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
the day of the last signature of Parties by and
among:

TUTO SMLOUVU O PROVADENI KLINICKEHO
HODNOCENI (dale ,,Smlouva®) uzaviraji dnem
posledniho podpisu Stran:

CARDIOR PHARMACEUTICALS GMBH with an
address at Hollerithallee 20, 30419 Hannover,
Germany

Business Register:

Registry Court: Hannover

HRB 214001

VAT number: DE307067481 (“Sponsor™),
The extract from the commercial register is

Exhibit C of this Agreement
Represented by: m

spole¢nost CARDIOR PHARMACEUTICALS GMBH,
se sidlem v Hollerithallee 20, 30419 Hannover,
Némecko

Obchodni rejstiik:

Rejstiikovy soud: Hannover

HRB 214001

DIC: DE307067481 (dale ,, Zadavatel*),

Vypis z obchodniho rejstiiku je ptilohou C této
smlouvy

zastoupend RO 0000004

NEMOCNICE HAVLICKUV BROD,
CONTRIBUTORY ORGANIZATION. having an
address at Husova 2624, 580 01 Havlickuv
Brod, Czech Republic, ID Number: 00179540,

Tax ID Number: CZ00179540, VAT Payee,
reEresented by m

entered in  the commercial
register under file number Pr 876, maintained
by the Regional Court in Hradec Kralové

(“Institution”)

NEMOCNICE HAVLICKUV BROD,
PRISPEVKOVA ORGANIZACE, se sidlem na adrese
Husova 2624, 580 01 Havlickiv Brod, Ceska
republika , ICO: 00179540, DIC: CZ00179540,

latce DPH, zastoupena XXX XXX X XE

zapsand v obchodnim rejstiiku pod spisovou
znackou Pr 876, vedenou Krajskym soudem v
Hradci Kralové

(déle ,,Zdravotnické zarizeni®),

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

Zadavatel a Zdravotnické zatizeni 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 (HE-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 imyslu podpofit/financovat
klinické hodnoceni (dale ,,Studie®) s nazvem:
Multicentrické, randomizované, placebem
kontrolované klinické hodnoceni faze 2 se 3
paralelnimi rameny hodnotici i€¢innost a bezpecnost
ptipravku CDR132L u pacientl se sniZzenou ejekéni
frakci levé komory (< 45 %) po infarktu myokardu
(HF REVERT), podle protokolu CDR132L-P2-01
vcetné vSech dodatkl k nému, které se automaticky
stavaji jeho nedilnou soucasti (dale ,,Protokol*),
pro tento hodnoceny piipravek: CDR132L, (dale
,Hodnoceny pripravek®)

WHEREAS, Sponsor has authorized 1QVIA
Biotech Ltd. with a business address at
Business & Technology Centre, Bessemer

Zadavatel povéfil spole¢nost IQVIA Biotech Ltd.,
se sidlem Business & Technology Centre, Bessemer
Drive, Stevenage, Hertfordshire SG1 2DX, Spojené
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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. The power of attorney for the CRO
to represent the Sponsor is Exhibit D of the
Agreement.

kralovstvi  (dale ,,CRO®), véetné¢ jejich
pfidruzenych subjektt, aby pro né zajiStovala
a spravovala Studii s tim, ze na zaklad¢ pisemného
oznameni zaslaného Zdravotnickému zatfizeni mtze
Zadavatel v budoucnu piipadné povéfit plnénim
tohoto celu jinou organizaci. Na zakladé mandatni
smlouvy povéril Zadavatel CRO, aby tuto Smlouvu
uzaviela za né€j. Plnd moc pro CRO k zastupovani
Zadavatele je pfilohou D Smlouvy.

WHEREAS, Institution ensures that
("Investigator”), who is an
employee of the Institution and experienced in
the conduct of clinical research studies in
humans, will participate in the Study as a
clinical investigator at the Institution..

Zdravotnické zafizeni zajisti, aby se Studie jako

klinicky zkousSejici ve Zdravotnickém zafizeni
ucastnil(a) (dale ,,ZkouSejici®),

ktery/ktera je jeho zaméstnancem a ma zkuSenosti
s provadénim  klinickych  vyzkumnych  studii
s lidskymi ucastniky.

WHEREAS, the Parties acknowledge and agree
that the Investigator and Pharmacist,
responsible for receiving, checking, handling
and dispensing Study Drug to the site, shall
enter into a separate agreement with the
Sponsor related to the conduct of the Study.

Smluvni strany berou na védomi a souhlasi s tim, ze
Zkousejici a Lékarnik, zodpovédny za piijem,
kontrolu, manipulaci a vydej studijni medikace na
misto provadéni klinického hodnoceni, uzaviou se
Zadavatelem samostatnou smlouvu o provadéni
Studie.

Now, THEREFORE, in consideration
of the foregoing and the mutual obligations and
promises (rights) 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 povinnosti a pfisliby (prava) uvedené
Vv této Smlouvée a dalsi fadna a hodnotna protiplnéni,
jejichz pfijeti a dostate¢nost je timto potvrzena, se
Strany dohodly na uzavieni Smlouvy v tomto znéni:

1. SCOPE OF SERVICES

1. PREDMET SLUZEB

11 Study Protocol. Institution
may not reassign the conduct 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 and its
effectiveness will cease. Sponsor or CRO will
provide Institution 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

1.1 Protokol Studie. Bez predchoziho
souhlasu Zadavatele nepovéii Zdravotnické zatizeni
provadénim Studie zadného jin¢ho zkousejiciho.
Pfed zahajenim Studie zajisti Zadavatel nebo CRO
od piislusné etické komise (dale ,,EK®) kladné
stanovisko k Protokolu a formulafi informovaného
souhlasu. Pokud popsané ziskano nebude, tato
Smlouva bude neplatna od samého pocatku a jeji
ucinnost zanikne. Zadavatel nebo CRO poskytnou
Zdravotnickému zafizeni kopii kazdého takového
kladného stanoviska spolu s veskerou pfisluSnou
korespondenci s EK. Zadavatel nebo CRO budou
EK predkladat také zadosti o posouzeni a pisemné
schvaleni piipadnych dodatki k protokolu a zmén
ve formulati informovaného souhlasu (definice viz
nize). Strany berou na védomi a souhlasi s tim, ze
bez ptedchoziho pisemného souhlasu Zadavatele
aCRO nebudou Vv Protokolu, formulari
informovaného souhlasu ani jiném dokumentu
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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.

souvisejicim se Studii provadét zadné zmény.
Ptipadné zmeény v Protokolu nebo jiném dokumentu
souvisejicim se  Studii schvalené pisemn¢
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 will, within one (1)
business day from occurrence, or as such
shorter time as may be specified in the
Protocol, but only on the condition that it is
operationally  possible, otherwise without
undue delay. 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
Study (failure to comply with this part shall
constitute reasonable grounds for Sponsor to
terminate this Agreement as provided in
Section 2 of the Agreement), (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 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 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, if it is a business day, otherwise on the
next working day after the day on which it
became aware of the adverse reaction or
adverse effects.

1.2 Odchylka od Protokolu/ neprodlené
upozornéni.  Odchylky od Protokolu nejsou
povoleny s vyjimkou ptipadi, kdy je to nezbytné
k ochrané bezpec¢nosti, prav nebo pohody pacientti
zatfazenych do Studie. Zdravotnického =zafizeni
nebo  Zkousejiciho k provadéni Studie, je
Zdravotnické  zafizeni  povinno  informovat
Zadavatele pisemné do jednoho (1) pracovniho dne
od vzniku nebo piipadné jesté diive, je-li to
stanoveno Vv Protokolu, to vSak za podminky, Ze to
je provozné mozné, jinak bez zbyte¢ného odkladu.
O ptipadnych (a) odchylkich od Protokolu, véetné
odchylek nezbytnych k ochran€é bezpecnosti, prav
nebo pohody pacienti zafazenych do Studie
(nedodrzeni této povinnosti bude povazovano za
opravnény davod, kvili némuz bude moci
Zadavatel tuto  Smlouvu vypoveédét podle
ustanoveni ¢lanku 2 Smlouvy), (b) zavaznych
nezadoucich ptihodach (definice viz Protokol),
knimz dojde wupacientt ve Studii, nebo
(c) komunikacich s kontrolnimi nebo statnimi Gfady
ohledné (i) Studie, vCetné informaci o bezpecnosti,
pfipadnych  Zzadosti o inspekci, prezkoumani,
potizeni kopie nebo odstranéni zaznami Studie,
(i) jinych studii, které by mohly mit dopad na tuto

jsou cCinnosti souvisejici se Studii provadény,
(iv) personalu  Zdravotnického  zafizeni nebo
Zkousejiciho podilejictho se na Studii (v€etné
Zkousejiciho samotného) nebo (v) kvalifikace
Zdravotnického  zafizeni nebo  Zdravotnické
zafizeni bude Zadavateli a CRO neprodlené hlasit
také ptipadné nezadouci piihody (definice viz
Protokol), k nimz dojde u pacientli zafazenych do
Studie, ato do dvaceti ¢tyt (24) hodin poté, co se
0 nich dozvi. Zadavatel bude Zdravotnické zatizeni
neprodlené upozoriiovat na povinné hlasené
nezadouci reakce nebo nezadouci Géinky souvisejici
s Hodnocenym  pfipravkem, které podléhaji
ohlasovaci povinnosti, o nichz se pfipadné dozvi
v prubéhu Studie, ato do dvaceti ¢tyt (24) hodin
poté, co se o nich dozvi, pijde-li o pracovni den,
jinak v nejblizsi pracovni den po dni, v némz se o
nezadouci reakci nebo mnezadoucich ucincich
dozvédéla.

