,
claims, suits, expenses, damages and awards,
including reasonable attorneys’ fees for
defending those claims (collectively, a “L.0ss”)
in connection with any claim or lawsuit
brought against Sponsor Indemnitee(s) by a
third party as a result of bodily injury or death
of persons or damage to property directly
resulting from the (a) negligence, gross
negligence or willful misconduct of any
Institution Indemnitee (including but not
limited to postgraduate students and other
students, Study Team Members and
Subinvestigators) or (b) the failure of any
Institution Indemnitee including Study Team
Members and Subinvestigators to (i) adhere to
the terms of this Agreement, the Protocol, any
written instructions from the Sponsor or its
designee or (ii) comply with any Applicable
Laws or governmental requirements, provided,
however, that Institution and/or Investigator
shall not hold such Sponsor Indemnitees
harmless from any Loss arising out of gross
negligence or willful misconduct of such
Sponsor Indemnitee.

V rozsahu pfipustném ze zékona Zdravotnické
zatizeni  a Zkousejici  spole¢né  a nerozdilné
odskodni Zadavatele a pripadn¢ CRO, ¢leny jejich
statutarniho organu, vykonné fidici pracovniky,
zameéstnance, zastupce, nezavislé dodavatele
a pridruzené subjekty (dale spole¢né
,»Odskodiiované osoby Zadavatele®), budou je
hajit azbavi je odpovédnosti v souvislosti
s veSkerymi ztratami, naklady, naroky, zalobami,
vydaji, ndhradami Skod a pfiznanymi vylohami
vcetné primétenych poplatkil za pravni zastoupeni
pti obhajobé proti takovym naroktim (dale spole¢né
LHZtrata®) v souvislosti s narokem nebo Zalobou
uplatnénym, resp. podanou proti nékteré
z Odskodiiovanych osob Zadavatele treti osobou
v disledku ujmy na zdravi nebo umrti osob nebo
majetkové Skody vzniklé ptimo (a) nedbalym nebo
hrubé¢ nedbalym jedndnim nebo Umyslnym
porusenim povinnosti nékterou z Odskodnovanych
osob  Zdravotnického zafizeni (mimo jiné
i postgradudlnimi ¢ jinymi studenty, Cleny
studijniho tymu nebo SpoluzkouSejicimi) nebo
(b) nedodrzenim (i) podminek této Smlouvy,
Protokolu nebo pisemnych pokynii od Zadavatele
nebo jim povéfené osoby nebo (ii) Platnych
pravnich  predpisi a pozadavki kontrolnich
a statnich uradt kteroukoli z Odskodnovanych
osob Zdravotnického zafizeni, avSak stim, Ze
povinnost zbavit Od$kodiiované osoby Zadavatele
v piipadé Ztraty Zdravotnickému zafizeni a/nebo
Zkousejicimu nevznikd v pfipadé nedbalého
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jednani nebo umyslného poruSeni povinnosti
nékterou z Odskodiiovanych osob Zadavatele.

6.3 General  Conditions  of
Indemnification. Each Party’s agreement to
indemnify, defend and hold the other, ,
harmless is conditioned on the indemnified: (a)
providing prompt written notice to the
indemnifying Party of any claim or lawsuit
with potential for a Loss no more than fifteen
(15) days after the indemnified party has
knowledge of such claim or lawsuit; (b)
permitting the indemnifying Party to have full
conduct and control to investigate, prepare for,
and defend against any such claim or lawsuit;
(c) providing the indemnifying Party, at the
indemnifying Party’s reasonable expense, with
the full cooperation and assistance in the
investigation of, preparation for and defense of
any such claim or lawsuit; and (d) not
compromising or settling such claim or lawsuit
without the indemnifying Party’s prior written
consent, such consent not to be unreasonably
withheld, provided that (i) if the party entitled
to indemnification fails to promptly notify the
indemnifying Party pursuant to the foregoing
clause (a), the indemnifying Party will only be
relieved of its indemnification obligation to the
extent materially prejudiced by such failure
and (b) in no event may the indemnifying Party
compromise, settle, or enter into any voluntary
disposition of any claim, demand or action in
any manner that admits material fault or
wrongdoing on the part of the indemnified
party or incurs non-indemnified liability on the
part of the indemnified party without the prior
written consent of the indemnified party.

6.3 Obecné podminky odSkodnéni.
Povinnost Stran odskodnit druhou Stranu, hajit ji
a zbavit ji odpovédnosti, je podminéna tim, ze
odSkodiovana Strana: (a) bude o0 naroku nebo
zalobé, jejichz disledkem by mohl byt vznik
Skody, informovat  odskodiujici Stranu
neprodlené, nejpozdéji vSak do patnacti (15) dnit
poté, co se o ném dozvi, (b) odskodiiované Strané
poskytne plnou kontrolu nad vySetfovanim,
ptipravou a obhajobou proti takovému ndroku nebo
takové zalobg, (c) poskytne odSkodnované Strané
na jeji pfiméfené naklady plnou soucinnost pfi
vySetfovani, pfipravé a obhajobé proti takovému
naroku nebo takové Zalobé a (d) bez pfedchoziho
pisemného souhlasu odskodnujici Strany, ktery
nesmi byt bezdiivodné odmitnut, se nedohodne na
kompromisu nebo vypotfadani takového naroku
nebo takové Zaloby, stim, Ze (i) pokud Strana
s narokem na odSkodnéni nebude odSkodiujici
Stranu informovat neprodlené podle bodu (a) vyse,
bude odskodnujici Strana zpros§téna povinnosti
odskodnéni pouze vrozsahu, Vjakém byla
podstatn¢  dotéena  nedodrZzenim = zminéné
oznamovaci povinnosti, a (b) odskodiujici Strana
neni bez predchoziho pisemného souhlasu
odskodilované Strany v Zadném pitipad¢ opravnéna
dohodnout se na kompromisu ¢i vyporadani
takového naroku, pozadavku ¢i zaloby nebo je
dobrovolné uhradit zplisobem, ktery by pfipustil
zavazné pochybeni nebo protipravni jednani
odskodnované  Strany nebo  kterym by
odskodinované Strané vznikla né&jaka
neodskodiovana odpovédnost.

6.4 Insurance. Institution
represents and warrants that it maintains
commercially reasonable levels of insurance or
other adequate forms of protection, as required
by Applicable Laws, to satisfy its/their liability
obligations under this Agreement, including
but not limited to Workers’ Compensation,
general/professional liability insurance, which
particularly without limitation also covers the
Investigators participation and activity in the
Study as one of Institution's employees..
Certificate evidencing such insurance will be
made available for inspection upon request by
Sponsor or CRO. Institution shall maintain
such insurance during the term of the Study
and for at least three (2) years thereafter.

6.4 Pojisténi. Zdravotnické zafizeni
prohlasuje a zarucCuje se, ze ma uzavieno komercné
pfimétené odopovidajici pojisténi nebo jinou formu
ochrany vyzadované Platnymi pravnimi piedpisy
ke splnéni jejich odpovédnosti a povinnosti z této
Smlouvy, mj. pojisténi pro piipad pracovniho
urazu nebo nemoci zaméstnanci, pojisténi obecné
odpovédnosti a pojisténi profesni odpovédnosti,
které zejména bez omezeni pokryva i ucast a
¢innost zkousejicich ve Studii jako jednoho ze
zaméstnancli Zdravotnického zatizeni. Certifikat
prokazujici toto pojisténi bude na Zadost
Zadavatele nebo CRO poskytnuty Kk nahlédnuti.
Zdravotnické zafizeni je povinno udrZovat takové
pojisténi po dobu Studie a po dobu nejméné tii (3)
let poté.
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6.5 Sponsor Insurance. Sponsor
has obtained, or will obtain prior to the start of
the Study, the clinical trial insurance required
by Applicable Law and will provide Institution
and/or Investigator with evidence of such
insurance upon request by Institution and/or
Investigator. Sponsor represents that it
maintains commercially reasonable levels of
insurance or other adequate forms of
protection, as required by law, to satisfy its
respective liabilities in relation to the Study
including but not limited to indemnification
obligations under this Agreement, including
but not limited to general and professional
liability insurance coverage.

6.5 Pojisténi Zadavatele. Zadavatel
uzaviel nebo wuzavie pfed zahdjenim Studie
pojisténi  klinického hodnoceni vyzadované
pfislusSnymi pravnimi ptfedpisy ana zadost
Zdravotnického zafizeni a/nebo Zkousejiciho
0 tom Zdravotnickému zafizeni a/nebo
Zkousejicimu  poskytne  doklad.  Zadavatel
prohlasuje a zarucuje se, ze mé uzavieno komeréné
pfimétené pojisténi nebo jinou formu ochrany
vyzadované ze zakona ke splnéni jeho povinnosti
ze Studie, napt. povinnosti nahrady Skody z této
Smlouvy, mj.pojisténi obecné odpovédnosti
a pojisténi profesni odpoveédnosti.

6.6 Subject Injury. If during the
course of the Study a Study Subject suffers an
injury as a result of the Study Drug or properly
performed procedures required by the Protocol
or any written direction from Sponsor and/or
CRO that the Study Subject would likely not
have received if the Study Subject had not
participated in the Study (“Subject Injury”),
Sponsor agrees to pay all reasonable medical
expenses necessary to treat such Subject
Injury, provided such treatment is reasonable
and necessary. Institution and Investigator
agree to provide prompt diagnosis and medical
treatment of such Subject Injury. Sponsor shall
not be responsible for medical expenses
associated with treatment of an injury where
such injury is due to (i) the negligence,
recklessness or willful misconduct of
Institution,  Investigator, or any of
Institution’s/Investigator’s employees
(including subinvestigator and/or Study Team
Memebers); (ii) the failure of the Institution or
Investigator to follow the Protocol, good
clinical practices, any applicable laws or
regulations, or any written instruction by
Sponsor and/or CRO concerning the Study;
(iii) the subject’s non-compliance with the
Protocol requirements; (iv) natural disease
progression of any pre-existing disease or any
underlying illness whether or not previously
diagnosed; or (v) Protocol procedures that are
also standard of care (i.e., where the subject
would have undergone such procedures for the
treatment of the underlying disease even if not
participating in the Study).

6.6 Ujma na zdravi subjektu. Pro
pfipad, ze Subjekt studie v pribéhu Studie utrpi
v disledku Hodnoceného pfipravku nebo tadné
provedeného ukonu pozadovaného Protokolem
nebo na zakladé pisemného pokynu od Zadavatele
a/nebo CRO né&jakou Bjmu na zdravi, kterou by
pravdépodobné neutrpél, pokud by se neucastnil
této Studie (dale ,,Ujma na zdravi Subjektu®),
zavazuje se Zadavatel uhradit veSkeré primétené
1é¢ebné vylohy nezbytné k 16¢bé takové Ujmy na
zdravi  Subjektu, bude-li 1écba pfimétena
a nezbytna. Zdravotnické zafizeni a Zkousejici se
zavazuji, ze neprodlené stanovi diagndzu a zahaji
1é¢bu takové Ujmy na zdravi. Zadavatel nebude
povinen uhradit 1é¢ebné vylohy v souvislosti
s 1éCbou Ujmy na zdravi, bude-li ijma na zdravi
zpusobena (i) nedbalosti, nezodpovédnosti nebo

umyslnym porusenim povinnosti ze strany
Zdravotnického zafizeni, Zkousejiciho nebo
zaméstnance Zdravotnického zafizeni nebo

Zkousejiciho (véetné Spoluzkousejicich a Clenti
studijniho tymu), (ii) nedodrZzenim Protokolu,
spravné klinické praxe, platnych pravnich predpist
nebo pisemnych pokynt ke Studii od Zadavatele
a/nebo CRO ze strany Zdravotnického zafizeni
nebo Zkousejiciho, (iii) nedodrzenim pozadavki
Protokolu ze strany subjektu, (iv) pfirozené
progrese jiz diagnostikovaného onemocnéni nebo
zakladniho onemocnéni bez ohledu na to, zda bylo
diagnostikovano, nebo (v) ukoni podle Protokolu,
které jsou provadény i jako soucast obvyklé lécby
(tj. které by pacient ve Studii podstupoval v ramci
1é¢by zékladniho onemocnéni, i kdyby se Studie
neucastnil).

6.7 This  Section 6 survives
termination of this Agreement with respect to

6.7  Ustanoveni  tohoto  ¢lanku 6
zlstava v platnosti i po vypovézeni Smlouvy,
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any Loss arising from the Parties performance
during the term of this Agreement.

pokud jde o Ztraty vzniklé z plnéni smluvnich
povinnosti Stran po dobu platnosti této Smlouvy.

1. REPRESENTATIONS
WARRANTIES

AND

7. PROHLASENIi A UJISTENI

7.1 No Inconsistent Obligations
or Constraints. Institution and Investigator
each represents and warrants that it is qualified
and permitted to enter into this Agreement and
that the terms of this Agreement are not
inconsistent  with its other contractual
arrangements.  Institution and Investigator
each warrants that it is not constrained by any
existing agreement in performing its
obligations under this Agreement. Investigator
represents and warrants that the financial
provisions of this Agreement do not conflict
with any obligations Investigator may have to
his or her employer, partner, or other third

party.