13 Investigator and
Subinvestigators and Study Team Members.
Institution shall conduct the Study and use

1.3 ZkousSejici a spoluzkouSejici a ¢lenové
studijniho tymu. Zdravotnické zatizeni bude Studii
provadét s vynalozenim maximalniho  Usili,
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its 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 shall be
responsible, for all other individual team
members, participating in the Study for
Institution and in Institution (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,
however, only on the condition that they
participate in the Study for the Institution and
in the Institution; (each a “Study Team
Member”). Each Study Team Member shall
be instructed by Institution to strictly follow
the direction of Investigator or Subinvestigator,
as applicable, and to adhere strictly to the
Protocol. Institution ensures that Investigator
will at a minimum assume all responsibilities
assigned to principal investigator by applicable
EMAJ/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 shall be responsible
for Sponsor-approved subcontractors in the
same way as for an employee. Institution 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 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
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, through
Investigator, may delegate and ensures that
Investigator delegates 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

profesiondlnim zptisobem, v souladu s nejvyssimi
standardy v odvétvi aza piisného dodrzovani
Protokolu a této Smlouvy. V pfipadé, Ze je Studie
provadéna tymem  jednotlivcd, odpovida
Zdravotnické zatizeni za vSechny ostatni jednotlivé
Cleny tymu, podilejici se na Studii za Zdravotnické
zafizeni a ve Zdravotnickém zafizeni (dale
spole¢né, resp. jednotlivé jako ,,Spoluzkousejici*)
i za ptipadné dal$i osoby podilejici se na provadéni
Studie ve Zdravotnickém zafizeni (Zdravotnickych
zatizenich) nebo jako ¢lenové tymu Zkousejiciho,
napft. pracovnici/zaméstnanci fakulty, studenti nebo
subdodavatelé schvaleni Zadavatelem, to vSak jen
za podminky, ze se podileji na Studii za
Zdravotnické zafizeni a ve Zdravotnickém zafizent;
dale kazdy jednotlivé jako ,.Clen studijniho
tymu“). Kazdy Clen studijniho tymu musi byt
Zdravotnickym zafizenim poucen, ze se musi
striktné fidit pokyny ZkouSejiciho, nebo piipadné
Spoluzkousejiciho a striktné¢ dodrzoval Protokol.
Zdravotnické  zafizeni bude iniciovat, aby
Zkousejici na sebe vzal minimalné vSechny
povinnosti, které Hlavnimu zkousejicimu uklada
ptislusny kontrolni ufad EMA/FDA (definice viz
nize) nebo jiné piislusné predpisy ¢i zakony platné
pro dany region, resp. danou zemi. Zkousejici
akazdy  Spoluzkousejici  avsichni  Clenové
studijntho  tymu (s vyjimkou subdodavateld
schvalenych  Zadavatelem) jsou zaméstnanci
Zdravotnického zatizeni nebo pripadné
Zkousejiciho. Zdravotnické zatizeni vSak odpovida
za subdodavatele schvalené Zadavatelem stejné
jako za zaméstnance. Zdravotnické zatizeni
neuzavielo zadnou smlouvu ani nema Zzadnou
povinnost, ktera by byla v rozporu s ustanovenimi
této Smlouvy, a zadnou takovou smlouvu neuzavie
ani  vprobéhu Studie. Zdravotnické zafizeni
prohlasuje a potvrzuje, ze ZkouSejici je plné
kvalifikovan k provadéni Studie a k vykonu funkce
Hlavniho zkousejiciho podle platnych zakont
apozadavkl kontrolnich tfadd.  Zdravotnické
zafizeni zajisti, aby se na provadéni Studie jako
Spoluzkoudejici nebo Clenové studijniho tymu
podilely pouze osoby siadnou kvalifikaci
a Skolenim. Zdravotnické  zafizeni —muZze
prostiednictvim Zkousejiciho povéfit (a zajistit, aby
Zkousejici povetil) plnénim povinnosti
a odpovédnosti  Spoluzkoudejiciho nebo Clena
studijniho tymu pouze vrozsahu povoleném
platnymi pravnimi piedpisy upravujicimi provadéni
Studie podle této Smlouvy. Zkousejiciho bude
mozné odvolat nebo nahradit pouze s pfedchozim
pisemnym souhlasem Zadavatele. Jestlize
Zkousejici nebude schopen nebo ochoten plnit svoji
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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) business 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 the Agreement effective
upon Institution’s receipt of Sponsor’s written
notice of termination.

funkci nebo piipadné ukonéi pracovni pomér ve
Zdravotnickém zafizeni, bude o tom Zdravotnické
zatizeni do péti (5) pracovnich dnli po obdrzeni
informace o takové situaci pisemné informovat
Zadavatele a CRO a vynalozi maximalni usili na
nalezeni vhodného nahradniho Zkousejiciho.
Zadavatel muze podle vlastntho uvazeni
navrzeného nahradniho Zkousejicitho odmitnout.
V takovém piipadé bude mit Zadavatel pravo
Smlouvu vypoveédét sucinnosti od doruceni
Zadavatelovy pisemné vypoveédi Zdravotnickému
zafizeni.

14 Conduct of Study;
Suspension. Institution agrees to administer
and conduct this 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 Institution at any time for
any reason. Institution may suspend the
portion of the Study conducted by Institution,
if, using reasonable and good medical
judgment consistent with generally accepted
standards of care, Institution reasonably
determines 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 or Institution in accordance
with this Section 1.4 of the Agreement shall
not be deemed a material breach of this
Agreement.

1.4 Provadéni Studie; pozastaveni.
Zdravotnické zafizeni se zavazuje, Ze bude tuto
Studii fidit a provadét pouze ve Zdravotnickém
zafizeni. Zménu Zdravotnického zafizeni nelze
provést bez predchoziho pisemného souhlasu
Zadavatele. Studie bude zahdjena co nejdiive po
ziskani pisemného kladného stanoviska EK
a veSkerych nezbytnych pisemnych schvalenich
mistnim kontrolnim Gfadem, pokud se Zadavatelem
nebude pisemné dohodnuto néco jiného; v takovém
ptipad¢ vSak ne diiv, nez budou ziskana vSechna
nezbytnd povoleni. Zadavatel planuje provadeét
Studii v nékolika centrech, véetné Zdravotnického
zatizeni. Zadavatel nebo CRO mohou celou Studii
nebo jeji ¢ast provadénou ve Zdravotnickém
zatizeni kdykoli a z jakéhokoli divodu pozastavit.
Zdravotnické zatizeni mize ¢ast Studie provadénou
Zdravotnickym zafizenim pozastavit, pokud za
pouziti pfiméfeného a fadného lékaiského tsudku
vsouladu sobecné uznavanymi standardy péce
dosp€je k zaveéru, ze je to vhodné, aby tak byl
ochranén zdravotni stav nebo bezpe€nost pacientl
ucastnicich se Studie (dale ,,Subjekty studie*),
abudou otom neprodlené pisemné informovat
Zadavatele a CRO. Pozastaveni Studie
Zadavatelem, CRO nebo Zdravotnickym zatizenim
podle tohoto bodutohoto 1.4 Smlouvy se
nepovazuje za podstatné poruseni Smlouvy.

15 Compliance with Applicable
Laws. Institution shall carry out the Study, and
Institution ensures that Investigator, all
Subinvestigators and Study Team Members
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

1.5 Dodrzovani Platnych pravnich predpisi.
Zdravotnické zafizeni bude Studii provadét
v souladu se soucasnou spravnou klinickou praxi
a striktné v souladu (a) s Protokolem, Souborem
informaci pro zkouSejicitho, touto Smlouvou,
pisemnymi pokyny CRO nebo Zadavatele a vSemi
ptislusnymi dokumenty ke Studii schvalenymi EK,
CRO a Zadavatelem, a (b)se vSemi piedpisy
a pokyny upravujicimi provadéni klinickych studii
s lidskymi ucastniky ve Zdravotnickém zafizeni,
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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 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 state, provincial, local or other
regulations, i.e. in particular jurisdictional
laws, regulations, guidelines of any type
applicable to the Agreement 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, the Clinical
Trials Regulation (EU) 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”) all
relate to this Agreement. Institution
acknowledges and ensures that Study Team
Members and Subinvestigator acknowledgethat
Sponsor, and their respective affiliates, need to
adhere to the provisions of (i) the Bribery Act
2010 of the United Kingdom (Bribery Act); (ii)

vSemi platnymi zakony, piedpisy a pokyny statnich
nebo kontrolnich ufadli, které maji pravomoc
dohliZzet na testovani a registraci farmaceutickych
pripravki pro humanni pouziti, véetné vSech
platnych pozadavkli Evropské agentury pro lécivé
ptipravky (dale ,,EMA®), Utadu pro kontrolu
potravin a lé¢iv Spojenych stati americkych (dale
»FDA®), spravné Kklinické praxe Mezinarodni
konference 0 harmonizaci (dale ,ICH GCP*),
Statniho ustavu pro kontrolu 1éciv, oddéleni
klinickych hodnoceni a farmakovigilance (dale
,,SIJKL“), Ministerstva  zdravotnictvi ~ Ceské
republiky (dale ,MZ CR*), Utadu pro ochranu
osobnich udajii Ceské republiky (dale ,,UOO0U*)
(dale jednotlivé jako , Kontrolni urad“) a vSech
dal$ich platnych statnich, regionalnich, mistni nebo
jinych predpist, tj. zejména zakoni,
pfedpisti.nafizeni asmérnic jakéhokoli typu
vztahujicich se na Smlouvu, napft. evropského
nafizeni o ochrané osobnich udaju (dale ,,GDPR*)
asmérnice  Evropského  parlamentu  a Rady
2001/20/ES ze dne 4.dubna 2001 o sblizovani
pravnich aspravnich piedpist ¢lenskych statt
tykajicich se uplatiiovani spravné klinické praxe pii
provadéni  klinickych  hodnoceni  huménnich
1é¢ivych  pripravkd,  nafizeni o klinickych
hodnocenich (EU) 536/2014, smérnice Evropského
parlamentu a Rady 2001/83/ES ze dne 6. listopadu
2001 okodexu Spolecenstvi tykajicim se
humannich 1écivych piipravkl, 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
pripravkid a také pozadavky na povoleni vyroby ¢i
dovozu takovych pripravkl, pozadavkl a pokynt
pro spravnou klinickou praxi (napt. ICH E6(R2))
pribézné vydavanych nebo aktualizovanych
Evropskou komisi, nebo Helsinské deklarace z roku
1964, vplatném znéni (dale souhrnné ,,Platné
pravni piedpisy“), to vSe ve vazbéna tuto
Smlouvu. Zdravotnické zafizeni bere na védomi
a zajisti, aby také Clenové studijniho tymu
a Spoluzkousejici vzali na védomi, ze Zadavatel
ajeho prislusné pridruzené subjekty jsou povinni
dodrzovat (i) britsky zakon proti korupci z roku
2010 (,,Protikorup¢ni zakon*), (ii) zdkon USA
0 zakazu korupCnich praktik v zahrani¢i zroku
1977 (,,FCPA*) a (iii) ptipadné dalsi protikorupéni
pravni predpisy.
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the Foreign Corrupt Practices Act 1977 of the
United States of America (FCPA) and (iii) any
other applicable anti-corruption legislation.

1.6 Written  Information and
Informed Consent. Institution 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 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 shall
inform the Study Subjects in a timely manner
and document the communication of this
information. Institution 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 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 of the
Agreement constitutes a material breach of this
Agreement.

1.6 Informace pro pacienty a informovany
souhlas. Zdravotnické zafizeni zajisti, aby byl
kazdy Subjekt studie tiplné a dostatecné podrobné
informovan o povaze, ucelu, rozsahu a vSech
relevantnich aspektech Studie, a poskytne mu
dostatecny Cas apfilezitost informovat se
0 podrobnostech Studie pfedtim, nez bude pozadan
0 pisemny souhlas sucasti ve Studii. Pokud se
objevi nové poznatky, které mohou byt relevantni
pro ochotu Subjektu studie pokraovat v ucasti ve
Studii, Zdravotnické zatizeni o tom bude Subjekty
studie véas informovat a povede 0 sdéleni takovych
poznatkll pisemné zaznamy. Zdravotnické zatizeni
ziska od kazdého Subjektu studie pisemny,
datovany apodepsany formulaf informovaného
souhlasu, schvaleny EK, CRO a Zadavatelem (dale
»ICF®), stucasti ve Studii ase shromazd’ovanim
a pouzivanim osobnich daji Subjektu studie pro
ucely Studie, vcetn¢ davérného sdélovani,
predavani a zpracovavani udaji shromazdénych
vsouladu s Protokolem aplatnymi pravnimi
predpisy a vcetné nezbytného pifedavani osobnich
udaji  Subjektu studie Zadavateli a piisluSnym
kontrolnim ufadiim, jak vyzaduji Platné pravni
predpisy. Zdravotnické zatfizeni dale zajisti, Ze
bude ICF vsouladu se vSemi Platnymi pravnimi
predpisy, zejména s pozadavky pravnich piedpist
0 ochrané osobnich udaji. Subjekt studie obdrzi
stejnopis podepsané¢ho a datovaného pisemného
formulafe informovaného souhlasu a veskerych
dalsich pisemnych informaci, které mu budou
poskytnuty, véetné veskerych zmén nebo dodatkt
v pritbéhu ucasti ve Studii. Zdravotnické zafizeni je
kontaktnim mistem pro veskeré zadosti tykajici se
ochrany osobnich udajii v souvislosti se Studii
anese primarni odpoveédnost za vyfizovani
takovych Zadosti. Zadavatel ajeho zastupci
poskytnou pfiméfenou soucinnost pii zajisténi
dodrzovani prav Subjektt studie na ochranu
osobnich udaji. Strany berou na védomi a souhlasi
Stim, ze poruSeni tohoto bodul.6 Smlouvy
pfedstavuje zavazné poruseni Smlouvy.

1.7 Study Drug. Sponsor
(directly or through its designee), agrees to
provide the Study Drug to Institution at no cost
in amounts reasonably sufficient for the

1.7 Hodnoceny pripravek.  Zadavatel se
pfimo nebo prostfednictvim jim povéfené osoby
zavazuje, ze Zdravotnickému zafizeni bude
bezplatné poskytovat Hodnoceny pfipravek

Cardior [ESESOOO®N CDR132L CZE CTA INS_site# fEOOSOOSd NHBPO_PI
XXX X IRNEYZ2

Page 7 of 58




CONFIDENTIAL

DUVERNE

conduct of the Study. Institution shall adhere
to federal regulations requiring careful custody
and dispensing of Study Drug, as well as
appropriate documentation of such activities.
Institution 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 Sponsor and/or
CRO and ensures that Investigator handles and,
if applicable, stores the Study Drug in
accordance with Applicable Laws and in the
manner outlined in the Protocol and, if
applicable, as instructed by Sponsor and/or
CRO. Institution 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
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 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 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 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.

VvV mnozstvi piiméfené dostacujicim pro provadéni
Studie.  Zdravotnické zatizeni bude dodrzovat
platné piedpisy, které vyzaduji fadné uchovavani
avydej Hodnoceného ptipravku avedeni fadné
evidence o téchto tikonech. Zdravotnické zafizeni
bude mit vylucnou kontrolu nad Hodnocenym
ptipravkem a bude s nim nakladat a uchovavat ho
v souladu s Platnymi pravnimi ptedpisy a zpisobem
uvedenym v Protokolu a ptipadné podle pokynt
Zadavatele a/nebo CRO a zajisti, aby ZkousSejici
nakladal s Hodnocenym ptipravkem a pfipadné ho
uchovaval v souladu s Platnymi pravnimi piedpisy
a zpisobem uvedenym v Protokolu a ptipadné
podle  pokyni  Zadavatele a/nebo  CRO.
Zdravotnické zatizeni bude Hodnoceny ptipravek
pouzivat vyhradn¢ za celem provadéni Studie za
ptisného dodrzovani Protokolu anebude ho
pouzivat pro zadné jiné ucely ani ho za zadnych
okolnosti preddvat tretim osobam. Hodnoceny
pripravek je a ziistane vlastnictvim Zadavatele.
Zadavatel neposkytuje Zdravotnickému zatfizeni
zadna vyslovnd ani mlcky predpoklddand prava
k dusevnimu vlastnictvi ohledné Hodnoceného
pripravku, metod jeho vyroby ani zplsobl jeho
pouzivani. Po dokonceni Studie nebo po skonceni
platnosti této Smlouvy nebo ptipadné kdykoli diive
na  zakladé pisemné  Zzadosti = Zadavatele
Zdravotnické zafizeni vrati Zadavateli Hodnoceny
ptipravek, materialy a veskeré Duvérné informace
(definice viz niZe) a Studijni data nebo je na zadost
Zadavatele zlikviduje. Zdravotnické zafizeni se
zavazuje, ze bude dodrzovat veskeré Platné pravni
predpisy a nafizeni upravujici nakladani
s Hodnocenym pfipravkem nebo jeho likvidaci
a pfipadné pokyny od Zadavatele nebo CRO.
Hodnoceny piipravek ani zadné jiné polozky
a material hrazené Zadavatelem podle této Smlouvy
nebude Zdravotnické zafizeni uctovat pacientovi
ani zddnému jinému tietimu platci.

1.8 Approval of Subcontractors.
Institution may not 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
predchoziho pisemného souhlasu Zadavatele a/nebo
CRO nesmi Zdravotnické zafizeni poskytovanim
sluzeb, které ma poskytovat v souvislosti se Studii,
povétovat tfeti osoby ani jejich poskytovani
delegovat na tieti osoby.

1.9 Study Data.

1.9 Studijni data.

(@) Study Data.
Institution shall record and maintain complete
medical records (including, without limitation,
case report forms, 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

(@) Studijni data. Zdravotnické
zafizeni je povinno v¢as, pfesné, uplné a Citelné,
S omezenim neopravnéného fyzického
a elektronického pristupu tietich 0sob
a Vv kontrolovaném prosttedi podle typu dat
avsouladu  sPlatnymi  pravnimi  ptedpisy,
nafizenimi a oborovymi standardy ave formé
stanovené Protokolem zaznamendvat a uchovavat
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unauthorized physical and electronic access
restrictions of the third parties, as applicable,
and environmental controls appropriate to the
applicable data type and in accordance with
Applicable Laws, regulations and industry
standards in the form described in the Protocol.
Institution shall disclose to Sponsor any and all
Study Data without undue delay, as it is

uplné lékarské zaznamy (véetné zaznamu subjektt
hodnoceni, laboratornich vykazi a zprav a vSech
ptislusnych zdrojovych dokumentd) vytvairené
v souvislosti s provadénim Studie (dale spole¢né
»otudijni data®). Veskera Studijni data bude
Zdravotnické zafizeni sd€lovat Zadavateli bez
zbytecného odkladu, jakmile budou vytvoreny.

generated.
(b) Protection.