7.1 Zadné rozporné povinnosti nebo
omezeni. Zdravotnické zafizeni a ZkouSejici
prohlasuji azaruCuji se, ze jsou zpusobili
a opravnéni uzavfit tuto Smlouvu a ze podminky
této Smlouvy nejsou v rozporu s dalSimi smluvnimi
ujednanimi, kterd uzavieli. Zdravotnické zatizeni
a Zkousejici se zaruCuji, ze pifi plnéni svych
zavazku vyplyvajicich z této Smlouvy neni omezen
zadnou jinou existujici smlouvou. Zdravotnické
zafizeni a Zkousejici prohlaSuji a zarucuji se, Ze
finan¢ni ustanoveni této Smlouvy nejsou v rozporu
S povinnostmi,  které maji = vici  svému
zameéstnavateli, obchodnimu partnerovi nebo jiné
treti osobé.

7.2 Legal and Binding
Agreement. Institution and Investigator each
represents and warrants that this Agreement is
a legal and valid obligation binding upon it and
enforceable in accordance with its terms.

7.2  Zakonné aziavazné ujednani.
Zdravotnické zafizeni a ZkouSejici prohlasuji
azaruCuji se, ze tato Smlouva je zakonnym
aplatnym zavazkem, ktery je pro né zavazny
a vymahatelny v souladu s podminkami Smlouvy.

7.3 No Impairment; No
Conflict. During the term of this Agreement,
Institution and Investigator each warrants that
it shall not enter into any agreement to provide
services which would in any way (a) materially
impair its ability to complete/participate in the
Study in a timely fashion, or (b) constitute a
conflict of interest with  Sponsor’s
development of Study Drug.

7.3 Zadné zhorseni; Zadny konflikt.
Po dobu trvani této Smlouvy se Zdravotnické
zafizeni a Zkousejici zaruCuji, Ze neuzaviou jinou
smlouvu o poskytovani sluzeb, ktera by jakymkoli
zpusobem (&) vyznamné narusila jejich schopnost
dokon¢it Studii, resp. podilet se na Studii v€as nebo
(b) by z hlediska vyvoje Hodnoceného piipravku
Zadavatelem predstavovala stiet zajmu.

7.4 No Debarred or Disqualified
Persons. Institution and Investigator each
warrants that neither any Subinvestigator nor
Study Team Member has been debarred,
disqualified or otherwise found by any
Regulatory Authority and/or Applicable Laws
(including local law) to have violated any
statue, rule or regulation concerning the
conduct of clinical investigations. Institution
and Investigator each warrants that it shall not
employ, contract with or retain any person
directly or indirectly to perform services under
this Agreement if such a person is debarred
(example: by the FDA under 21 U.S.C. §
335(a), disqualified as described in 21 C.F.R.
§812.119) or otherwise found by any
Regulatory Authority and/or Applicable Laws

(including local law) to have violated any

7.4 Zidné vyloucdené nebo
diskvalifikované osoby. Zdravotnické zafizeni
a Zkousejici se zarucuji, ze zadny Spoluzkousejici
nebo Clen studijniho tymu nebyli vylougeni,
diskvalifikovani nebo jinak shledani jakymkoli
kontrolnim tfadem nebo podle platnych zakonu
(v€etné¢ mistnich zakonil) vinnymi z poruseni
zakona, pravidla nebo nafizeni tykajiciho se
provadéni klinickych hodnoceni. Zdravotnické
zafizeni a Zkousejici se zarucuji, Zze pro ptimé nebo
nepiimé poskytovani sluzeb podle této Smlouvy
nebudou zaméstnavat osoby, uzavirat smlouvu
Sosobami nebo najimat osoby, které jsou
vylouc¢ené (napt. FDA podle 21 U.S.C. § 335(a)),
diskvalifikované podle 21 C.F.R. § 812.119 nebo
jinak shledané jakymkoli kontrolnim ufadem
a/nebo podle platnych zakoni (véetné mistnich

zékon() vinnymi z poruSeni zdkona, pravidla nebo
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statue, rule or regulation concerning the
conduct of clinical investigations. In the event
that Investigator or any Subinvestigator
becomes aware of or receive notice of the
debarment or disqualification of any person
providing services to Institution, Investigator
or Subinvestigator which relate to services
being provided under this Agreement,
Institution ensures that then such entity or
individual, as applicable, agrees to notify
Sponsor and CRO immediately and address the
issue as directed by Sponsor and CRO.

nafizeni tykajiciho se provadéni klinickych
hodnoceni. Pokud  Zkousejici nebo
Spoluzkousejici obdrzi zpravu o vylouceni nebo
diskvalifikaci jakékoli osoby poskytujici sluzby
Zdravotnickému zafizeni, ZkouSejicimu nebo
Spoluzkousejicimu, které se tykaji sluzeb
poskytovanych podle této Smlouvy, nebo se 0 ném
dozvi, zajisti Zdravotnické zatizeni, aby se takova
pravnicka nebo ptipadné fyzicka osoba zavazala, ze
otom bude neprodlené¢ informovat Zadavatele
a CRO a zalezitost vytesi podle jejich pokynd.

7.5 Limited Warranty and
Disclaimer. Institution and Investigator each
acknowledges and agrees that the Study Drug
is experimental in nature. SPONSOR MAKES
NO REPRESENTATIONS OR
WARRANTIES EXPRESS OR IMPLIED,
REGARDING THE STUDY DRUG.
ADDITIONALLY, SPONSOR MAKES NO
REPRESENTATIONS OR WARRANTIES,
EXPRESS OR IMPLIED, REGARDING
SAFETY OR EFFICACY WITH RESPECT
TO THE STUDY DRUG. The Parties
acknowledge that the research work performed
under this Agreement is an open outcome
process and that the obligations are therefore
limited to the accurate implementation of the
Study Protocol. INSTITUTION AND/OR
INVESTIGATOR DOES NOT WARRANT
ANY PARTICULAR RESULT NOR THE
MERCHANTABILITY OR FITNESS OF
THE RESULTS FOR ANY PARTICULAR
PURPOSE OR ITS/THEIR FREEDOM OF
THIRD-PARTY RIGHTS. INSTITUTION
AND/OR INVESTIGATOR WILL INFORM
SPONSOR WITHOUT UNDUE DELAY
UPON LEARNING OF ANY ALLEGED
THIRD-PARTY RIGHT.

7.5 Omezena zaruka a vylouceni
odpovédnosti. Zdravotnické zatizeni a Zkousejici
berou na védomi a souhlasi s tim, ze Hodnoceny
pripravek je ze své povahy experimentalni.
ZADAVATEL NECINi ZADNA PROHLASENTI
ANI NEPOSKYTUJE ZADNE VYSLOVNE
NEBO MLCKY PREDPOKLADANE ZARUKY
OHLEDNE HODNOCENEHO PR{PRAVKU.

ZADAVATEL NECINI ANI  ZADNA
PROHLASENI A NEPOSKYTUJE ZADNE
VYSLOVNE NEBO MLCKY

PREDPOKLADANE ZARUKY OHLEDNE
BEZPECNOSTI NEBO UCINNOSTI
HODNOCENEHO PRIPRAVKU. Strany berou na
védomi, ze vyzkumna prace provadéna na zaklade
této Smlouvy je proces s otevienym vysledkem,
aproto se zavazky omezuji pouze na piesné
provadéni Protokolu studie. ZDRAVOTNICKE
ZARIZENI A/NEBO ZKOUSEJICI
NEZARUCUJ{ ZADNY KONKRETNI
VYSLEDEK  ANI  PRODEJNOST (I
VHODNOST VYSLEDKU PRO KONKRETNI
UCEL NEBO NEPORUSOVANI PRAV
TRETICH STRAN PRIPADNYMI VYSLEDKY.
ZDRAVOTNICKE ZARIZENI A/NEBO
ZKOUSEJICI BUDOU ZADAVATELE BEZ
ZBYTECNEHO ODKLADU INFORMOVAT,

JAKMILE SE DOZVEDI ONEJAKEM
DOMNELEM PORUSENI PRAV TRETI
OSOBY.

7.6 No Litigation or Regulatory
Warnings. Institution and Investigator each
represents and warrants that (a) it is not
currently involved in any litigation, and is
unaware of any pending litigation proceedings,
relating to Institution’s and/or Investigator’s
role in the conduct of a clinical trial for any
third party; and (b) it has not received any
warnings from the EMA, FDA or other
Regulatory Authority relating to services it has

7.6 Zadné soudni spory ani varovani
ze strany Kkontrolnich wufada. Zdravotnické
zafizeni a Zkousejici prohlasuji a zarucuji se, ze (a)
v soucasné dobé nevedou zadny soudni spor
anejsou si ani védomi zadného probihajiciho
soudniho sporu, ktery by se tykal role
Zdravotnického zafizeni, resp. ZkousSejiciho pfi
provadéni n&jakého klinického hodnoceni pro tieti
osobu, a (b) nedostali od EMA, FDA ani jiného
kontrolniho Ufadu vjiné zemi Zzadné varovani
tykajici se sluzeb, které poskytovali nebo poskytuji
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provided to third parties during the conduct of
a clinical trial.

treti osobé béhem provadéni néjakého klinického
hodnoceni.

8. CONFIDENTIALITY AND | 8. DUVERNOST A NESDELOVANI.
NONDISCLOSURE
8.1 Confidential  Information. 8.1 Divérné informace. S vyjimkou piipadt

Except as provided elsewhere in this Section 8,
Institution and Investigator shall and shall
ensure that its employees, its agents,
Subinvestigators, and Study Team Members
and any other person involved in this Study on
the side of Investigator and/or Institution, as
applicable, treat all information and materials
disclosed or provided to it by, or on behalf of,
Sponsor or CRO as confidential information
belonging to  Sponsor (“Confidential
Information”).  Confidential Information
includes, without limitation, patent
applications, technology, business plans, the
Protocol and all information relating thereto;
all proprietary biological, chemical or other
materials; applications, formulas,
manufacturing processes, basic scientific data,
Study Data, prior clinical data and formulation

uvedenych vtomto ¢lanku 8 jsou Zdravotnické
zafizeni a ZkouSejici povinni naklddat se vSemi
informacemi a materialy, které mu budou sdéleny
nebo poskytnuty Zadavatelem nebo CRO nebo
jejich jménem, jako s ddvérnymi informacemi,
které nalezi Zadavateli (dale ,,Davérné
informace®), azajisti, aby tak Cinili také
zaméstnanci, zastupci, Spoluzkousejici a Clenové
studijniho tymu a ptipadné dalsi osoby podilejici se
na Studii za Zkousejiciho a/nebo za Zdravotnické
zafizeni. Duvérné informace zahrnuji mimo jiné
patentové piihlaSky, technologie, obchodni plany,
Protokol a veskeré souvisejici informace, veSkeré
chranéné biologické, chemické nebo jiné materialy,
aplikace, vzorce, vyrobni postupy, zakladni
veédecka data, Studijni data, predchozi klinicka data
ainformace o lékovych formach, technologie
Zadavatele a Studijni objevy a veskeré Existujici

information; Sponsor Technology, Study | duSevni vlastnictvi.
Inventions and all Pre-Existing Intellectual
Property.
8.2 Nondisclosure and Nonuse. 8.2 Nesdélovani a nepouzivani.

During the term of this Agreement and for a
period of ten (10) years after termination or
expiration of this Agreement, Institution and
Investigator agree and will ensure that Study
Team Members and Subinvestigators and any
other employee or person involved on their
side in the Study agree to maintain in strict
confidence all of the Confidential Information
and not to use or disclose any Confidential
Information except as expressly permitted
under this  Agreement. Confidential
Information is and remains the confidential and
proprietary property of Sponsor, and may be
disclosed to third parties by Institution or
Investigator (as applicable) only on a need-to-
know basis for purposes expressly authorized
in this Agreement. Institution and Investigator
agree to the foregoing and further agree and
ensure that any third party to whom disclosures
of Confidential Information are made shall be
bound by obligations of confidentiality and
non-use at least as restrictive as those
contained in this Section 8.