Institution will protect the medical records and
Study Data from unauthorized use, access,
duplication, and disclosure. If directed by
Sponsor or CRO, Institution 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 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 agrees to collect all
Study Data in medical records (the patient's
medical records from the previous visit within
the Study) prior to entering it into the CRF (as
defined below). Institution  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 shall not destroy or permit the
destruction of any medical records or Study
Data without prior written notification to the
Sponsor, and Institution, 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

(b) Ochrana. Zdravotnické zafizeni se
zavazuje, ze bude chranit Zdravotni zdznamy
a Studijni data proti neoprdvnénému zneuziti,
pfistupu, kopirovani ¢i sdélovani. Na zadost
Zadavatele nebo CRO bude Zdravotnické zatfizeni
zadéavat Studijni data do elektronického systému
provozovaného Zadavatelem nebo CRO nebo jejich
povétenymi zastupci v souladu se Zadavatelovymi
pokyny  pro  elektronické  zaddvani  dat.
Zdravotnické zafizeni zamezi neopravnénému
ptistupu ke Udajim ze studie tim, Ze fyzicky
zabezpeci elektronicky systém a zajisti, aby
ptipadni Spoluzkousejici a Clenové studijniho tymu
uchovavali sva pfistupova hesla v tajnosti.
Zdravotnické zafizeni se zavazuje, Ze bude veskera
Studijni data pied zadanim do formulait CRF
(definice viz nize) zapisovat nejprve do
Zdravotnich zaznami (zdravotnické dokumentace
pacienta z piedchozi navstévy vramci Studie).
Zdravotnické zafizeni pfijme piiméfena a obvykla
preventivni opatfeni, které zabrani nahodnému nebo
pfed¢asnému zniceni nebo poskozeni téchto
dokumentd po dobu vyzadovanou Platnymi
pravnimi predpisy a nafizenimi.  Zdravotnické
zafizeni se zavazuje, Ze neznic¢i ani nedovoli zniceni
zadné zdravotnické dokumentace nebo Studijnich
dat bez ptredchoziho pisemného oznameni
Zadavateli a bude je nadale uchovavat na naklady
Zadavatele po dobu, ojakou Zadavatel pisemné
pozadd poté, co jejich uchovavani uz nebude
vyzadovano zadnymi Platnymi pravnimi piedpisy
nebo natfizenimi.

or regulation.
(© Ownership.

Sponsor shall own all rights in Study Data.
Institution shall retain ownership of medical
records. Institution hereby assigns 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 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,

(c) Vlastnictvi. Vlastnikem vSech prav k
Studijnim datim je Zadavatel. Zdravotni
dokumentace ziistane ve vlastnictvi Zdravotnického
zafizeni. Zdravotnické zafizeni timto Zadavateli
bezplatn¢ abez jakychkoli zadrzovacich prav,
narokli a bfemen postupuje veSkerd prava, pravni
naroky a podily tykajici se Studijnich dat a zavazuje
se ucinit veskeré ukony, které bude Zadavatel
pfimétené pozadovat knaplnéni ucelu vyse
uvedeného. Zdravotnické zafizeni nebude Studijni
data nebo jejich ¢asti pouZzivat ani vyhodnocovat
pro zadny jiny el nez vsouladu s pokyny
Zadavatele. Zdravotnické zafizeni se zavazuje, ze
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Institution agrees that it 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 agrees and ensures that Investigator
agrees 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 of the

bez predchoziho vyslovného pisemného souhlasu
Zadavatele nebude samo ani prostiednictvim tieti
osoby Studijni data analyzovat, sdélovat je ani je
jinak zpfistupniovat tfetim osobam kromé ptipadt
vyslovné povolenych v této Smlouvé. Zdravotnické
zafizeni bere na védomi, ze Studijni data a vysledky
jakéhokoli jejich pouziti, zpracovani, vyhodnoceni
nebo analyzy budou Davérnymi informacemi podle
definice v ¢lanku 8 Smlouvy.

Adgreement.

(d) Inspection. During
the Study and as further described in Section 4,
Institution shall 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 a Vv dalSich
ptipadech uvedenych v ¢lanku 4 Smlouvy umozni
Zdravotnické zatizeni zastupciim Zadavatele a CRO
nahlizet do Studijnich dat, ovéfovat je a porizovat si
jejich opis abude jim poskytovat piiméfenou
soucinnost pii feseni piipadnych rozport nebo chyb
ve Studijnich datech. Bude-li to nezbytné k ovéteni
zdrojové dokumentace nebo pro potieby auditu
abude-li to vsouladu sPlatnymi pravnimi
predpisy, budou zpfistupnény také zdravotni
zaznamy Subjektd studie.

(e Case Report
Forms. For all subjects enrolled in the Study,
Institution 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 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 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 verification.

(e) Zaznamy subjektu hodnoceni. Za
vSechny subjekty zafazené do Studie bude
Zdravotnické zafizeni do dvaceti ¢tyt (24) hodin od
navstévy Subjektu studie béhem faze postupného
zvySovani davky, resp. do tii (3) dnd po navstéveé
Subjektu studie v ostatnich ¢astech Studie podle
pokynu Zadavatele a/nebo CRO vyplitovat veskeré
zaznamy subjektll hodnoceni pozadované pro Studii
ve formatu a/nebo na elektronickém médiu
dodaném nebo specifikovaném Zadavatelem a/nebo
CRO vsouladu sProtokolem studie (dale
Hformulafe CRF®“). Do formulait CRF nebude
Zdravotnické zatizeni zapisovat informace, z nichz
by mohla byt zjisténa totoznost Subjektu studie
nebo potencialniho zijemce o ucast ve Studii.
Formulate CRF budou Zadavateli a/nebo CRO
poskytovany vcas, jakmile budou vyplnény. Na
zadost Zadavatele a/mebo CRO Zdravotnické
zatfizeni neprodlené opravi ptipadné chyby a/nebo
opomenuti ve formulatfich CRF a ptedaji Zadavateli
a/nebo CRO opravené formulaie CRF vcetné
ptripadnych podkladii k dal$imu ovéreni.

()] Maintenance.
Promptly upon completion or termination and
effectiveness of the Study or this Agreement,
Institution shall transfer to Sponsor all Study
Data, if it is possible according to the
Applicable Law.

(f) Uchovavani. Neprodlené po dokonceni
nebo ukonceni Studie nebo platnosti a G€innosti této
Smlouvy Zdravotnické zafizeni preda veskera
Studijni data Zadavateli, pokud to bude dle
Platnych pravnich pfedpisit mozné.

Electronic Data
Institution shall submit
the electronic system

(9)
Capture (“EDC”):
Study Data using

(9) Elektronické zaznamenavani dat (dale
»EDC*): Studijni data bude Zdravotnické zatizeni
zadavat do elektronického systému poskytnutého
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provided by Sponsor. In the event an EDC
system is used for data reporting, the system
will comply with all Applicable Laws.
Institution shall also comply with CRO's and
Sponsor's instructions and all Applicable Laws.
Institution 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 will certify to the applicable
Regulatory Authority that its electronic
signatures are the legally binding equivalent of
handwritten signatures. In the event that
Institution is using r its own computer(s) to
connect to and access the EDC system,
Institution will be responsible for supporting
and promptly resolving any technical issues
with Institution’s own computing environment
(i.e., computer hardware, non-study related
software). Institution will be responsible for
reporting any technical issues preventing use of
the EDC system, that appear to be outside the
scope of its own computing environment, to
the EDC helpdesk number that will be
provided by CRO or Sponsor with the EDC
system. Institution 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.

Zadavatelem. Bude-li pro zadavani dat pouZivan
systém EDC, bude takovy systém vyhovovat vSem
Platnym pravnim ptedpisiim. Zdravotnické zafizeni
musi rovnéz dodrzovat pokyny CRO a Zadavatele
a veskeré Platné pravni predpisy. Zdravotnické
zafizeni bude branit neopravnénému pristupu
k datim, jejich pouziti, zvefejnéni nebo sdéleni
S vynalozenim pfimefeného a vhodného
obchodniho 1Usili, napf. fyzickym zabezpeCenim
pocitacu a zajisténi, Ze vSechny osoby zapojené do
Studie, zejména  Spoluzkousejici  a Clenové
studijniho tymu, budou zachovavat divérnost svych
pristupovych hesel. Pied pouzitim systému EDC
Zdravotnické  zafizeni  potvrdi  prisluSnému
Kontrolnimu ufadu, ze jeho elektronické podpisy
jsou pravn¢ zavaznym ekvivalentem vlastnoru¢niho
podpisu, budou-li to vyzadovat Platné pravni
ptedpisy. Pokud Zdravotnické zafizeni k pfipojeni
apfistupu do systtmu EDC pouziva vlastni
pocitac(e), je povinno samo si zajistit podporu
aneprodlené feSeni piipadnych technickych
problému tykajicich se jeho vlastniho pocitacového
vybaveni (tzn. poc¢itatového hardwaru a softwaru
nesouvisejiciho se Studii). Pfipadné technické
problémy branici pouzivani systému EDC, které se
budou jevit jako problémy mimo jeho vlastni
pocitacové prostredi, bude Zdravotnické zatizeni
povinno hlésit na telefonni ¢islo helpdesku systému
EDC, které mu sd€li CRO nebo Zadavatel
ksysttmu EDC Zdravotnické zatizeni bude
povinno =zajistit jeSt¢ pred zahdjenim Studie
pfipojeni k internetu a neprodlené fesit piipadné
problémy s pfipojenim s poskytovatelem piipojeni
K internetu nebo ve svém vlastnim pocitaovém
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 may collect,
retain and/or use Biological Samples solely as
ser forth in the Protocol. Institution will
provide Sponsor or its designee Biological
Samples, as requiered by the Protocol, obtained
from Study subjects for testing that is not
directly related to patient care or safety
monitoring, including pharmacokinetic,
pharmacogenomic, or biomarker testing.