Zdravotnické zatizeni a ZkousSejici se po dobu
platnosti Smlouvy a jesté deset (10) let od jejiho
ukonceni nebo vyprSeni zavazuji a zajisti, aby se
také Clenové studijniho tymu, Spoluzkousejici
aptipadni dalsi zaméstnanci adal$i osoby
podilejici se na Studii za Zdravotnické zafizeni
nebo Zkousejiciho zavazali, Ze budou zachovavat
pfisnou divérnost ohledné veskerych Davérnych
informaci aze je kromé ptipadi vyslovné
povolenych touto Smlouvou nebudou nijak
pouzivat ani je nebudou nikomu sdélovat. Dluverné
informace jsou a zlstavaji davérnym a chranénym
vlastnictvim Zadavatele a smé&ji byt Zdravotnickym
zafizenim nebo piipadné Zkousejicim pro ucely
vyslovné povolené ve Smlouvé sdélovany pouze
takovym tfetim osobam, které je potiebuji znat.
Zdravotnické zafizeni a Zkousejici se zavazuji
dodrzovat vyse uveden¢ adale se zavazuji
aujistuji, ze pripadna tfeti strana, které budou
sdéleny Dutveérné informace, bude vazana
minimalné¢  stejné¢  restriktivni  mlcenlivosti
a zakazem pouzivani, jako jsou povinnosti
stanovené v tomto ¢lanku 8.
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8.3 Exceptions. The
confidentiality, non-disclosure and nonuse
obligations of this Section 8 shall not apply to
information that:

8.3 Vyjimky. Povinnost zachovavat
davérnost informaci a nesdélovat je podle tohoto
¢lanku 8 se nevztahuje na informace, které:

(@) is already in the
possession of Institution or Investigator at the
time of disclosure thereof, as demonstrated by
Institution’s or Investigator’s
contemporaneous written record,

(@) v okamzik jejich
sdélovani uz jsou v drzeni Zdravotnického zafizeni
nebo Zkousejicitho a Zdravotnické zafizeni nebo
ZkouSejici to vV témze okamziku mohou pisemné
dolozit,

(b) is or later becomes
part of the public domain through no fault of
Institution or Investigator in breach of this
Agreement;

b) jsou nebo se stanou
vefejné zndmymi, aniz by se tak stalo porusenim
Smlouvy ze strany Zdravotnického zaiizeni nebo
Zkousejiciho,

(c) is received, without
obligation of confidentiality or limitation on
use, from a third party having no obligations of
confidentiality with respect thereto to Sponsor;

C) jsou ziskany bez
povinnosti zachovavat o nich ml¢enlivost nebo bez
omezeni jejich pouzivani od tfeti osoby, ktera ve
vztahu Knim nema viaci Zadavateli povinnost
zachovavat mlcenlivost,

(d) is  independently
developed by Institution or Investigator
without any breach of this Agreement or use or
benefit of Confidential Information, as
demonstrated by Institution’s or Investigator’s
contemporaneous written record; or

d) jsou Zdravotnickym
zafizenim nebo ZkouSejicim vyvinuty nezavisle
bez poruseni této Smlouvy abez pouZiti nebo
ptispéni Duvérnych informaci a Zdravotnické
zafizeni nebo Zkousejici to v téze dobé mohou
pisemné¢ dolozit, nebo

(e) is the subject of a
written permission to disclose by Sponsor or
CRO.

e) jsou pifedmétem
pisemného souhlasu Zadavatele nebo CRO se
zvetejnénim.

8.4 Permitted Disclosure.
Notwithstanding the foregoing, Institution and
Investigator may disclose  Confidential
Information to third parties to the extent such
disclosure is required by Applicable Laws,
order of a court, government agency or the like
having competent jurisdiction; if and only if,
Institution and Investigator, as applicable, give
Sponsor prior written notice of the required
disclosure and uses reasonable efforts to
cooperate with Sponsor to allow assertion of
whatever exclusions or exemptions may be
available to it under Applicable Laws. With
respect to any disclosure permitted in
accordance with this Section 8.4, Institution
and Investigator may only disclose what is
legally required to comply with the applicable
disclosure requirement.

8.4 Povolené sdélovani. Bez ohledu
na vySe uvedené mizou Zdravotnické zafizeni
a Zkousejici sdélovat Duvérné informace tietim
osobam, pokud je takové sdéleni vyzadovano
Platnymi pravnimi predpisy, nafizenim soudu,
statniho ufadu nebo jiného prislusného subjektu,
avSak pouze pod podminkou, ze o takovém
pozadovaném sdéleni budou Zdravotnické zatizeni
a Zkousejici  pfedem  pisemné¢  informovat
Zadavatele  aposkythou mu  pfiméfenou
soucinnost, aby mohl uplatnit pfipadné vyjimky
nebo vyluky podle Platnych pravnich predpist.
Pokud jde o povolené sdélovani podle tohoto
bodu 8.4 jsou Zdravotnické zatizeni a Zkousejici
opravnéni sdélovat pouze takové informace, které
jsou ze zékona nezbytné ke splnéni pfislusného
pozadavku na jejich sd€leni.

8.5 CRO Confidential
Information. Institution and Investigator shall
keep strictly confidential any information
disclosed to it by Sponsor and/or CRO
regarding Sponsor’s and/or CRO’s processes,
pricing, systems and procedures. Institution
and Investigator shall protect such confidential
information of Sponsor and/or CRO with the

8.5 Divérné  informace  CRO.
S veskerymi informacemi ziskanymi od Zadavatele
a/nebo CRO ohledné postupil, cenové strategie,
systému a procedur Zadavatele a/nebo CRO jsou
Zdravotnické  zafizeni a Zkousejici povinni
nakladat jako s pfisn¢ divérnymi informacemi.
Zdravotnické zafizeni a ZkousSejici budou takové
divérné informace Zadavatele a/nebo CRO chranit
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same degree of care as Institution and
Investigator would protect their own
confidential information, which degree of care
shall be no less than commercially reasonable.
Institution and Investigator will require all
Study Team Members working on this Study
to comply with the terms of this provision.

se stejnou mirou péce, jakou vénuji svym vlastnim
dveérnym informacim a ktera nesmi byt mensi nez
pfimétena z hlediska obchodni praxe. Dodrzovani
podminek tohoto ustanoveni budou Zdravotnické
zafizeni a Zkousejici pozadovat také od vSech
Clend studijniho tymu podilejicich se na Studii.

8.6 Irreparable Injury.
Institution and Investigator acknowledge and
agree that any violation of the terms of this
Agreement relating to the disclosure or use of
Confidential Information may result in
irreparable injury and damage to Sponsor not
adequately compensable in money damages,
and for which Sponsor may have no adequate
remedy at law. Institution and Investigator
acknowledge and agree, therefore, that if the
disclosure and non-use terms herein are
violated, Sponsor may need to seek
injunctions, orders, or decrees in order to
protect the Confidential Information and will
be entitled to do so without having to post a
bond.

8.6 Nenapravitelna ujma.
Zdravotnické zatfizeni a ZkousSejici berou na
védomi a souhlasi stim, Ze poruSeni ustanoveni
této Smlouvy tykajicich se sdélovani nebo
pouzivani Duvérnych informaci mize mit za
nasledek nenapravitelnou GUjmu askodu pro
Zadavatele, kterou nelze pfimétené nahradit penézi
auniz Zadavateli nepfislusi zadny piiméfeny
pravni prosttedek ze zakona. Zdravotnické zatizeni
a Zkousejici proto berou na védomi a souhlasi
stim, ze pokud dojde k poruseni ustanoveni o
sdélovani a pouzivani Davérnych informaci podle
této Smlouvy, muze byt Zadavatel nucen vyuzit
k ochrané Davérnych informaci pfedbézna opatieni
nebo soudni piikazy anafizeni, ato ibez
predchoziho slozeni zaruky.

completion of the Study and evaluation by
Sponsor of all data from the Study, or upon
early termination or abandonment of the Study,
Institution and Investigator may publish or
otherwise publicly disclose, for non-
commercial purposes, Study Data provided (a)
the Study was conducted at Institution in
compliance with the Protocol (it being
understood that emergency treatment of a
Study subject shall not be deemed non-
compliance with the Protocol), (b) such
publication or presentation (i) is made in a
recognized medical or scientific journal or at a
recognized scientific conference, (ii) makes
use of all of Institution’s Study Data and not
subsets of Study Data, and (iii) is made in
accordance with the provisions of Sections 9(a)
through 9(c), below.

8.7 This Section 8 shall survive 8.7 Tento ¢lanek 8 zustava v platnosti
termination of this Agreement. i po vypovézeni Smlouvy.
9. PUBLICATION AND PUBLICITY 9. PUBLIKOVANI A REKLAMA

9.1 Publication. Upon 9.1 Publikovani. Po dokonéeni

Studie avyhodnoceni veskerych dat ze Studie
Zadavatelem nebo po pfipadném pred¢asném
ukonéeni nebo zruseni Studie budou Zdravotnické
zafizeni a ZkouSejici moct Studijni data pro
nekomer¢ni Gely publikovat ¢i jinym zptsobem je
zvefejnit, a to pod podminkou, ze (a) Studie byla ve
Zdravotnickém zafizeni provedena v souladu
s Protokolem (za poruseni Protokolu nebude
povazovana léCba Subjektu studie v naléhavych
ptipadech) a (b) publikace ¢i zvefejnéni prob¢hne
V uznavaném lékaiském nebo odborném Casopise
nebo na uznavané odborné konferenci a v publikaci
nebo zvefejnéni budou pouzita veskera Studijni
data ve Zdravotnickém zatizeni, nikoli pouze jejich
¢ast, abude vsouladu sustanovenimi ¢lanku 9
odst. a) az C) nize.

a. Review Period. A
copy of such disclosure will be given to
Sponsor for review at least sixty (60) days prior
to the date of submission for publication
(including abstracts) or of public disclosure

(the “Review Period”). If during the Review

a. Lhita na posouzeni.
Kopie publikace bude nejpozdéji sedesat (60) dnti
pred datem planovaného predlozeni k publikaci
(vCetné abstraktii) nebo zvetejnéni (dale ,,Lhiita na

posouzeni) piedloZzena Zadavateli k posouzeni.
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Period, Sponsor requests that Institution and/or
Investigator  delete  any  Confidential
Information other than Study Data, Institution
and Investigator will do so. While Sponsor
may not require that Institution or Investigator
delete Study Data from the disclosure,
Institution and Investigator agree to discuss
with Sponsor any of Sponsor’s suggestions
with respect to the presentation of Study Data,
and the timing of the disclosure.

Jestlize Zadavatel béhem Lhity na posouzeni
pozéada Zdravotnické zatizeni a/nebo Zkousejiciho
0 odstranéni  jakychkoli duvérnych informaci
kromé Studijnich dat, Zdravotnické zafizeni
a Zkousejici tak ucini . Zadavatel sice nemutze
pozadovat, aby Zdravotnické zafizeni nebo
Zkousejici  odstranili  Studijni  data, ale
Zdravotnické zatizeni a ZkousSejici se zavazuji, Ze
se Zadavatelem projednaji vsechny jeho navrhy
tykajici se prezentace Studijnich dat a na¢asovani
jejich zverejnéni.

b. Patent Filings. If
during the Review Period, Sponsor notifies
Institution or Investigator that it desires patent
applications to be filed on any Invention
(defined below) disclosed or contained in the
disclosures, Institution and Investigator will
defer publication or other disclosure for a
period, not to exceed an additional sixty (60)
days, sufficient to permit Sponsor or its
designee to file or have filed any desired patent
applications.

b. Patentové prihlasky.
Pokud v prabéhu Lhity na posouzeni Zadavatel
oznami Zdravotnickému zafizeni nebo

Zkousejicimu, ze hodla podat patentovou piihlasku
k vynalezu (definice viz nize) zvefejnénému nebo
obsazenému ve zvefejnénych informacich, odlozi
Zdravotnické zafizeni a Zkousejici zvefejnéni
nebo jiné zpiistupnéni maximalné o Sedesat
(60) dnti, coz je dostatecna doba na to, aby
Zadavatel nebo jim povéfena osoba mohli sami
nebo prostiednictvim tieti osoby podat zamyslenou
patentovou piihlasku.

C. Multi-Center Study.
Notwithstanding anything to the contrary in
this Section 9, as the Study is part of a multi-
center clinical research study, no submission
for publication or public disclosure by
Institution or Investigator will be made until
after publication of the multi-center results by
Sponsor. After the first to occur of (i)
publication of the multi-center results, (ii)
notification by Sponsor that such a multi-
center submission is no longer planned, or (iii)
the eighteen (18) month anniversary of the
termination or completion of the Study at all
participating  centers, Institution and/or
Investigator may publish or publicly present
the Study Data, subject to Institution’s and/or
Investigator’s, as applicable, compliance with
Sections 9 (a) and 9 (b), above. .

C. Multicentrickad studie.
Tato Studie je soucasti multicentrické vyzkumné
klinické studie, a proto bez ohledu na piipadna
odlisnd ustanoveni tohoto ¢lanku9 nebudou
Zdravotnické zafizeni ani ZkouSejici predkladat
zadné vysledky ke zvetejnéni nebo je zvetejnovat,
dokud Zadavatel nezvetejni vysledky
multicentrického klinické studie. Po zvefejnéni
vysledkt multicentrického klinické studie nebo po
ozndmeni Zadavatele, ze jejich zvefejnéni uz
neplanuje, nejpozde€ji ale po uplynuti osmnacti
(18) mésici od ukonéeni nebo dokonceni Studie ve
vSech zGcastnénych centrech budou moci
Zdravotnické zafizeni a/nebo ZkousSejici zvetejnit
nebo vefejné prezentovat Studijni data za
predpokladu, Ze dodrzi ustanoveni ¢lanku 9 odst. a)
ab) vyse.

d. Confidentiality  of
Unpublished Data. Institution  and
Investigator acknowledge and agree that Study
Data that is not published, presented or
otherwise disclosed in accordance with Section
9.1 (“Unpublished Data”) remains within the
definition of Confidential Information, and
Institution and Investigator shall require their
personnel (Subinvestigator and Study Team
Members) not to, disclose Unpublished Data to
any third party or disclose any Study data to
any third party in greater detail than the same

d. Divérnost
nepublikovanych udaji. Zdravotnické zatizeni
a Zkousejici berou na védomi a souhlasi s tim, Ze
pro Studijni data nepublikovand, neprezentovana
nebo jinak nesdélena v souladu s ¢lankem 9.1 (dale
,Nepublikované udaje“), nadale plati definice
Dutvérnych informaci, azavazuji se, ze takové
Nepublikované udaje ani nebudou sd€lovat tretim
osobam a ze tfetim osobam nebudou poskytovat
zadné dal$i podrobnosti ohledné vysledku Studie,
nez jaké budou pfipadné uvedeny v publikacich,
prezentacich nebo sdélenich udaji v souladu
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may be disclosed in any publications,
presentations or disclosures made in
accordance with Section 9.1 or Section 9.2.

s élankem 9.1 nebo 9.2. Zdravotnické zafizeni
a Zkousejici budou stejny zavazek pozadovat také
od svych spolupracovnikd (Spoluzkousejicich
a Clent studijniho tymu).

e. Media Contacts.
Institution and Investigator shall not, and shall
ensure that its personnel (Subinvestigator and
Study Team Members) do not engage in
interviews or other contacts with the media,
including but not limited to newspapers, radio,
television and the internet, related to the Study,
the Study Drug, Inventions, or Study Data
without the prior written consent of Sponsor.
This provision does not prohibit publication or
presentation of Study Data in accordance with
this Section.

e. Kontakty s médii.
Zdravotnické zafizeni ani ZkouSejici nebudou
poskytovat jakékoli rozhovory ¢i jiné formy
kontaktd s médii, zejména s vydavatelstvimi novin,
provozovateli radiového vysilani, provozovateli
televizniho vysilani a spole¢nostmi plsobicimi na
internetu, a to v souvislosti se Studii, Hodnocenym
ptipravkem, Objevy nebo Studijnimi daty, bez
pfedchoziho pisemného souhlasu Zadavatele.
Stejny zavazek budou pozadovat také od svych
spolupracovnikii  (Spoluzkousejicich  a Clent
studijniho tymu). Toto ustanoveni nezakazuje
publikovani nebo prezentovani Studijnich dat
v souladu s timto ¢lankem.

9.2 Publicity.  Other than as
permitted in this Agreement, Institution and
Investigator agree that they will not issue nor
allow their employees, students, medical and
professional staff, agents or representatives to
issue or disseminate any press release or
statement regarding the Study, written or oral,
to the communications media or any third party
without the prior written consent of Sponsor.
Additionally, all announcements or publicity
concerning the Study or the Study Drug used
in the Study or this Agreement by Institution or
Investigator shall be approved in advance by
Sponsor, such approval not to be unreasonably
withheld. Institution and Investigator shall not
and shall require their personnel not to
disclose any Study Data to any third party in
greater detail than the same may have already
been disclosed in any publications,
presentations or disclosures.

9.2 Reklama. Zdravotnické  zafizeni
a Zkousejici se zavazuji, ze kromé ptipadi
povolenych vtéto Smlouvé nebudou bez
pfedchoziho pisemného souhlasu Zadavatele
vydavat anedovoli svym  zaméstnancim,
studentim, zdravotnickému a odbornému
personalu, prostiednikiim nebo reprezentantim
vydavat nebo Sifit tiskové zpravy a prohlaseni
tykajici se Studie v pisemné nebo ustni formé, pro
komunika¢ni média nebo jiné tieti strany. Veskera
oznameni nebo reklama tykajici se Studie,
Hodnoceného ptipravku podavaného ve Studii
nebo této Smlouvy ze strany Zdravotnického
zafizeni nebo Zkousejictho budou predem
schvédlena Zadavatelem, ktery takovy souhlas
nesmi bezdlivodné odepfit. Zdravotnické zafizeni
ani  ZkousSejici nebudou sdélovat a budou
vyzadovat, aby jeho zaméstnanci nesdélovali tfetim
strandm zadné dalSi podrobnosti ke Studijnim
datiim, nez jaké uz byly zvefejnény v publikacich,
prezentacich nebo sdélenich.

9.3 Survival.  This Section 9
“Publication and Publicity shall survive
termination or expiration of this Agreement.

9.3 Pietrvavajici platnost. Tento
¢lanek 9 ,,Publikovani a reklama* zastava
v platnosti i po ukonceni nebo skonceni platnosti
Smlouvy.

10. MISCELLANEOUS

10. RUZNE

10.1 Relationship of Parties.
Institution and Investigator shall and ensure
that  Subinvestigator and Study Team
Members, will perform services under this
Agreement as independent contractors of
Sponsor and CRO. Institution and
Investigator shall not and ensure that neither

10.1  Vztahy mezi Stranami.
Zdravotnické zatizeni a ZkouSejici budou sluzby
podle této Smlouvy poskytovat jako nezavisly
dodavatel Zadavatele a CRO a zajisti, aby tak Cinili
také Spoluzkousejici a Clenové studijniho tymu.
Zdravotnické zafizeni ani ZkouSejici nebudou
povazovani za zaméstnance nebo zdstupce
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Subinvestigator nor Study Team Members
will be considered an employee or agent of
Sponsor or CRO nor shall this Agreement
constitute, create or in any way be interpreted
as a joint venture, partnership or formal
business organization of any kind. In that
respect, no Party shall have the authority to
execute any agreement on behalf of another
Party, nor shall any Party have any authority
to negotiate any agreement, except as another
Party may expressly direct in writing.

Zadavatele ¢i CRO a tato Smlouva nezaklada nebo
nevytvaii spole¢ny podnik, partnerstvi nebo jinou
formalni obchodni spole¢nost jiného typu ani tak
nebude vykladana, a zajisti, aby to platilo také pro
Spoluzkousejici a Cleny studijniho tymu. V tomto
ohledu nemaji Strany pravo vstupovat do
smluvnich zavazki za druhou Stranu ani vést
jednani o jakychkoli smlouvéach a dohodach, pokud
k tomu nedostanou vyslovny pokyn od druhé
Strany.

Neither Sponsor nor CRO shall be responsible
for any employee benefits, pensions, workers’
compensation, withholding, or employment-
related taxes as to the Investigator or
Institution or Study Team Members.

Zadavateli ani CRO nevznikd povinnost
poskytovat  Zkousejicimu, Zdravotnickému
zafizeni ani Clenim studijniho tymu jakékoli
zameéstnanecké vyhody, hradit za néj pfispévky na
penzijni pojisténi, uzavtit v jeho prospéch pojisténi
zaméstnavatele pro pfipad urazu, uplatiiovat z jeho
pfijmi srazkovou dan nebo za néj odvadét dané
V souvislosti se zaméstnaneckym pomérem.

10.2  Use of Name. Except as may
be required by law or the rule of any nationally-
recognized securities exchange, no Party will
use the name, trademarks, logos, symbols, or
other images of any Party hereto for any
marketing, advertising or public relations
purposes without the prior written consent of
the affected Party, except that the Sponsor may
use the Institution and Investigator’s name, , in
Study publications and communications,
including clinical trial websites and Study
newsletters. Sponsor will register the Study
with a public clinical trials registry in
accordance with applicable laws and
regulations and will report the results of the
Study publicly when and to the extent required
by applicable laws and regulations.

10.2  PouZivani jména. S vyjimkou
pfipadd, kdy to vyzaduji pravni ptfedpisy nebo
pravidla wvnitrostatni uznavané burzy cennych
papirti, nebude zadna ze Stran bez pifedchoziho
pisemného souhlasu druhé Strany pouzivat pro
ucely marketingu, reklamy nebo styku s vefejnosti
(PR) jeji jméno, ochranné znamky, loga, symboly
ani jiné obrazky. Zadavatel je ale opravnén
pouzivat jméno Zdravotnického zafizeni a jméno
Zkousejiciho v publikacich a komunikaci
tykajicich se Studie, véetné¢ webovych stranek
klinického hodnoceni a zpravodaji ke Studii.
Zadavatel bude Studii registrovat v souladu
S ptislusnymi zdkony a ptedpisy a oznami vysledky
Studie vefejné ve lhité a v rozsahu ulozeném
ptislusnymi zakony a ptredpisy.

10.3  Governing
Law/Jurisdiction. This Agreement governed
and construed in accordance with the laws of
the Czech Republic. For the interpretation,
compliance and execution of this Agreement
the Parties expressly agree to be subject to the
jurisdiction of the competent courts of Prague,
Czech Republic expressly and irrevocably
waiving any other jurisdiction that could
correspond to them as consequence of their
present or future domiciles, or by any other
reason.

10.3  Rozhodné pravo; soudni
prislu$nost. Tato Smlouva se ¥idi zdkony Ceské
republiky aje vykladana podle nich. Pro vyklad,
dodrzovani aplnéni této Smlouvy se Strany
vyslovné dohodly, Zze se podiidi jurisdikei
piislusnych soudti v Praze, Ceskd republika,
pficemz se vyslovné a neodvolatelné vzdavaji
jakékoli jiné jurisdikce, které by mohly piipadné
podléhat podle jejich soucasného nebo budouciho
sidla nebo z jakéhokoli jiného divodu.

10.4  Severability. In case any one
or more of the provisions contained in this
Agreement is, for any reason, held to be
invalid, illegal or unenforceable in any respect
by a court with competent jurisdiction, such

104  Oddélitelnost ustanoveni.
V piipadé, Ze pfislusny soud prohlasi nekteré nebo
vice ustanoveni této dohody za neplatné,
nezakonné nebo nevymahatelné z jakéhokoli
divodu, nema takova neplatnost, nezdkonnost nebo
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invalidity, illegality or unenforceability shall
not affect the other provisions of this
Agreement, and this Agreement shall be
construed as if such invalid, illegal or
unenforceable provision had never been
contained in this Agreement. If moreover, any
one or more of the provisions contained in this
Agreement is for any reason held to be

nevymahatelnost vliv na ostatni ustanoveni
Smlouvy aSmlouva bude vykladana, jako by
takové neplatné, nezakonné nebo nevymahatelné
ustanoveni nikdy neobsahovala. Pokud bude
nekteré z ustanoveni Smlouvy z jakéhokoli ditvodu
povazovano za prili§ Siroké, pokud jde o trvani,
geografickou plisobnost, Cinnost nebo predmet,
bude jeho vyklad omezen tak, aby ustanoveni bylo

below, any notice required or permitted to be
sent under this Agreement shall be in writing
and is deemed given and received (a) upon
personal delivery to the appropriate address,
(b) three (3) days after the date of mailing to
the address(es) below when sent registered or
certified mail; (c) one (1) business day after
facsimile transmission to the number(s) below,
with transmission confirmed and followed by
mailing pursuant to (b), (d) acknowledged e-
mail, or (e) two (2) business days after sending
to the address(es) below by nationally
recognized bonded courier. Notice information
is as follows:

excessively broad as to duration, geographical | vymahatelné v rozsahu sluditelném s aktualné
scope, activity or subject, it shall be construed | platnymi pravnimi ptedpisy.
by limiting and reducing it, so as to be
enforceable to the extent compatible with the
applicable law as it then appears.
10.5 Notices. Except as provided 10.5 Pisemna komunikace.

S vyjimkou nize uvedenych piipadd musi mit
kazdé oznameni pozadované nebo povolené podle
této Smlouvy pisemnou podobu a je povaZzovano za
dorucené (a) osobnim doru¢enim na pfiislusSnou
adresu, (b) tfi (3) dny po datu odeslani na nize
uvedenou adresu (adresy) doporucenou postou,
(c) jeden (1) pracovni den po odeslani faxem na
nize uvedené faxové Cislo (Cisla) s potvrzenim
0 uspéSném prenosu ase zaslanim jes$t¢ posStou
podle bodu (b) nebo (d) dorucenim potvrzeni
0 doruceni e-mailové zpravy nebo (e) dva
(2) pracovni dny po odeslani na nize uvedenou
adresu (adresy) vnitrostatni uznavanou kuryrni
sluzbou s pojisténim zasilek. Udaje pro zasilani
oznameni:

Institution:

Zdravotnické zafizeni:

Krajska nemocnice T. Bati, a. s.
Havlickovo nabtezi 600

Krajska nemocnice T. Bati, a. s.
Havli¢kovo nabtezi 600

762 75 Zlin 762 75 Zlin

Czech Republic Ceska republika
Telephone: N/A Telefon: N/A
Attention: N/A K rukam: N/A

Email: Email:
Facsimile: N/A Fax: N/A

Zkousejici: RSO0 0004

Cardiology Department
Krajska nemocnice T. Bati, a.s.
Havli¢kovo nabiezi 600

762 75 Zlin
Czech Republic
Telephone: XXXXXXXXX'XXXXXXXXX

Kardiologické oddéleni
Krajska nemocnice T. Bati, a.s.
Havli¢kovo nabtezi 600

762 75 Zlin
Ceska republika

Sponsor: Cardior Pharmaceuticals GmbH

Zadavatel: Cardior Pharmaceuticals GmbH

Hollerithallee 20

Hollerithallee 20

Cardior EEOORRRRRN CDR132L_CZE_CTA TRI_site/ 0000008 KNTB_PI e

_23Nov22
Page 36 of 52




\ CONFIDENTIAL

\ DUVERNE

D-30419 Hannover

D-30419 Hannover

Germany Germany
XX X X XXX XXX Attention:
Email: E-mail:
with copy to S kopii:
CRO: IQVIA Biotech LLC CRO: IQVIA Biotech LLC

2400 Ellis Road, Pod A, Level 4

2400 Ellis Road, Pod A, Level 4

Durham, NC 27560 USA 27703

Durham, NC 27560 USA 27703

Attention: K rukém:
cc: Legal Counsel Kopie: pravnik spole¢nosti
Facsimile: Facsimile:

Email: Email:

10.6 Non-Waiver. The omission, or
delay, by any Party at any time to enforce any
right or remedy reserved to it, or to require
performance of any of the terms, covenants or
provisions hereof, by another Party, shall not
be a waiver of any such right or remedy to
which the Party is entitled. Any waiver by any
Party of a breach by another Party of this
Agreement shall not operate or be construed as
a waiver of any subsequent breach by such
other Party.