(h) Biologické vzorky. ,,Biologickymi
vzorky“ se rozumi vzorky krve, tekutin a/nebo
tkani odebirané pacientim zafazenym do Studie
podle Protokolu, v¢etné pitipadnych hmotnych
materiall ziskanych pifimo ¢i neptimo z nich.
Zdravotnické  zafizeni bude  shromazd’ovat,
uchovéavat a/nebo pouzivat biologické vzorky pouze
v souladu s Protokolem. Zdravotnické zafizeni bude
Zadavateli nebo jeho zastupci poskytovat
Biologické vzorky ziskané od pacientl ve Studii za
ucelem testovani, které pifimo nesouvisi s péci
Opacienta nebo se sledovanim bezpecnosti,
napt. K provadéni farmakokinetickych
a farmakogenomickych testi nebo ke stanovovani
biomarkerd.

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

a. Pouzivani. Biologické vzorky
odebirané podle Protokolu bude Zdravotnické
zafizeni pouzivat vyhradné zplsobem a pro ucely
popsané v Protokolu.
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Protocol.

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 Study
subject. Sample Data will be treated as Study
Data.

b. Vysledky  rozboru  vzorku.
Zadavatel nebo jim povéfena osoba budou
Biologické vzorky testovat zplisobem popsanym
Vv Protokolu. Pokud neni v Protokolu stanoveno
néco jiného, Zadavatel nebude vysledky takovych
testt  (dale ,Vysledky rozboru vzorki)
poskytovat Zdravotnickému zafizeni ani pacientim
ve Studii. S Vysledky rozboru vzorkli bude
nakladano stejné 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/ 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. 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 shall inform Investigator 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. .

(@) Osobni udaje. Pied zahajenim Studie
i Vjejim prabéhu mohou byt Zkousejici a jeho
vlastni spolupracovnici nebo spolupracovnici ze
Zdravotnického zafizeni, napt. Clenové studijniho
tymu nebo SpoluzkousSejici, pozadani o sdéleni
osobnich tudaja podle definice v ¢lanku 4 odst. 1
GDPR (dale jen ,,Osobni tdaje), jak je uvedeno
nize a na dobu pfiméfené nutnou pro nize uvedené
ucely. Tyto Osobni udaje mohou byt pouzivany
CRO, Zadavatelem a jejich pfidruzenymi
spoleCnostmi v souladu s Platnymi préavnimi
ptedpisy, napt. nafizenim GDPR . Zadavatel a CRO
maji pravo sdélovat, zpracovavat a uchovavat
Osobni udaje ZkousSejiciho, Spoluzkousejicich,
Clent studijniho tymu adal§ich pracovniki
zapojenych do provadéni Studie. Zdravotnické
zafizeni bude Zkousejiciho, jeho zaméstnance,
Spoluzkousejici  a Cleny  studijniho  tymu
informovat 0 zpracovani ~ Osobnich ~ udaju
Zadavatelem a/nebo CRO a ziska od nich pfipadny
souhlas potfebny ke sdélovani, zpracovavani nebo
uchovavani Osobnich daji v souladu s Platnymi
pravnimi predpisy.

Personal Data may include names, contact
information, work experience and professional

gualifications, 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 tUdaje mohou zahrnovat jméno,
kontaktni tdaje, pracovni zkuSenosti a odbornou
kvalifikaci, publikace, zivotopisy, dosazené
vzdélani a informace tykajici se financnich vztahd
nebo mozného konfliktu z4jmt, jakoz itdaje
0 platbach uskutectiovanych pfijemci/piijemctim
plateb podle této Smlouvy, a to pro tyto Gcely:

0) the conduct of clinical trials and/or
statistical analysis;

(i) provadéni  klinickych ~ hodnoceni  a/nebo

statistické analyzy;

(i) verification exclusively in connection
with this Agreement by each competent
governmental or Regulatory Authorities, EC,
the Sponsor or CRO and affiliates;

(i) ovétovani vyluéné ve vazbé na tuto Smlouvu
prislusnymi statnimi nebo kontrolnimi ufady,
Etickou komisi, Zadavatelem nebo CRO
a pridruZzenymi spole¢nostmi;

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

(iii) dodrzovani  Platnych  pravnich  piedpisd,
nafizeni a pozadavki kontrolnich uradi,

(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 Vv databazich, které slouzi obdobnému téelu;
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(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 klinickd hodnoceni nebo
jiné podnikani; a

(vi)  anti-corruption compliance or
transparency obligations.

any

(vi) dodrzovani
ptipadnych
transparentnosti.

protikorupcnich piedpisi nebo
povinnosti tykajicich se

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, particulalrly
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 tUroven ochrany, jakd plati
v zemi, V niZ ma dana osoba bydlisté. V takovém
pfipadé CRO nebo piipadné Zadavatel zajisti, aby
byly vsouladu se zakonnymi povinnostmi CRO
nebo pfipadné Zadavatele pred kazdym takovym
predanim ziskany pfislusné zaruky, které zajisti
ochranu osobnich udaji podle Platnych pravnich
pfedpisi, zejména pravnich piedpisi a nafizeni
0 ochrané osobnich tdaji platnych v zemi, v niz ma
dana osoba bydliste.

(b) Study Subject Personal Data. The
Institution 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 of
the Agreement above. To the extent
Institution, as a result of conducting the Study,
has access to Personal Data of Study Subjects
(“Study Subject Personal Data”), the terms
set forth in this Section 1.10 of the Agreement

will apply.

(b) Osobni udaje Subjektu
studie. Zdravotnické zafizeni =ziska v souladu
S Platnymi pravnimi ptedpisy, zejména pravnimi
ptedpisy o ochrané¢ osobnich 1daji, pisemny
informovany  souhlas  Subjektu  studie se
shromazd’ovanim a pouzivanim osobnich udaja
Subjektu studie pro ucely Studie, véetné sdélovani,
predavani a zpracovavani udaji shromazdénych
vsouladu s Protokolem, vsouladu s Platnymi
pravnimi  pfedpisy adalSimi  ustanovenimi
0 ochrané osobnich tdaji a ¢lankem 1.6 Smlouvy
vyse. Pokud bude mit Zdravotnické zatizeni
v disledku provadéni Studie pfistup k osobnim
udajim Subjektd studie (déale ,,Osobni tdaje
Subjektu studie®), pouziji se ustanoveni tohoto
¢lanku 1.10 Smlouvy.

(©) Joint Controller. The Parties agree
that both Sponsor and Institution act as
controllers with respect to the personal 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) of

() Spole¢ny spravce. Strany se dohodly, ze
Zadavatel i Zdravotnické zafizeni budou jednat jako
spole¢ni spravci osobnich udaji, které bude kazdy
Znich zpracovavat (dale ,,Spoleéni spravei®).
Zdravotnické zafizeni bude jednat jako spravce
Osobnich udaji Subjektd studie, které uz existuji
ajsou ulozeny ve slozce studie ve Zdravotnickém
zafizeni.  Zadavatel bude jednat jako spravce
klicem kdédovanych (pseudonymizovanych) tdaju
Subjektt studie shromazd’ovanych Zdravotnickym
zafizenim na zaklad¢ Protokolu atéto Smlouvy.
Zadavatel bude rovnéz jednat jako spravce
osobnich 1dajii Zkousejiciho a ostatnich Clenti
studijniho  tymu podle ¢lanku 1.10 odst. (a)
Smlouvy shromazdénych a pfedanych Zadavateli

the Agreement collected and transferred to
Sponsor for the purposes of conducting the
Study. In order to fulfill the requirements set

pro ucely provadéni Studie. Za ucelem plnéni
pozadavkd vtomto ¢lanku se Strany dohodly na
ujednanich o spole¢né spravé  uvedenych
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out in this Section the Parties agree to the joint
controller arrangements as set out in Exhibit B
of this Agreement and its annexes.

v Priloze B této Smlouvy ve znéni dodatku k ni.

Survival. This Section 1.10 “Personal Data” of
the Agreement shall survive termination
(effectiveness) or expiration (effectiveness) of
this Agreement.

Pretrvavajici platnost. Tento ¢lanek 1.10 ,,Osobni
udaje” Smlouvy zastane v platnosti i v piipadé
ukonceni platnosti (G¢innosti) ¢i pii vyprSeni
platnosti (u¢innosti) této Smlouvy.

1.11  Financial Disclosure. Before
commencing the Study, Institution 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, certifies and initiates that
Investigator and 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 shall and
ensures that Investigator or the
Subinvestigators, if they learn of such a change
from the mentioned persons as the case may
be, promptly submits to Sponsor and/or CRO
updated Disclosure(s) reflecting the new
circumstances.  This Section 1.11 of the
Agreement 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 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 agrees that the
Disclosure may be subject to review by
governmental or regulatory agencies, Sponsor,
CRO, and their agents, and the Institution
consents to such review.

111 Informace o finanénich vztazich.
Pfed zahajenim Studie je Zdravotnické zafizeni
povinno vyplnit a zaslat Zadavateli a/nebo CRO
zpét informace o finan¢nich vztazich pozadované
Zadavatelem a/nebo CRO v rozsahu, v jakém jsou
pfimétené nezbytné ke splnéni pozadavkt Platnych
pravnich predpist, s pouzitim formulara
schvalenych Zadavatelem a/nebo CRO (dale
»Sdéleni informaci®). Sdélenim téchto informaci
Zdravotnické zatizeni potvrzuje, ze sdélované
informace jsou pravdivé a piesné, a iniciuje, aby tak
ucinili  kazdy za sebe také  ZkousSejici
a Spoluzkousejici. Pokud se béhem Studie zméni
okolnosti  a informace sdélené Zdravotnickym
zafizenim, ZkouSejicim  a Spoluzkousejicimi
podilejicimi se na Studii uz nebudou pravdivé nebo
ptesné, predlozi Zdravotnické zafizeni Zadavateli
a/nebo  CRO neprodlen¢ aktudlni informace
odrazejici nové okolnosti a zajisti, aby tak ucinili
také ZkousSejici nebo Spoluzkousejici, pokud se o
takové zméné u uvedenych osob dozvi. Tento

.....