10.6 Nevzdani se prav. Opomenuti
Strany kdykoli uplatnit jakékoli pravo nebo
opravny prostfedek, ktery ji nalezi, nebo pozadovat
plnéni jakychkoli podminek, zavazkii nebo
ustanoveni této Smlouvy druhou Stranou nebo
prodleni pii jejich uplatiovani, resp. vymahani
nebude povazovano za vzdani se jakéhokoli
takového prava nebo opravného prostiedku, které
Stran€ nalezi. Vzdani se prav v piipad¢ poruseni
této Smlouvy druhou Stranou nebude mit za
nasledek vzdani se prav v pfipadé¢ nasledného
poruseni Smlouvy druhou Stranou ani tak nebude
vykladano.

10.7 Successors and Assigns.
Institution and Investigator shall not assign,
subcontract or otherwise transfer any of its
rights or obligations hereunder, or any part
hereof, whether by operation of law or
otherwise, without the prior written consent of
Sponsor. Institution and Investigator
acknowledge that Sponsor shall have the right
to assign or delegate this Agreement or any
portion thereof without the consent of
Institution and/or  Investigator. This
Agreement inures to the benefit of and is
binding upon the successors and permitted
assigns of the Parties. Any purported
assignment not consistent with this Section
10.7 is null and void. .

10.7 Pravni nastupci a postupnici. Bez
predchoziho pisemného souhlasu Zadavatele nesmi
Zdravotnické zafizeni ani ZkousSejici sva prava
a povinnosti z této Smlouvy ani zadnou jejich ¢ast
ze zakona ani jinym zpusobem postupovat nebo
pfevadét ani jejich uplatiovanim ¢i plnénim
povefovat tfeti osoby. Zdravotnické zatizeni
a Zkousejici berou na védomi, ze Zadavatel ma
pravo postoupit nebo delegovat tuto Smlouvu nebo
jakoukoli jeji ¢ast i bez souhlasu Zdravotnického
zatizeni a/nebo Zkousejicitho. Tato Smlouva plati
aje zévazna ipro pravni nastupce a schvalené
postupniky Stran. Pfipadné postoupeni v rozporu
s ustanovenimi tohoto bodu 10.7 je neplatné od
samého pocatku.

10.8 Limitation of Liability.
Sponsor's liability under this Agreement shall
be limited as follows: Sponsor shall be fully
liable for damages in the event of intent or
gross negligence. In the event of slight
negligence (leichte Fahrlissigkeit), Sponsor
shall only be liable for damages resulting from
injury to life, body and health as well as for

10.8 Omezeni odpovédnosti.
Odpovédnost Zadavatele ztéto Smlouvy je
omezena takto: Zadavatel nese plnou odpoveédnost
za Skody v ptipad¢ timyslu nebo hrubé nedbalosti.
V piipadé¢  lehké  nedbalosti  (ném. leichte
Fahrldssigkeit) odpovida Zadavatel pouze za Skody
vzniklé v disledku amrti, télesné Gjmy a Gjmy na
zdravi aza Skody vzniklé v disledku poruSeni
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damages resulting from the breach of an
essential contractual obligation (i.e. an
obligation the fulfilment of which is essential
for the proper performance of this Agreement
and the observance of which the contractual
partner may regularly rely on). In the event of
a breach of an essential contractual obligation,
the liability of Sponsor shall be limited to the
foreseeable, typically occurring damages. The
limitations of liability set out herein shall also
apply to any special, incidental, consequential
or indirect damages arising from or in relation
to this agreement (whether in contract, tort,

podstatné smluvni povinnosti (tj. povinnosti, jejiz
splnéni je nezbytné pro fadné plnéni této Smlouvy
ana jejiz dodrzeni se muZze smluvni partner
pravideln¢ spoléhat). V piipadé poruSeni zakladni
smluvni povinnosti je odpovédnost Zadavatele
omezena na predvidatelné, obvykle vznikajici
Skody. Omezeni odpovédnosti podle této Smlouvy
se vztahuji také na pfipadné zvlastni, nahodné,
nasledné nebo nepiimé Skody vzniklé z této
Smlouvy nebo v souvislosti s ni (at’ uz na zaklade
smlouvy, obcanskopravniho deliktu, nedbalosti,
objektivni odpovédnosti, ze zakona nebo jinak).

negligence, strict liability, by statute or
otherwise).
10.9 Independent Research. 10.9 Nezavisly vyzkum. Zadné

Nothing in this Agreement shall be construed
as limiting the freedom of individuals
participating in this work, whether paid under
this Agreement or not, to engage in similar
research made independently under other
grants, contracts or agreements with Parties
other than the Sponsor, so long as the
individuals are in compliance with the terms
and conditions of Sections 5 and 8, as
applicable.

ustanoveni této Smlouvy nesmi byt vykladano jako
omezeni svobody jednotlivct, kteti se podileji na
této praci, bez ohledu na to, zda jsou placeni podle
této Smlouvy, provadét podobny vyzkum nezavisle
na zékladé¢ jinych grantd, smluv nebo dohod
S jinymi stranami nez se Zadavatelem, pokud tito
jednotlivei dodrzi ustanoveni ¢lanku 5, resp. 8.

10.10 Headings. The subject
headings are solely for convenience and shall
not be used to alter or interpret the contents of
this Agreement.

10.10 Nadpisy. Nadpisy tykajici se
pfedmétu ustanoveni slouzi vyhradné praktickym
ucelim a nijak neméni obsah této Smlouvy ani
nemaji vliv na jeho vyklad.

10.11 No Implied Rights or
Licenses. The Parties agree that no Party,
transfers to the other Party by operation of this
Agreement any patent right, copyright right,
trademark right of any Party, except as
specifically provided in this Agreement. . This
Section 10.11 survives termination of this
Agreement.

10.11 ZAidna implicitni prava ani
licence. Strany se dohodly, Ze zadna Strana
nepfevede na zakladé této Smlouvy na druhou
Stranu zadné patentové pravo, autorské pravo ani
pravo kochranné znamce kterékoli Strany,
s vyjimkou pfipadi vyslovné uvedenych v této
Smlouvé. Tento bod 10.11 zastava v platnosti i po
vypovézeni Smlouvy.

10.12  Counterparts. This
Agreement may be executed in multiple
counterparts, each of which is deemed an
original and all of which together constitute
one instrument.

10.12 Stejnopisy. Tuto Smlouvu je
mozné vyhotovit ve vice stejnopisech, z nichz
kazdy bude povazovan za original a vSechny
spole¢né predstavuji jednu a tutéz Smlouvu.

10.13 Entire Agreement;
Amendment; Conflict of Terms. This
Agreement, together with the attached

Exhibits, contains the entire agreement and
understanding by and between Institution,
Investigator and Sponsor with respect to the
subject matter hereof and supersedes any prior
agreement, understanding or arrangement
between Institution, Investigator and Sponsor,
whether oral or in writing. Representations,

10.13 Uplnost ujednani; zmény
a dodatky; rozpor mezi podminkami. Tato
Smlouva spolu s jejimi pfilohami predstavuje Giplné
ujednani mezi  Zdravotnickym  zafizenim,
Zkousejicim a Zadavatelem ohledné¢ predmétu
Smlouvy anahrazuje piipadné piedchozi stni
nebo pisemné dohody aujednani mezi
Zdravotnickym zafizenim, Zkousejicim
a Zadavatelem. Prohlaseni, zavazky nebo pfisliby
se povazuji za ucinéné nebo vyplyvajici z Gstnich
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undertaking or promise shall be taken to have
been given or be implied from anything said or
written in negotiations between the Parties
prior to this Agreement except as expressly
stated in this Agreement. No amendment,
waiver or modification of any provision of this
Agreement is effective against a Party unless
that Party has consented thereto in writing and
signed by its authorized representatives of
Institution, Investigator and Sponsor. In the
event of a conflict between the terms of this
Agreement and the terms of the Protocol, (a)
with respect to issues of medicine or subject
safety, the terms of the Protocol govern and (b)
in all other cases, the terms of this Agreement
govern.

nebo pisemnych prohlasenich pii vyjednavani mezi
Stranami pfed uzavienim této Smlouvy, pokud
Vv této Smlouve neni vyslovné uvedeno néco jiného.
Dodatky ke Smlouvé, nevyméhani dodrzovani
ustanoveni Smlouvy nebo zmény jejich ustanoveni
jsou vic¢i Stranam UcCinné pouze v piipad€, Ze
s nimi Strany souhlasily pisemné prostfednictvim
opravnénych zastupcti Zdravotnického zafizeni,
Zkousejiciho a Zadavatele. V pifipadé rozporu
mezi ustanovenimi této Smlouvy a ustanovenimi
Protokolu maji (a) v 1ékatskych zdlezitostech nebo
ohledné bezpecnosti pacient prednost ustanoveni
Protokolu, (b) ve vSech ostatnich pfipadech
ustanoveni Smlouvy.

10.14 Force Majeure. Any delays
in performance by a Party under this
Agreement shall not be considered a breach of
this Agreement if and to the extent caused by
occurrences beyond the reasonable control of
the Party affected, including but not limited to
acts of God, accidents, wars, riots, embargoes,
delay of carriers, inability to obtain materials,
failure of power or natural sources of supply,
acts, injunctions, or restraints of government or
other force majeure preventing such
performance, strikes or other concerted acts of
workers, fire, earthquake, flood, explosion,
riots, wars, civil disorder, rebellion or
sabotage. The Party suffering the occurrence
shall immediately notify the other Party as
soon as practicable and any time for
performance hereunder is extended by the
actual time of delay caused by the occurrence,
so long as the Party affected by the event uses
reasonable efforts to overcome the delay.

10.14 Okolnosti vylucujici
odpovédnost. Ptipadné prodleni v plnéni nékterou
ze Stran podle této Smlouvy nebude povazovano za
poruseni Smlouvy, bude-li zptisobeno udalostmi
mimo pfiméfenou kontrolu dotéené Strany,
napt. zadsahem vys$§i moci, nehodou, valkou,
nepokoji, embargem, zpozdénim dopravci,
nemoznosti ziskat material, vypadkem energie
nebo pfirodnich zdroji dodédvek, jednanim,
zakazem nebo omezenim ze strany statu nebo jiné
vys§i moci, které brani takovému plnéni, stavkou
nebo jinou dohodnutou akci zaméstnanci,
pozarem, zemétiesenim, zaplavami, vybuchem,
nepokoji, valkou, ob¢anskymi nepokoji, vzpourou
nebo sabotazi. Strana postizena takovou udalosti to
neprodlen¢ oznami druhé Strané, jakmile to bude
mozné, a lhlita pro plnéni podle této Smlouvy se
prodlouzi o skute¢nou dobu prodleni zptisobenou
takovou udalosti, pokud Strana postizena udalosti
vynalozi ptimétené usili k prekonani prodleni.

10.15 Anti-Kickback and
Anti- Fraud. |Institution and Investigator
agree that its/their judgment with respect to the
advice and care of each Study subject will not
be affected by the compensation they receive
from this Agreement, that such compensation
does not exceed the fair market value of the
services they are providing, and that no
payments are being provided to them for the
purpose of inducing them to purchase or
prescribe any drugs, devices or products.

10.15. Zakaz vyplaceni provizi
aochrana proti podvodum. Zdravotnické
zafizeni a ZkousSejici se zavazuji, ze jejich usudek
ohledné konzultaci a péce o pacienty ve Studii
nebude nijak ovlivnén odménou, ktera jim bude
vyplacena podle této Smlouvy, a potvrzuji, ze tato
odmeéna nepfevySuje béznou odménu za sluzby,
které budou poskytovat, a Ze jim nejsou vyplaceny
zadné dalsi Castky za ticelem navadét je k nakupu
nebo predepisovani urcitych 1é¢iv, zdravotnickych
prosttedkli nebo vyrobki.

If the Sponsor provides any free
products or items for use in the Study,
Institution and Investigator agree that it/they
will not bill any Study subject, insurer or

Bude-li Zadavatel poskytovat k pouziti
ve Studii néjaké vyrobky nebo polozky zdarma,
zavazuji se Zdravotnické zafizeni a Zkousejici, Ze
takové vyrobky a polozky nebudou uctovat
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governmental agency, or any other third party,
for such free products or items.

Subjektim studie, pojiStovnam, statu ani jinym
tfetim osobam.

Institution and Investigator agree
that it/they will not bill any Study subject,
insurer, or governmental agency for any visits,
services or expenses incurred during the Study
for which they have received compensation
from Sponsor, or which are not part of the
ordinary care they would normally provide for
the Study subject, and that Institution and
Investigator will not pay another physician to
refer subjects to the Study.

Zdravotnické zatizeni a Zkousejici se
zavazuji, ze nebudou pacientim ve Studii,
pojistovndm ani statu uctovat navstévy, sluzby ani
vydaje, které jim vzniknou v prubéhu Studie a za
néz budou od Zadavatele dostavat odménu,
ptipadné které nebudou soucasti bézné 1éCby, jiz by
pacientim  ve  Studii  jinak  poskytovali.
Zdravotnické zafizeni a Zkousejici se také
zavazuji, ze nebudou jinym lékaiim vyplacet
zadnou odménu za doporuceni pacienti do Studie.

10.16 Anti-Bribery.
Institution and Investigator agree that the fees
to be paid pursuant to this Agreement represent
fair compensation for the services to be
provided by Institution and Investigator.
Institution and Investigator each represents and
warrants and that payments or items of value
received pursuant to this Agreement or in
relation to the Study will not influence any
decision that Institution, Investigator or any of
their respective owners, directors, employees,
agents, consultants, or any governmental
authority or instrumentality, or of a public
international organization, or of any agency or
subdivision thereof under this Agreement may
make, as a Government Official or otherwise,
in order to assist Sponsor to secure an improper
advantage or obtain or retain business.

10.16. Protikorup¢ni ujednéni.
Zdravotnické zatizeni a ZkouSejici potvrzuji, ze
Castky vyplacené podle této Smlouvy piedstavuji
pfiméfenou odménu za sluzby poskytované
Zdravotnickym zafizenim a Zkousejicim.
Zdravotnické zatizeni a ZkouSejici kazdy za sebe
prohlasuji a zarucuji se, ze platby nebo hodnotné
plnéni, které obdrzi podle této Smlouvy nebo
v souvislosti sni, neovlivni rozhodnuti, které
Zdravotnické zafizeni, Zkousejici nebo jejich
vlastnici, Clenové statutarniho organu,
zameéstnanci, zastupci ¢i konzultanti nebo ptipadné
statni ufady a orgény, vefejnopravni mezinarodni
organizace, agentury nebo jejich oddéleni podle
této Smlouvy uéini jakozto Ufedni osoba &i v jiném
postaveni, aby Zadavateli pomohli ziskat n&jakou
neopravnénou vyhodu nebo ziskat ¢i udrzet si
zakazku.

Institution and Investigator each
further represents and warrants that neither
it/they nor any of its/their respective owners,
directors, employees, agents, or consultants,
nor any payee under this Agreement, will, in
order to assist Sponsor or CRO to secure an
improper advantage or obtain or retain
business, directly or indirectly pay, offer or
promise to pay, or give any items of value to
any person or entity for purposes of (i)
influencing any act or decision; (ii) inducing
such person or entity to do or omit to do any
act in violation of their lawful duty; (iii)
securing any improper advantage; or (iv)
inducing such person or entity to use influence
with the government or instrumentality thereof
to affect or influence any act or decision of the
government or instrumentality.

Zdravotnické zafizeni a ZkousSejici
dale prohlasuji a zarucuji se, Ze oni sami ani jejich
vlastnici, ¢lenové jejich statutdrniho organu,
zameéstnanci, zastupci, konzultanti nebo jini
ptijemci plateb podle této Smlouvy nebudou ve
snaze pomoci Zadavateli nebo CRO ziskat
neopravnénou vyhodu nebo ziskat ¢i si udrzet
zakazku pfimo ani nepfimo vyplacet zadné castky,
nabizet nebo slibovat jejich vyplaceni ani
poskytovat zadné jiné hodnotné plnéni Zadné
fyzické ani pravnické osobé, aby (i) ovlivnili
néjaky tkon ¢i rozhodnuti, (ii) pfiméli takovou
fyzickou ¢i pravnickou osobu ucinit, nebo naopak
neuCinit néjaky tkon a tim porusit jejich zakonnou
povinnost, (iii) ziskali neopravnénou vyhodu nebo
(iv) priméli takovou fyzickou ¢i pravnickou osobu,
aby vyuzila svého vlivu na organy statni spravy
nebo mistni samospravy a tim ovlivnila jejich
jednani nebo rozhodnuti.

In addition to other rights or
remedies under this Agreement or at law,
Sponsor may terminate this Agreement if
Institution or Investigator breaches any of the

Vedle dalSich prav  aprévnich
prosttedku, které Zadavateli piislusi podle této
Smlouvy nebo ze zdkona, je Zadavatel opravnén
vypoveédét tuto Smlouvu, jestlize Zdravotnické
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representations or warranties contained in this
Section or if Sponsor learns that improper
payments are being or have been made to or by
Institution or Investigator or any individual or
entity acting on its or their behalf.

zafizeni nebo ZkouSejici porusi nékterd ze svych
prohlaseni a uji§téni uvedenych v tomto bod¢€ nebo
jestlize se Zadavatel dozvi, ze Zdravotnické
zafizeni, Zkousejici nebo jina fyzicka ¢i pravnicka
osoba jednajici jejich jménem vyplaceji nebo
vyplatily né¢jakou neopravnénou castku nebo je ¢i
byla néjaka neopravnéna Castka vyplacena jim.

10.17 Survival. In addition
to those Articles or Sections explicitly
providing for their survival following

termination of this Agreement (which shall
also survive any expiration of this Agreement
even if not expressly stated herein), Sections
1.2,15,17,18,25,3,4,5,6,74,8,9, and
10 of this Agreement shall survive any
termination or expiration of this Agreement.

10.17 Pietrvavajici  platnost.
Vedle ¢lankt nebo bodd, v nichz je vyslovné
uvedeno, ze zustavaji v platnosti i po vypovézeni
této Smlouvy (v¢etné skonéeni jeji platnosti, i kdyz
to vnich neni vyslovné uvedeno), zlstavaji
v platnosti i po ukonceni nebo skonéeni platnosti
Smlouvy také ¢lanky a body 1.2, 1.5, 1.7, 1.8, 2.5,
3,4,5,6,7.4,8,9a10 Smlouvy.

10.18 Each Party represents
and warrants that it has the power and authority
to enter and perform its obligations under this
Agreement without conflict with, default
under, or violation of any law, regulation, or
agreement binding upon it. Each Party
represents and warrants that this Agreement
has been duly and validly executed and
delivered by it and constitutes its legally valid
and binding obligation, enforceable in

10.18 Kazda Strana prohlasuje
a zarucuje se, Ze je opravnéna a zmocnéna uzaviit
tuto Smlouvu a plnit zavazky z ni, aniz by tim byla
vrozporu s platnymi zakony, nafizenimi nebo
jinou smlouvou, ktera je pro ni zavazna, resp.
dopoustéla se jejich neplnéni nebo poruSeni. Kazda
Strana prohlasuje a zarucuje se, Ze tuto Smlouvu
uzaviela fadné a zakonnym zpiisobem a Ze tato
Smlouva pro ni predstavuje pravné platny
a zavazny zavazek, ktery je vynutitelny v souladu

accordance with its terms, except as |Spodminkami Smlouvy, pokud vynutitelnost neni
enforcement may be limited by law or in | omezena ze zakona nebo podle prava ekvity.
equity.

THIS SECTION IS INTENTIONALLY | TATO CAST JE ZAMERNE PONECHANA
LEFT BLANK PRAZDNA
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IN WITNESS WHEREOF NA DUKAZ TOHO

the Parties hereto have executed this Agreement by | byla tato Smlouva v nize uvedené dny
their respective duly authorized signatories on the | podepsana Stranami prostfednictvim jejich
dates specified below to take effect on and as of the | fadné opravnénych zastupci a vstupuje
Effective Date. v platnost anabyva u¢innosti ke Dni
ucinnosti.

IQVIA BIOTECH, LTD. ON BEHALF OF CARDIOR PHARMACEUTICALS GMBH/ ZA IQVIA
BIOTECH, LTD. ZA SPOLECNOST CARDIOR PHARMACEUTICALS GMBH

By/Podpis:

Print Name/ Jméno htilkovym pismem: RESGGES SO

Title/ Funkce: [ AR

Date/Datum:

INSTITUTION/ZDRAVOTNICKE ZARIZENI

By/Podpis:

Print Name/ Jméno hilkovym pismem:

Title/ Funkce:

Date/Datum:

INVESTIGATOR/ ZKOUSEJICI

By/Podpis:

Print Name/ Jméno htilkovym pismem: pESGEGES SO

Date/Datum;
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EXHIBIT A

PRILOHA A

BUDGET AND PAYMENT SCHEDULE

ROZPOCET A PREHLED PLATEB

In full consideration for performance of the Study
by the Institution , the Sponsor (directly or
through its designee) will pay the Institution and
Investigator according to this payment schedule
(exclusive of VAT). The Parties agree that
payments will be made to Institution to separate
bank accounts as payee (‘“Payee”).

Zadavatel zaplati Zdravotnickému zafizeni plnou
uhradu za provadéni Klinického hodnoceni
Zdravotnickym zafizenim a Zkousejicim (pfimo
nebo prostfednictvim své povefené osoby)
v souladu s timto harmonogramem plateb (bez
DPH). Smluvni strany Se dohodly, Ze platby
budou provadény Zdravotnickému zafizeni
jakozto pfijemci plateb (dale jen ,Pfijemci
plateb®) na samostatné bankovni Gcty.

Estimated value of this Agreement is 809 715,00 CZK per 5 patients./Pfedpokladana hodnosta této
smlouvy je 809 715,00 K¢ za 5 pacientd.

1. All budget amounts herein are noted in CZK
and are inclusive of 20% overhead, where
applicable. Payments will be calculated every
three months based upon completion of all
electronic case report forms and resolution of
all queries/data corrections for the particular
visit. All payments will be made in CZK
within forty-five (45) days. Sponsor will hold
ten percent (10%) of all payments due (not
including invoiceable items) until completion
of the Study at the Institution. Sponsor will
pay any open balance in a final payment to
payee when (a) all required Subject visits
have been completed, (b) Institution or
Investigator has submitted all electronic case
report forms to Sponsor or CRO in a form
suitable for use, (c) all data clarification
queries have been resolved to Sponsor’s
satisfaction, (d) the Study close-out visit has
been completed (if applicable), (e) Sponsor or
CRO has verified that all required regulatory
documentation is complete, and (f) Institution
or Investigator have returned all required
equipment, study products and other material
to Sponsor or CRO.

2. If Sponsor has overpaid Institution, Sponsor
may deduct the amount of such overpayment
from its next payment to Institution.

1. VSechny ¢astky rozpocétu zde jsou uvedeny
vCZK ajsou vcetné 20% piipadnych
rezijnich nakladd. Platby budou vypocitavany
kazdé tfi mésice na zakladé vyplnéni vSech
elektronickych zdznami subjektu hodnoceni
a vyreSeni vSech dotazi / oprav udaji za
konkrétni navstévu. VSechny platby budou
provadény v CZK do Ctyficeti péti (45) dnt.
Zadavatel si ponecha 10 % vSech splatnych
plateb (krom¢ fakturovatelnych polozek) az
do dokonéeni Klinického hodnoceni ve
Zdravotnickém zatizeni. Jakykoli neuhrazeny
zustatek zaplati Zadavatel Ptijemci plateb
VvV zaveérecné platbé, az a) budou dokonceny
vSechny pozadované navstévy Subjekti, b)
Zdravotnické zafizeni nebo ZkousSejici
odesSlou vSechny elektronické zaznamut
subjektu hodnoceni Zadavateli nebo CRO ve
formé vhodné pro pouziti, ¢) budou vyfeseny
vSechny dotazy ohledné objasnéni udaju ke
spokojenosti Zadavatele, d) bude dokoncena
ukoncovaci navstéva Klinického hodnoceni
(je-li relevantni), e) Zadavatel nebo CRO
overi, ze je veskera pozadovana regulacni
dokumentace kompletni, a f) Zdravotnické
zafizeni nebo ZkouSejici vrati veskeré
pozadované vybaveni, hodnocené pfipravky
a dalsi materialy Zadavateli nebo CRO.

2. Pokud Zadavatel Zdravotnickému zafizeni
preplatil, mize si Castku takovéhoto preplatku
odecist ze své piisti platby Zdravotnickému
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Otherwise, Institution will refund any
overpayment within thirty (30) days of receipt
of a refund request.

. All ethics committee fees (actual costs) will
be paid on a pass-through basis upon receipt
of invoice from Institution.

. Sponsor will provide a non-refundable study
start-up fee in the amount of CzZK
m for activities associated with
the initial administrative preparation and
development of regulatory compliance forms
and start-up support required before initiation
of the study upon execution of this Agreement

and receipt of separate invoice from
Institution.