Studie, resp. V pripadé
Smlouvy Zdravotnickym
zafizenim jest€ jeden (1) rok po datu ucinnosti
vypovézeni Zdravotnickym zatfizenim ve vztahu ke
Zkousejicimu a pripadnym Spoluzkousejicim, ktefi
se po vypovézeni Smlouvy Zdravotnickym
zafizenim uz nadale nebudou na Studii podilet.
Zdravotnické zatizeni souhlasi s tim, Ze poskytnuté
informace mohou kontrolovat statni a kontrolni
ufady, Zadavatel nebo CRO ajejich zastupci,
a Zdravotnické zafizeni s takovymi kontrolami
souhlasi.

vvvvvv

The Institution further consents 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 as in the
Institution’s own country.

Zdravotnické zatizeni dale souhlasi s pireddvanim
udajii zjeho prohlaseni o finan¢nich vztazich do
zem¢ sidla Zadavatele a pfipadné do Spojenych
statti americkych, a to i kdyby ve Spojenych statech
americkych neplatil nebo neexistoval natolik
vyspély rezim ochrany dat jako v zemi
Zdravotnického zafizeni.
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2. TERM (EFFECTIVENESS)
TERMINATION (EFFECTIVENESS)

AND

2. DOBA PLATNOSTI (UCINNOSTI)
A UKONCENI PLATNOSTI (UCINNOSTI) SMLOUVY

21 Term (Effectiveness).  This
Agreement shall commence as of the Effective
Date and shall remain in force through
(effective), 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.

According to the Applicable Laws, the

Agreement becomes effective upon

publication in the contract register

(hereinafter referred to as the
"Effective Date"), to which the
contracting  parties  agree.  The

Agreement will be published by the
Institution, which is authorized to
publish it in its entirety, including
appendices.  Publication of the
Agreement is not a breach of
confidentiality.

2.1 Platnost (G¢innost). Tato
Smlouva nabyvd ucinnosti k Datu tucinnosti,
a pokud nebude vypovézena podle nize uvedenych
ustanoveni, zstava v platnosti (Géinnosti) do
dokonCeni Studie ve Zdravotnickém zafizeni,
véetné  poskytnuti  sluzeb  spojenych  se
shromazd'ovanim dat po dokonceni Studie,
pfipadného ovéfeni akontroly zdznami po
dokonceni  Studie, jsou-li dohodnuty v této
Smlouve, jejich predlozeni Zadavateli a sestaveni
a dodani veskerych vyplnénych zaznamt subjektl
hodnoceni a zavéreéné zpravy o Studii, resp. do
data uvedeného v Protokolu, nastane-li pozdgji.

Smlouva se stava podle Platnych pravnich
predpist uéinnou uvefejnénim v registru smluv
(dale jen ,,.Den uéinnosti*), s nimz smluvni strany
souhlasi. Smlouvu uvefejni Zdravotnické zatizeni,
které je opravnéno ji uvefejnit v plném rozsahu
vcetné piiloh. Uvetejnéni Smlouvy neni porusenim
pravidel divérnosti.

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 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 Institution, such notice
specifying in detail the nature of the breach.
Institution 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
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.

2.2 Vypovézeni kvili zavaznému
poruseni; bezpecnost pacientii. Zadavatel je
opravnén pozastavit plnéni celé Smlouvy nebo jeji
Casti, napf.nabor Subjektt studie, pokud se
Zdravotnické zafizeni dopusti zdvazného poruseni
Smlouvy nebo jakékoli povinnosti vyplyvajici
Ztéto Smlouvy a strana poruSujici tuto smlouvu
nezjedna napravu do tficeti (30) dnt po obdrzeni
pisemného upozornéni od Zadavatele nebo od
CRO, pricemz v upozornéni musi byt podrobné
popséna povaha poruseni. Zdravotnické zatfizeni je
opravnéno tuto Smlouvu vypoveédét, pokud se
Zadavatel dopusti zavazného poruseni Smlouvy
a takové poruseni neodstrani do tficeti (30) dnti od
doruceni pisemného upozornéni od Strany nebo
Stran, které se poruseni nedopustily, s podrobnym
popisem povahy poruSeni. Smlouva muize byt
s okamzitou ucinnosti  pisemné  vypovézena
kteroukoli Stranou, je-li to pfiméfené nezbytné
k ochrané bezpe€nosti, zdravi nebo prospéchu
pacient zafazenych do Studie.

2.3 Termination by Sponsor.
Sponsor may terminate (terminate the
effectiveness) this Agreement for any reason

2.3 Vypovézeni Zadavatelem.
Zadavatel je opravnén ukoncit platnost (1€innost)
této Smlouvy =z jakéhokoli divodu s okamzitou

Cardior SO OOOOO®Y CDR132L CZE CTA INS_site# fEOOSOOSOd NHBPO_PI
XXX X IRNEYZ2

Page 15 of 58



CONFIDENTIAL

DUVERNE \

effective immediately upon written notice to | G€innosti  neprodlené na zadkladé doruceni
Institution. pisemného oznameni Zdravotnickému zafizeni.

24 Terminaton by Institution. 2.4 Vypovézeni Zdravotnickym
The Institution may terminate (terminate the | zafizenim. Zdravotnické zafizeni je opravnéno
effectiveness) upon  written notice  if | ukonéit platnost (a¢innost) této  Smlouvy
circumstances  beyond the Institution's | pisemnym oznamenim v ptipadé, ze okolnosti, jez

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 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 of the Agreement.

jsou svoji povahou mimo moznost ovlivnéni ze
strany Zdravotnického zafizeni, zabrani dokonceni
Studie, nebo v piipad¢, ze Zdravotnické zafizeni
divodné usoudi, Ze pokracovani ve Studii neni
bezpecné. Po doruceni nebo odeslani vypovédi
ukonCi Zdravotnické zafizeni neprodlené nabor
Subjektti, provede postupy stanovené pro piipad
ukonceni  Smlouvy azajisti, aby prob¢hla
pozadovand kontrolni vySetfeni Subjektii, a ucini
vSechna pfiméfena opatfeni k omezeni dalSich
nakladi na minimum. Zadavatel uhradi zavérecnou
platbu za ftadn¢ uskutecnéné navstévy nebo
mezniky podle této Smlouvy ve vysi stanovené
Vv Piloze A Smlouvy.

25 Termination  for  Good
Cause. Sponsor may, without limitation of and
in addition to its rights under Sections 2.2 and
2.3 of the Agreement , terminate this
Agreement for good cause immediately upon
written notice to Institution. 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 odiivodnénim.
Zadavatel je opravnén vypovédét tuto Smlouvu
z fadného dtivodu s okamzitou u¢innosti na zakladée
pisemné  vypoveédi zaslané Zdravotnickému
zafizeni, aniz by tim byla dotcena jeho prava podle
bodu 2.2 a 2.3 Smlouvy. Mezi takové vypovédni
divody patti napt. zjisténi zdravotniho rizika pro
Subjekty studie, prokazani neucinnosti
Hodnoceného pfipravku, rozhodnuti EMA, FDA
nebo jiného Kontrolniho ufadu o ukonceni nebo
pozastaveni Studie nebo nemoznost nebo neochota
Zkousejiciho nadale pisobit jako ZkouSejici ve
Studii. Studie je navic soucéasti multicentrické
klinické vyzkumné studie, a proto si Zadavatel
vyhrazuje pravo ukoncit ndbor, 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
termination for Institution’s material breach of
the Agreement pursuant to Section 2.2 of the
Agreement, Institution, 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 including costs, in its
conduct of the Study and its obligations under
this Agreement in accordance with the Budget

(@) Odména. Piipadna odména po
vypovézeni této Smlouvy nebo pozastaveni Studie
ve Zdravotnickém zafizeni, s vyjimkou vypovézeni
kvili zavaznému poruseni Smlouvy Zdravotnickym
zafizenim podle ¢lanku2.2  Smlouvy, bude
Zdravotnickému zatizeni vyplacena do Ctyficeti péti
(45)dnd  po predlozeni polozkové  faktury
suvedenim castek za (a)pfiméfené a pisemné
dolozené néklady, kter¢ mu vznikly do data
dorueni  oznameni o vypoveézeni  Smlouvy,
resp. pozastaveni  Studie vCetné¢ nakladd pfi
provadéni Studie a plnéni jeho povinnosti z této
Smlouvy podle Rozpoctu a platebniho kalendaie
pfilozeného k této Smlouvé jako jeji Ptiloha A,
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and Payment Schedule attached hereto as
Exhibit A; and (b) all reasonable non-
cancelable obligations reasonably incurred as a
result of Institution’s performance of its
obligations hereunder, provided that the
Institution  provides sufficient verifiable
documentation of the costs to be reimbursed by
the Sponsor according to this Section 2.6 of the

a (b) veSkeré nezruSitelné povinnosti, které mu
pfiméfené vznikly v disledku plnéni povinnosti
Zdravotnického zatizeni z této Smlouvy, stim, Ze
Zdravotnické  zafizeni  predlozi  ovéfitelnou
dokumentaci  k nakladim, které maji byt
Zadavatelem proplaceny podle ¢lanku 2.6 Smlouvy.