. Institution will be reimbursed costs for
completed Screen Failure (SF) at the rate
noted in the per patient budget, as follows: SF
per one (1) Subject, the third SF will be
reimbursed if the Institution enrolls 5 eligible
Subjects, the fourth SF will be reimbursed if
the Institution enrolls another 5 (10 in total)
eligible Subjects, etc. that were consented and
participated in pre-screening. Subjects that
were consented but failed at screening due to
inability to meet a specific
inclusion/exclusion criterion based on the
results of a study procedure performed.
Screen failures will be payable upon receipt
of separate invoice that includes the screen
failure log and back-up documentation
outlining actual costs per procedure
(including inclusion/exclusion failure reason)
to qualify for payment.

Institution requests to have a financial
reserve/advanced payment for trial subjects
travel reimbursement in the amount of CZK
R The reserve will be paid by
Sponsor/CRO upon receipt of detailed
invoice. This invoice will be issued
immediately after the execution of this
Agreement. Any unspent part of the financial
reserve/advanced payment will be returned
by the Institution without undue delay within

zafizeni. Jinak Zdravotnické zafizeni vrati
jakykoli pteplatek do tficeti (30) dni od
obdrzeni zadosti o vraceni.

. VSechny poplatky etické komisi (skute¢né

naklady) budou hrazeny jako
prefakturovatelny naklad po obdrzeni faktury
od Zdravotnického zatizeni.

. Zadavatel poskytne nevratny poplatek za

zahajeni klinického hodnoceni ve vysi
K¢ za Ccinnosti spojené

S pocatecni administrativni pripravou
a tvorbou formulaiti k dodrzeni regulacnich
pozadavki a s pocate¢ni podporou
pozadovanou pred zahajenim klinického
hodnoceni po wuzavieni této Smlouvy
a obdrzeni samostatné faktury od
Zdravotnického zafizeni.

. Zdravotnickému zafizeni budou proplaceny

naklady za provedené SF v sazb€ uvedené v
rozpoctu na pacienta, a to nasledovné: SF za
jeden (1) Subjekt, tfeti SF bude proplacena,
pokud Zdravotnické zafizeni zatadi 5
zpusobilych  Subjekt, c¢tvrta SF  bude
proplacena, pokud Zdravotnické zafizeni
zafadi dal§ich 5 (celkem 10) zplsobilych
Subjektt, atd od nichz byl ziskan
informovany souhlas a které podstoupily
predvstupni  vysetfeni.  Subjektd, které
poskytly souhlas, ale neuspély pfi screeningu
zdivodu nemoznosti splnit  konkrétni
zatazovaci/vylu€ujici kritérium na zaklade
vysledki provedeného postupu klinického
hodnoceni. Neuspésné screeningy budou
splatné po obdrzeni samostatné faktury, ktera
obsahuje protokol 0 netispésném screeningu
a podkladovou  dokumentaci  uvadéjici
skutecné naklady na zakladé postupt (vcetne
divodu neuspeéchu
u zatazovaciho/vylucujiciho kritéria), aby
byla zptisobila k proplaceni.

. Zdravotnické zafizeni pozadd o financni

rezervu na cestovni ndhrady subjektd studie
ve Vvysi K¢. Rezervu uhradi
Zadavatel/CRO po obdrzeni podrobné
faktury. Tato faktura bude vystavena ihned
po wuzavieni této smlouvy. Piipadnou
nevyCerpanou  Cast finanéni  rezervy
zdravotnické zafizeni vrati bez zbytecného
odkladu do 60 dni od ukonceni studie a
zaveérecného vyuctovani.
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60 days from Study Close-out and the final
statement.

Patient Travel Expenses (including meals)-
Invoiceable by the Institution without the
need for submission of receipts by patients, a
flat fee of CZK per patient/per
visit (applicable also for Screen Failure and
Unscheduled Visits). Long-distance or high-
cost travel requires prior written approval by
Sponsor. Pregnant Partner Expenses (travel
expenses and loss of time and inconvenience
associated with examination and provision of
information) - Invoiceable by the Institution
without the need for submission of receipts by
patients, a flat fee of CZK per
pregnant partner /per visit (applicable also for
Screen Failure and Unscheduled Visits).

. The research services rendered are deemed to
be performed at the service recipient's seat
from a VAT point of view. The service
recipient is liable for value added tax if value
added tax is applicable in the service
recipient's country and then has to self-
account for the VAT due.

Cestovni naklady pacienta (véetn¢ stravy) —
fakturovatelné zdravotnickému zatizeni bez

nutnosti  predkladdni ctenek pacienty,
pausalni poplatek m K¢ na
pacienta/za navstévu (tyka se také screen
failure a Neplanované navstévy). Cestovani
na dlouhé¢ vzdalenosti nebo cestovani s
vysokymi néklady vyzaduje ptedchozi
pisemny souhlas Zadavatele. Vydaje t€hotné
partnerky (cestovni naklady a ztrata Casu a
nepfijemnosti spojené¢ s vySetienim a
poskytovanim informaci) - fakturovatelné
zdravotnickym  zafizenim bez nutnosti

predkladani uétenek pacienty, pausalni
poplatek EEEEEEEEN Ke na tehotnou
partnerku / za navstévu (tyka se také screen
failure a Neplanované navstévy).

. Poskytnuté vyzkumné sluzby se z hlediska

DPH povazuji za uskuteénéné v sidle
pfijemce sluzby. Piijemce sluzby je
odpovédny za dan z ptidané hodnoty, pokud
se dan zpfidané hodnoty v zemi piijemce
sluzby uplatnuje, a poté musi splatnou DPH
samostatné zauctovat.

No other additional funding requests will be Bez  piedchoziho  pisemného  souhlasu
considered without the prior written consent of Zadavatele nebudeu brany v iivahu Zdadné dalsi
Sponsor. dodatecné Zadosti o financovdni.

Please submit invoices, along with any inquiries Faktury spolu s ptipadnymi dotazy tykajicimi se
relating to payments for this Study to the plateb za toto Klinické hodnoceni piekladejte
following with reference to the Protocol Number nasledujicim zptisobem s odkazem na faktufe na
and Investigator and/or Institution name on the Cislo protokolu ajméno Zkousejiciho a/nebo
Invoice: nazev Zdravotnického zafizeni:

Preferred electronically:
SitePayments.biotech@igvia.com

Or via mail at:
IQVIA Biotech LLC
Attn: Site Payments

2400 Ellis Road, Pod A, Level 4
Durham, NC 27703 USA

Tel: 919-484-1921
Fax: 919-484-7727

Prednostné elektronicky:
SitePayments.biotech@iqvia.com

Nebo postou na adresu:
IQVIA Biotech LLC
Attn: Site Payments

2400 Ellis Road, Pod A, Level 4
Durham, NC 27703 USA

Tel.: 919-484-1921
Fax: 919-484-7727

Invoices shall be issued to:

CARDIOR PHARMACEUTICALS GMBH
Hollerithallee 20

30419 Hannover

Faktury budou vystaveny na:
CARDIOR PHARMACEUTICALS GMBH
Hollerithallee 20

30419 Hannover

Germany Némecko
Cardior PECOOOOO®d CDR132L_CZE_CTA TRI_site/ 00000008 KNTB Pl fES SO
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VAT : DE307067481 DIC : DE307067481

Payment: All payments will be remitted to the ~ Platba: Vsechny platby budou poukazany
following Payees: nasledujicim Piijemctm plateb:

Payee — Institution / Piijemce plateb — Zdravotnické zafizeni:

Payee Name/ Nazev/jméno Ptijemce plateb: Krajska nemocnice T. Bati, a. s.
Payee Address/ Adresa Piijemce plateb: Havlickovo nabtezi 600, 762 75 Zlin, Czech
Republic
IC/Identification Number 27661989,
VAT/DIC: CZ27661989
Payee Contact Name/ Kontaktni osoba N/A
Piijemce plateb:
Payee Phone No./ Telefon Ptijemce plateb: N/A
Payee Email Address/ E-mailova adresa
Piijemce plateb:
Bank Account Number/ Cislo bankovniho 151203067/0300
uctu:
Bank Name/ Nazev banky: CSOB pobocka RCB Olomouc
Bank Address/ Adresa banky: Jeremenkova 42, 772 00 Olomouc, Czech
Republic
IBAN Number/ Cislo IBAN: CZ83 0300 0000 0001 5120 3067
SWIFT Code/ Kod SWIFT: BIC CEKO CZPP
Senders Reference/ Oznaceni platby Cardior - CDR132L
odesilatelem:

In case of changes in the Payee’s bank details, V pripadé zmeén bankovnich udajii Prijemce
Payee must inform CRO in writing. The Parties plateb musi Prijemce plateb informovat CRO
agree that in case of changes in bank details pisemné. Smiuvni strany se dohodly, ze v pripadé
which do not involve a change of Payees/Bank zmeén bankovnich udajii, které neznamenaji zménu
Account Name or change of country location of Prijemcii plateb / zménu ndazvu bankovniho uictu ¢i
bank account, no further amendments are zménu zemé umisténi bankovniho uctu, nebudou
required. vyzadovany zdadné dalsi dodatky.

Cardior EEOORRRRRN CDR132L_CZE_CTA TRI_site/ 0000008 KNTB_PI e

_23Nov22
Page 46 of 52



CONFIDENTIAL

DUVERNE

EXHIBITB

PRILOHA B

JOINT CONTROLLERSHIP
ARRANGEMENTS

UJEDNANI O SPOLECNE SPRAVE

1. Relationship of the Parties

1. Vztahy mezi Stranami

1.1 Sponsor and Institution both have an interest
in the results of the Study, and therefore have
jointly determined the Protocol and the manner
and means of collecting personal data from the
patients (personal data, under Art 4 no. 1
European General Data Protection Regulation
2016/679 ("GDPR™), means any information
relating to an identified or identifiable natural
person. An identifiable person is one who can be
identified, directly or indirectly, in particular by
reference to an identifier).

11 Zadavatel i Zdravotnické zafizeni maji
zdjem na vysledcich Studie, a proto spole¢né
urcili Protokol a zpusob a prostredky
shromazd’ovani osobnich 1udaji od pacienti
(osobnimi tdaji se podle €l. 4 bod 1 evropského
obecného natizeni o ochrané osobnich udaji
2016/679 (dale ,,GDPR*) rozumi jakékoli
informace tykajici se identifikované nebo
identifikovatelné fyzické osoby.
Identifikovatelnou osobou se rozumi osoba,
kterou lze piimo ¢i nepfimo identifikovat,
zejména s odkazem na urcity identifikator.)

1.2 Therefore, Sponsor and Institution (together
the "Parties™) are each considered a Controller of
the Personal Data that is being collected and
processed in the course of and for the purpose of
the Study.

1.2 Zadavatel a Zdravotnické zafizeni (dale
spole¢n¢ ,,Strany*) jsou proto povazovany za
spravce osobnich 1daji shromazd’ovanych
a zpracovavanych v pribéhu Studie apro jeji
ucely.

1.3 The Parties jointly determine the purposes
and the means of the processing of personal data
within the framework of the Study with regard to
their respective needs and objectives.

13 Strany spole¢né urcuji ucely
a prosttedky zpracovani osobnich udaji v ramci
Studie s ohledem na své vlastni potieby a cile.

2. Responsibilities of the Parties

2. Povinnosti Stran

2.1 According to the Protocol of the Study, the
patients are ordinary patients of the Institution
that would also be treated by the Institution even
if the Study did not take place. Hence the Parties
understand that patients who participate in the
Study are at the same time Study Subjects and
patients of the Institution. Therefore, the Parties
acknowledge and agree that for purposes of the
general patient-physician relationship that is not
particular to the Study, the Institution is sole data
controller and solely responsible for addressing
its rights and obligations under GDPR and other
potentially applicable legislation.

2.1 Podle protokolu Studie jsou pacienti
béznymi pacienty Zdravotnického zatizeni, kteti
by byli Zdravotnickym zafizenim 1éceni
i v piipadé€, ze by Studie neprobihala. Strany si
tedy uvédomuji, Ze pacienti, ktefi se ucastni
Studie, jsou zaroven Subjekty studie i pacienty
Zdravotnického zafizeni. Strany proto berou na
védomi a souhlasi s tim, Ze pro ucely obecného
vztahu mezi pacientem a lékafem, ktery neni
specificky pro Studii, je vyhradnim spravcem
udaju Zdravotnické zatizeni, které nese vyhradni
odpovédnost za feSeni prav a povinnosti podle
GDPR a ptipadnych dalSich platnych pravnich
predpist.

2.2 However, for the personal data collected for
the purposes of and within the framework of the
Study ("Study Personal Data"), the Parties are
joint controllers. Since the Sponsor of a study is

2.2 V piipadé osobnich udaju
shromazd’'ovanych pro ucely Studie a vV jejim
ramci (dale ,,Osobni udaje ze Studie) jsou
Strany spole¢nymi spravei. Vzhledem k tomu,
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generally not permitted to receive identifiable
patient information, most of the responsibilities
Vvis-a-vis the patient rest with the Institution. The
Parties have determined their respective
responsibilities for complying with their roles as
joint Controllers of the Study Personal Data as
follows:

ze Zadavatel studie obecné¢ nesmi dostavat
identifikovatelné informace o pacientovi, vétSina
povinnosti  viuc¢i  pacientovi spofiva na
Zdravotnickém zafizeni. Strany stanovily svoji
prisluSnou  odpovédnost za plnéni role
spole¢ného spravce Osobnich udajii ze Studie
takto:

i. Article 5(a) GDPR
Lawfulness, Fairness and
Transparency

i Clanek 5 odst. a) GDPR — Zakonnost,
korektnost a transparentnost

e Each Party shall ensure it has a
lawful basis under Article 6
GDPR and where relevant,
Article 9 of GDPR for
Processing the Study Personal
Data.

e Kazda strana zajisti, ze ma pro
zpracovani studijnich osobnich udaji
zakonny zaklad podle ¢lanku 6 GDPR
a pripadné ¢lanku 9 GDPR.

e The Institution is responsible for

providing  the information
referred to in Articles 13 and 14
GDPR.

e Za poskytovani informaci uvedenych
v ¢lancich 13 a 14 GDPR odpovida
Zdravotnické zafizeni.

ii. Article 5(b) GDPR Purpose
Limitation

ii. Clanek 5 odst. b) GDPR Omezeni téelu

e Joint responsibility

e  Spole¢na odpoveédnost

iii.  Article 5(c)
Minimisation

GDPR Data

iii. Clanek 5 odst. ¢) GDPR Minimalizace
udaju

e Joint responsibility

e Spole¢né odpovédnost

iv.  Article 5(d) GDPR Accuracy

iv. Clanek 5 odst. d) GDPR Pi-esnost

e Joint responsibility

e  Spole¢na odpoveédnost

v. Article 5(e) GDPR Storage
Limitation

V. Clanek 5 odst.¢) GDPR Omezeni
uchovavani

e Joint responsibility

e  Spole¢na odpoveédnost

vi. Article 5(f) GDPR Integrity
and Confidentiality

vi. Clanek 5 odst.f) GDPR Integrita
a diivérnost

e Institution will be responsible

e Zdravotnické zatizeni odpovida

for ensuring the security of the za zajisténi bezpecnosti
personal data collected and shromazd’ovanych

processed, in particular stored, a zpracovavanych osobnich
by Institution within its Study udaji, zejména pokud je
database containing uchovava v jeji studijni databazi
pseudonymized patient files, by obsahujici pseudonymizované
implementing appropriate slozky pacientd, a to zavedenim
technical and organizational vhodnych technickych
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measures to ensure a level of
security appropriate to the risks
that are presented by the
processing.

a organizacnich opatfeni
Kk zajisténi urovné bezpeénosti
odpovidajici  rizikim, ktera
zpracovani predstavuje.

Sponsor will be responsible for
the security of pseudonymized
Study Personal Data it receives
from the Institution or CRO and

Zadavatel odpovida za zajiSténi
bezpecnosti

pseudonymizovanych Osobnich
udaji ze Studie, které bude

processes/stores on its systems dostavat od Zdravotnického
by implementing appropriate zafizeni nebo CRO
technical and organizational a zpracovavat/uchovavat ve
measures to ensure a level of svych systémech, ato
security appropriate to the risks zavedenim vhodnych
that are presented by the technickych ~ a organiza¢nich
processing. opatieni  k zajisténi  Grovné
bezpecnosti odpovidajici
rizikim,  ktera  zpracovani
predstavuje.

Each Party shall be responsible
for ensuring it does not act or
omit to act in a way which could
compromise security of the
systems listed above for which
the other Party is responsible.

Kazda Strana odpovida za to, ze
nebude nebo se zdrzi jednat
zpisobem, ktery by mohl
ohrozit bezpec¢nost vyse
uvedenych systémt, za které
odpovida druha Strana.

Each Party shall maintain a
register of any security incidents
for the systems listed above for
which they are responsible.

Kazda Strana povede registr
vSech bezpecnostnich incidenti
pro vySe uvedené systémy, za
které je odpovédna.

Vii.

Article 15 — 22 GDPR Rights
of the Data Subject

vii. Clanek 15 a7 22 GDPR Prava
subjektu udaju

Institution shall be responsible
for responding to requests made
to it from patients to exercise
their rights in relation to Study
Personal Data for which it is a
controller. Sponsor only has
access to pseudonymized Study
Personal Data to which it does
not hold the key, and which it

hence  cannot  re-identify.
Sponsor can therefore not
accommodate any  patient

request, and should not receive
any such requests. If Sponsor

Zdravotnické zatizeni odpovida
za to, ze bude vyftizovat zadosti
pacientti tykajici se uplatnéni
jejich prav v souvislosti
s Osobnimi udaji ze Studie,
jichz je spravcem. Zadavatel
bude mit pfistup pouze
k pseudonymizovanym

Osobnim udajum ze Studie,
k nimZ nema kli¢, a nemize je
tedy zpétné  identifikovat.
Zadavatel tak nemuze vytizovat
zadosti pacient a nemél by ani
zadné takové Zadosti dostavat.

receives any request it will Pokud  Zadavatel  né&jakou
forward the relevant request takovou zadost obdrzi, pieda ji
promptly to Institution for neprodlené Zdravotnickému
handling. zafizeni k vyfizeni.

_23Nov22
Page 49 of 52

Cardior EEOORRRRRN CDR132L_CZE_CTA TRI_site/ 0000008 KNTB_PI e




CONFIDENTIAL

DUVERNE

viii. Article 25 GDPR Data
Protection by Design and
Default

Clanek 25 GDPR Zamérna
a standardni ochrana osobnich udaji

viii.

e Each Party shall be responsible
for its own compliance with the
GDPR requirements regarding
Data Protection By Design and
Default.

e Kazda Strana je odpovédna za
vlastni dodrzovani pozadavki
GDPR tykajicich se zamérné
a standardni ochrany udaj.

ix. Article 30 GDPR Record

iX. Clinek 30 GDPR Vedeni ziznami

Keeping
e Each Party shall be responsible e Kazda Strana odpovida za
for maintaining its own records vedeni  vlastnich  zaznamu
of processing the Study Personal 0 zpracovani Osobnich tdaju ze
Data. Studie.
x. Article 35 GDPR Data | X. Clanek 35 GDPR Posouzeni vlivu na

Protection Impact Assessment

ochranu osobnich udaju.

e Each Party shall be responsible
for conducting its own data
protection impact assessment if
required in relation to the Study
Personal Data. The Parties shall,
if a data protection impact
assessment is conducted in
relation to the Study Personal
Data, share such assessment
with the other and shall have due
regard to comments of the other
in relation to the impact
assessment.

e Kazd4 Strana je odpoveédna za
provedeni vlastniho posouzeni
vlivu na ochranu osobnich
udaja, pokud je v souvislosti
S Osobnimi udaji ze Studie
vyzadovano. Pokud je
v souvislosti s Osobnimi 0daji
ze Studie provedeno posouzeni
vliva na ochranu osobnich
udaji, Strany si  takové
posouzeni  vzijemne  sdéli
analezit¢ zohledni pfipominky
druhé Strany k posouzeni vlivu.

e The Parties shall consult and co-
operate with each other prior to
consultation of any data
protection regulator in relation
to a Study Personal Data related
data protection impact
assessment.

e Nez se Strany v souvislosti
S posouzenim vlivu na ochranu
Osobnich udaji ze Studie obrati
na dozorovy organ odpoveédny
za ochranu osobnich udaj,
nejprve  se  spolu  poradi
aposkytnou si  vzajemnou
soucinnost.

2.3 Each Party shall Process the Study Personal
Data respectively only for the purposes
contemplated herein or as otherwise permitted
under applicable privacy law(s).

2.3 Kazd4a Strana bude Osobni udaje ze
Studie zpracovavat pouze pro ucely uvedené
Vv této Smlouvé nebo jinak povolené platnymi
pravnimi piedpisy o ochrané osobnich udajt.

2.4 If a Party wishes to process the Study
Personal Data for a new or different purpose
other than the purposes contemplated herein, it
may do so provided it first informs the other

2.4 Pokud néktera ze Stran bude chtit
zpracovavat Osobni udaje ze Studie pro novy
nebo jiny ucel, nez je ucel uvedeny v této
Smlouv¢, bude tak moci uéinit za predpokladu,
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Party about its intention to process Study
Personal Data for an alternative purpose and does
all such acts and things as are necessary to ensure
that its intended processing of the Study Personal
Data for the alternative purpose fulfils the
requirements of applicable privacy law(s)
(including by obtaining any consents from
patients, where necessary).

ze bude osvém zaméru zpracovavat Osobni
udaje ze Studie pro jiny ucel nejprve informovat
druhou Stranu aucini veskeré tkony a kroky
nezbytné k zajisténi, aby zamyslené zpracovani
Osobnich tdajt ze Studie pro jiny ucel spliiovalo
pozadavky platnych pravnich piedpisti o ochrané
osobnich udaji (v€etné pfipadného ziskani
souhlasu od pacientil).

2.5 Each Party shall ensure the reliability of any
individuals acting under its authority, who has
access to the Study Personal Data (e.g.
employees and agents) and ensuring that they
shall only process Study Personal Data as
instructed and have undergone appropriate
training in the care, protection and handling of
Study Personal Data.

2.5 Kazda Strana bude dohlizet na
spolehlivost vSech osob jednajicich pod jejim
vedenim, které maji pristup k Osobnim tidajum
ze Studie (napf. zaméstnanci a zastupci),
a zajisti, aby tyto osoby zpracovavaly Osobni
udaje ze Studie pouze podle pokynd a prosly
pfislusnym Skolenim zaméfenym na péci
0 Osobni udaje ze Studie, jejich ochranu
a nakladani s nimi.

3. Appointment of Processors

3. Jmenovani zpracovateli

3.1 Each Party may appoint one or more third
party Processors to process Study Personal Data
on its behalf provided:

3.1 Kazda Strana muZe jmenovat jednu nebo
vice tfetich stran, které budou jejim jménem
zpracovavat osobni uidaje, s tim, Ze:

a. the Processor provides sufficient guarantees
that it will implement appropriate technical and
organizational measures to process the Study
Personal Data in compliance with applicable
privacy law(s); and

a. Zpracovatel poskytne dostate¢né zaruky, ze
budou zavedena vhodna technicka a organizacni
opatfeni tak, aby zpracovani Osobnich udaju ze
Studie spliiovalo pozadavky platnych pravnich
predpisti 0 ochrané osobnich udaji, a

b. the Processor enters a written contract with the
respective controller that: (i) requires the
Processor to process the Personal Data only on
instructions from the Controller; and (ii) requires
the Processor to implement appropriate technical
and organizational measures to maintain the
security and confidentiality of the Study Personal
Data; and (iii) conforms with applicable privacy
law(s) in all other respects.

b. Zpracovatel uzavie s pfisluSnym spravcem
pisemnou smlouvu, ktera: (i) stanovi, ze
Zpracovatel smi Osobni udaje zpracovavat pouze
na zakladé¢ pokynt Spravce, (ii) stanovi, Ze
Zpracovatel musi zavést vhodnd technicka
a organizacni opatfeni k zachovani bezpecnosti
a davérnosti Osobnich udaji ze Studie, a (iii)
bude ve vSech ostatnich ohledech v souladu
Splatnymi  pravnimi  pfedpisy o ochrané
osobnich udajt.

3.2 Each Party accepts liability for all
processing of Study Personal Data conducted by
its Processor(s) and for any breach of this Exhibit
B that is caused by an act or omission of its
Processor(s).

3.2 Kazda Strana nese odpovédnost za
veskeré zpracovani Osobnich tdaji ze Studie,
které provadi jeji Zpracovatel (Zpracovatele),
aza jakékoli poruseni této Prilohy B, které je
zpusobeno jednanim nebo opomenutim jejiho
Zpracovatele (jejich Zpracovatelll).

3.3 Each Party will maintain a list of all
Processors it appoints, including the processing

3.3 Kazda Strana povede seznam vSech
Zpracovatelll, které jmenuje, véetné cinnosti
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activities they fulfil, and will provide such list to
the other Party upon request.

zpracovani, které vykonavaji, a na pozadani tento
seznam poskytne druhé Stran¢.

4. Liability and Indemnification

4. Odpovédnost a nahrada skody

4.1 The Parties will not be held jointly and
severally liable with respect to the processing
that is carried out under this Exhibit B and the
Study.

4.1 Strany nebudou spole¢né a nerozdilné
odpovédné za zpracovani, které je provadéno
podle této prilohy B a Studie.

4.2 Regardless, a patient of the Study may
exercise his or her rights under applicable
privacy law(s) in respect of and against each of
the Parties.

4.2 Bez ohledu na to mlize pacient Gcastnici
se Studie uplatnit sva prava podle platnych
pravnich predpisti o ochran€ osobnich udajii viici
kazdé ze Stran.

4.3 Each Party will indemnify and Kkeep
indemnified the other in respect of all and any
claims, proceedings or actions brought against it
arising out of any breach by the other Party of the
warranties and undertakings in this Exhibit B.

4.3 Strana odSkodni druhou Stranu za
vSechny naroky, fizeni nebo zaloby, které proti ni
budou vedeny, resp.vzneseny Vv dasledku
poruseni ujisténi a zavazkd uvedenych v této
ptiloze B druhou Stranou.
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