Adgreement.
(b) Performance of

Activities. In the event of a termination under
this Section 2 of the Agreement, (a) Institution
will notify the EC that the Study has been
terminated, and 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 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, in
accordance with Sponsor’s instruction, except
for records or samples which the Institution is
required by law to retain. Within thirty (30)
days of termination of this Agreement or
completion of the Study (whichever comes
first), Institution 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 the Study. This
Section 2.6 of the Agreement survives

(b) Vykonavani ¢innosti. V piipadé
vypovézeni Smlouvy podle ¢lanku?2  odst.
(a) Smlouvy bude Zdravotnické zafizeni o ukonéeni
Studie informovat EK a neprodlené ukon¢i nabor
pacient do Studie, piestane vykonavat ukony pro
Studii a Subjektim studie, kteti uz byli do Studie
zatazeni, prestane podavat Hodnoceny pfipravek,
bude-li to zlékafského hlediska  vhodné,
(b) v maximalni mozné mife zabrani vzniku dalSich
nakladi a vydajti a (c) (i) doda Zadavateli veskera
Studijni data a veskeré formulafe CRF kompletné
nebo (i)jen castetné vyplnéné k datu ucinnosti
vypovédi a (ii) podle pokyni Zadavatele vrati
Zadavateli  veSkeré  materidly, které Dbyly
Zdravotnickému  zafizeni dodany, s vyjimkou
zaznami nebo vzorkl, které si jsou ze zakona
povinni ponechat. Do tficeti (30)dni od
vypovézeni Smlouvy nebo dokonéeni Studie (podle
toho, co nastane diive) Zdravotnické zafizeni
ptedlozi 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 diivod budou vSechny Strany
pokracovat ve své Cinnosti podle této Smlouvy
vyhradné v rozsahu, v jakém to bude nezbytné a na
jakém se spolu pisemné dohodnou s piihlédnutim
K pfiméfenému  1ékaiskému  Gsudku v zajmu
ochrany zdravi pacienti UCastnicich se Studie.
Tento ¢lanek 2.6 Smlouvy zustava v platnosti a
ucinnosti i po vypovézeni Smlouvy.

termination and  effectiveness of this
Agreement.
3. COMPENSATION 3. ODMENA

(@) In consideration of (@) Za  plnéni  této  Smlouvy
Institution’s  performance  under  this | Zdravotnickym  zafizenim  bude  Zadavatel
Agreement, Sponsor shall pay Institution, as | Zdravotnickému zafizeni vyplacet ptipadnou
applicable, in accordance with the Budget and | odménu podle Rozpoctu a pichledu plateb

Payment Schedule set forth in Exhibit A of the

obsazenych v Ptiloze A Smlouvy, ktera je odkazem
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Agreement and incorporated by reference
herein (“Exhibit A”). The payments noted in
Exhibit A include all applicable overheads due
to Institution, as applicable, as result of or in
connection with the Study. Institution
acknowledges that all payments due for
services performed under this Agreement shall
be executed by CRO on behalf of Sponsor. The
Parties further acknowledge that Institution is
the only recipient of all payment under this
Agreement. Institution agrees that Investigator
and Pharmacist have concluded separate
agreements and will be paid separatelly from
this Agreement.

na ni nedilnou soucasti této Smlouvy (dale
»PFiloha A“). Platby uvedené v Ptiloze A zahrnuji
pfipadné ivSechny pfislusné rezijni naklady
hrazené Zdravotnickému zatizeni v disledku Studie
nebo v souvislosti s ni. Zdravotnické zatizeni bere
na védomi, ze vSechny platby hrazené za sluzby
poskytnuté podle této Smlouvy bude za Zadavatele
provadét CRO. Smluvni strany dale berou na
védomi, ze Zdravotnické zafizeni je jedinym
pfijemcem veskerych plateb ztéto Smlouvy.
Zdravotnické zafizeni souhlasi s tim, ze ZkouSejici
a Lékarnik maji uzaviené samostatné smlouvy a
budou vyplaceni oddélené od této Smlouvy.

(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 prevySujici

astky stanovené v Pfiloze A. Castky vyplacené
Zadavatelem podle této Smlouvy predstavuji
pfiméfenou trzni odménu za sluzby souvisejici se
Studii apii jejich stanovovani nebyly nijak
zohlednény pocet ani hodnota doporucenych
pacienti nebo obchodni piilezitosti.  Nebude-li
vtéto Smlouvé aVrozpoCtu pripojeném k této
Smlouvé jako Pfiloha A stanoveno jinak, je
Piijemce plateb povinen vyplacet odménu vsem
fyzickym nebo pravnickym osobam zapojenym do
provadeéni Studie.

(© Institution ~ agrees
that: (a) all claims that Institution submits 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 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 the unused
material and equipment will be returned to
Sponsor or CRO, in good working order, not
materially worse than that in which it was
initially provided to Institution, promptly upon
completion or termination of the Study.
Sponsor shall be solely liable to Institution for
all amounts due under the Exhibit A.

(c)  Zdravotnické zafizeni se zavazuje,
ze: (a)ve veskerych  zadostech o tihradu
predkladanych Zdravotnickym zafizenim
zdravotnim pojistovnam nebo platcim—tietim
stranam v souvislosti s postupy  zahrnujicimi
materidly dodavané Zadavatelem nebo CRO nebo
jejich jménem Zdravotnickému zafizeni zdarma
bude takovy material fadné a piesné zohlednén a ze
(b) vybaveni nebo materialy poskytované ¢i
dodavané Zadavatelem nebo CRO k pouziti ve
Studii bude pouzivat vyhradné v souvislosti se
Studii a po dokonceni nebo pred¢asném ukoncéeni
Studie nespotfebovany material a vybaveni vrati
Zadavateli nebo CRO v dobrém, funkénim stavu,
ktery nebude vyrazné horsi nez stav, v jakém bylo
takové vybaveni Zdravotnickému zafizeni ptivodné
dodano. Za uhradu castek uvedenych v Priloze A
odpovida vyhradné Zadavatel.

(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
predpisy, bude CRO hlasit vSechny platby
Zdravotnickému zafizeni jako platby
kvalifikovanému zdravotnickému pracovnikovi.

(e) CRO

iS managing

() CRO fidi Studii pro Zadavatele,
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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 of the Agreement and
Exhibit A.

avSak nenese vu¢i Zdravotnickému zafizeni
odpovédnost za thradu castek splatnych podle
tohoto ¢lanku 3 Smlouvy a Prilohy A.

4, REGULATORY

4, KONTROLNI URADY

4.1 Regulatory Inspections.
Institution shall cooperate 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
shall (i) promptly, but in no event later than
five (5) days after notification, notify Sponsor
and CRO of any notified 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 participating
in the Study for Institution 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 any responses
that may be required with respect to any of the
matters referenced in this section of the
Agreement, such review/comment shall not to
be unreasonable withheld by Institution.

4.1 Kontroly provadéné kontrolnimi
urady. Zdravotnické zafizeni bude spolupracovat
s pracovniky prislusnych EMA, FDA a dalsich
ptislusnych kontrolnich ufadd nebo jinych statnich
ufadd aumozni jim (a)zkoumat a kontrolovat
zafizeni avybaveni Zdravotnického zafizeni
nezbytné k provadéni Studie a (b) nahlizet do dat,
zprév, pracovnich podkladti a vysledkt tykajicich
se Studie apofizovat si jejich kopie v rozsahu,
Vjakém je to pripustné podle Platnych pravnich
predpisi. Zdravotnické zafizeni bude Zadavatele
a CRO (i) neprodleng, nejpozdéji do péti (5) dnd po
oznameni, informovat o veskerych avizovanych
inspekcich nebo ukonech v jejich zafizeni nebo
provozu souvisejicich se Studii ve Zdravotnickém
zatizenim, (ii) poskytne pfislusnému kontrolnimu
nebo statnimu Ufadu svoji soucinnost, splni
pozadavky  auditu  a(iii) zajisti  pFitomnost
ptislusnych Clent studijniho tymu, podilejich se na
Studii za Zdravotnické zatizeni, aby mohli podat
vysvétleni k zdznamtim a dokumentaci tykajicim se
Studie. Pokud se bude audit provadény kontrolnim
uradem tyka Studie, ma Zadavatel nebo jeho
zastupce (v€etné CRO) pravo byt pfitomen pfi
vSech inspekcich v zafizeni nebo provoze
Zdravotnického zafizeni abude mit moznost
seznamit se s odpovéd'mi tykajicimi se zalezitosti
zminovanych v tomto ¢lanku Smlouvy a vyjadfit se
Knim, pfiCemz Zdravotnické zafizeni neni
opravnéno takové posouzeni nebo vyjadfeni
bezdivodné 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
Institution enables the following activities in
the relationship with Investigator,
Subinvestigators and Study Team Members.
Institution agrees 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

4.2 Navstévy a inspekce provadéné
Zadavatelem nebo CRO. Zadavatel nebo jeho
zastupci (v€etné CRO) maji pravo navstévovat
Zdravotnické zafizeni a Zdravotnické zafizeni
umozni dale uvedené aktivity ve vztahu ke
Zkousejicimu, Spoluzkousejicimu a Clentim
studijniho tymu.Zdravotnické zatizeni souhlasi
stim, ze je budou Zadavatel nebo jeho zastupci
(v€etné CRO) navstévovat nebo se s nimi setkavat
aprovadét kontrolu ainspekce Vv zafizenich
Zdravotnického zatizeni na zékladé oznameni
zaslaného v pfiméfeném predstihu a S pfiméenou
Cetnosti béhem bézné pracovni doby za ucelem
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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
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) will try to ensure Study
Team Members participating on the Study for
Institution available to explain and discuss
records and documentations related to the
Study. For Sponsor and CRO inspections of
Institution, Institution 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 written response shall
include the cause of each nonconformance, the
underlying source of the cause, and a corrective
action plan for each nonconformance.
Institution 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.
This does not apply to persons with whom the
Sponsor has separate contracts.

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 predpisy). Zdravotnické zatfizeni poskytne
Zadavateli a CRO soucinnost pifi planovani
takovych  navstév  azajisténi  pfimerenych
pracovnich podminek, splni pfiméfené pozadavky
navstévy nebo inspekce apokusi se zajistit
pfitomnost pfislusnych Clenti studijniho tymu,
podilejicich se na Studii za Zdravotnické zatizeni,
aby mohli podat vysvétleni k zaznamim
a dokumentaci tykajicim se Studie. Na piipadné
nesrovnalosti  zjiSténé pfi inspekci provadéné
Zadavatelem nebo CRO odpovi Zdravotnické
zatizeni pisemné¢ do patnacti (15) dnd po obdrzeni
zpravy o inspekci od Zadavatele nebo CRO.
Pisemna odpoveéd Zdravotnického zafizeni musi
obsahovat pfi¢inu kazdé zjisténé nesrovnalosti,
zakladni zdroj pfic¢iny a plan napravnych opatieni
ke kazdé zjisténé nesrovnalosti. Veskera napravna
opatieni odstraiiujici zjiSt€énou neshodu pfijme
Zdravotnické zafizeni okamzité, resp. pokud jejich
okamzité pfijeti nebude mozné, co nejdiive,
nejpozdéji vSak do devadesati (90) dnti od obdrzeni
zpravy o inspekci. To se netyka osob, S nimiz ma
Zadavatel samostatné smlouvy.

4.3 Maintenance of Records.
Subject to the provisions of Sections 5 and 8 of
the Agreement, Institution shall retain in its
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 shall
maintain its records in a professional manner
S0 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 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 shall not
destroy any such records until it has obtained
Sponsor’s prior written permission to do so.
Institution will notify the Sponsor if Institution
relocates or moves the Study related files to a
different location from the Institution.

4.3 Sprava zaznami. Kopie dat,
dokumentace nebo informaci tykajicich se plnéni
této Smlouvy nebo vyplyvajicich znégj, si
Zdravotnické zafizeni v souladu s ustanovenimi
¢lanku 5 a 8 Smlouvy ponecha vyhradné pro ucely
plnéni pozadavkil kontrolnich uradd a zédkonnych
povinnosti apro ucely pojisténi. Zdravotnické
zafizeni bude své zaznamy uchovavat odbornym
zpisobem, aby mohlo Zadavateli a CRO umoznit
nahlizet do veskerych dat, dokumentace nebo
informaci, aniz by pfitom Zadavateli nebo CRO
zptistupnilo diveérné nebo chranéné informace
jakékoli treti strany. Veskeré takové zdznamy bude
Zdravotnické  zafizeni  uchovavat v souladu
s pozadavky stanovenymi v Protokolu po dobu
dvaceti péti (25) let, pfipadné po dobu pozadovanou
Platnymi pravnimi ptedpisy, je-li delsi. Bez
predchoziho pisemného souhlasu Zadavatele nesmi
Zdravotnické zafizeni takové zaznamy znicit.
Zdravotnické zafizeni bude informovat Zadavatele,
pokud Zdravotnické zafizeni pfemisti nebo pfesune
slozky tykajici se Studie mimo Zdravotnické
zafizeni.

44 This Section 4 shall survive
termination of this Agreement.

4.4 Tento clanek 4 zastava v platnosti
I po vypovézeni Smlouvy.
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S. INTELLECTUAL PROPERTY 5. DUSEVNIi VLASTNICTV{
5.1 Pre-existing Intellectual 51 Existujici duSevni vlastnictvi.
Property. Ownership  of inventions, | Vlastnictvi vSech objevt, vynalezi, autorskych dé¢l

discoveries, works of authorship and other
developments existing as of the Effective Date
of the Agreement 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
ensures that Investigator accepts and agrees
with the before.

ajinych vysledkli dusevni cinnosti, jez existuji
k Datu uc¢innosti Smlouvy, a dale veskeré patenty,
autorska prava, obchodni tajemstvi a dal$i prava
k objekttim  duSevniho  vlastnictvi, s timto
souvisejici (spolecné déle jen souhrnné ,,Existujici
duSevni vlastnictvi”), neni jakkoli dotéeno touto
Smlouvou, azadna Strana nema naroky vuéi &i
prava  kjakémukoli  pfedmétu  Existujiciho
dusevniho vlastnictvi jiného, neni-li tak vyslovné
pisemné ujednano v pisemné dohodé¢ mezi
smluvnim stranami. Zdravotnické zafizeni zajisti,
7ze stim bude ZkouSejici srozumén a bude stim
souhlasit.

5.2 Sponsor Technology.  All
existing inventions, intellectual property rights
and technologies of Sponsor (including but not
limited to the Study Drug and materials), that
exist on the Effective Date of the Agreement,
(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

5.2 Technologie Zadavatele.
Vsechny stavajici objevy, prava k duSevnimu
vlastnictvi a technologie Zadavatele

(napt. Hodnoceny ptipravek nebo materialy), jez
existuji k Datu  uéinnosti  Smlouvy, (dale
»rechnologie Zadavatele) patfi  vyhradné
Zadavateli atouto Smlouvou nejsou udélovany
7zadné licence ani jind prava k Technologiim
Zadavatele, pokud to neni v této Smlouveé vyslovné
dohodnuto pouze pro ucely provadéni Studie.

the Study.
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 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, participating in the Study for
Institution, or any contractor of any of the
foregoing, or conceived or made by Institution,
Investigator or any Subinvestigator(s), any
Study Team Member(s), participating in the
Study for Institution 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 shall provide prompt

s Hodnocenym pfipravkem, at’ uz je lze chranit
patentem, ¢i nikoli, apfipadnymi analogy nebo
derivaty, konkrétné¢ mnaptiklad zpisob pouziti
Hodnoceného pfipravku (nebo jeho analogl
a derivatit), lékova forma, davkovani, podéavani
nebo zplsob vyroby Hodnoceného ptipravku (nebo
jeho analogti a derivatd), vymyslené nebo ucinéné
samostatn¢ Zdravotnickym zafizenim, ZkousSejicim,
nékterym ze Spoluzkousejicich, nékterym ze Clenti
studijniho tymu, podilejicimi se na Studii za
Zdravotnické zafizeni, nebo nékterym =z jejich
dodavatelT. nebo Zdravotnickym  zafizenim,
Zkousejicim, Spoluzkousejicim(i) nebo Clenem
(Cleny) studijniho tymu, podilejicimi se na Studii
za Zdravotnické zafizeni, nebo jejich dodavateli
spoleéné¢ 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 zatizeni kazdy Studijni objev
neprodlené¢ pisemné ozndmi Zadavateli, poskytne
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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 Section5.3 Chyba!
Nenalezen zdroj odkazi.is not possible,
Institution hereby grants to Sponsor and will
initiate any Subinvestigator, any Study Team
Member participating in the Study for
Institution 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

mu svoji souéinnost pii ziskavani patentové
ochrany pro Studijni objev avfas mu preda
vSechny pozadované informace a dokumenty.
Vsechny informace tykajici se Studijnich objevl
budou povazovany za Duavérné informace
Zadavatele. Pokud postoupeni Studijniho objevu
podle tohoto ¢lanku 5.3 nebude mozZné, poskytuje
Zdravotnické zafizeni timto Zadavateli a bude
iniciovat, aby tak ucinili také Spoluzkousejici
a Clenové studijniho tymu, podilejici se na Studii za
Zdravotnické zafizeni, vyhradni (Casoveé, uzemné
a rozsahem neomezenou), prevoditelnou,
neodvolatelnou a bezplatnou licenci, s pravem
poskytovat dalsi licence, k pouzivani a vyuzivani
Studijnich objevli vSemi zpusoby, které jsou dnes
znamy nebo budou znamy v budoucnu.

future.

(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

(b) V souladu s ustanovenim
odst. (c) niZe bude vlastnické pravo kjingym
vynaleziim, objeviim nebo zlepSenim nez Studijnim
objeviim urceno odkazem na pravidla upravujici
vlastnictvi vynalezu podle pfislusného patentového
prava apodle smluvnich ajinych zakonnych
povinnosti vynalezce (vynalezci).

inventor(s).

(© All inventions,
discoveries, and improvements, other than
Study Invention(s), made or conceived solely
by Institution, , or it employees, consultants,
agents, or students in the course of or as an
effect of the Study, and as a result of their use
or knowledge of materials, Study Drug, or
Confidential Information (“Institution
Inventions”) shall be the sole property of
Institution.  All inventions, discoveries, and
improvements, other than Study Inventions,
made or conceived by Institution, Investigator,
or its 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.

(©) Veskeré vynélezy,
objevy a zlepSeni kromé Studijnich objevil u¢inéné
nebo  vymyslené¢  vyhradné¢  Zdravotnickym
zafizenim nebo jeho zaméstnanci, konzultanty,
zastupci nebo studenty v prubéhu Studie nebo
vsouvislosti sni nebo v souvislosti s jejich
pouzivanim ¢i znalosti Materiali, Hodnoceného
ptipravku nebo Duavérnych informaci (dale
,»Objevy Zdravotnického zafFizeni“) budou
vyhradnim vlastnictvim Zdravotnického zafizeni.
Veskeré vynalezy, objevy azlepSeni krome
Studijnich  objevit uinéné nebo vymyslené
Zdravotnickym zafizenim nebo jeho zaméstnanci,
konzultanty, zastupci nebo studenty spole¢né se
Zadavatelem nebo CRO (dale ,,Spole¢né objevy®)
budou vyhradnim vlastnictvim Zdravotnického
zafizeni a Zadavatele. Zadavatel bude moci do
devadesati (90) dnii uplatnit vyhradni ptednostni
pravo na ziskani licence k praviim Zdravotnického
zafizeni k Objevim Zdravotnického zafizeni a ke
Spole¢nym objeviim a do dvanacti (12) mesict 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 pfiméfenych

Cardior SO OSOOO®Y CDR132L CZE CTA INS_site# fEOOSOOSOd NHBPO_PI
XXX X IRNEYZ2

Page 22 of 58



CONFIDENTIAL

DUVERNE

Institution agrees and ensures that Investigator
agrees to immediately disclose in writing any
and all Institution Inventions and Joint
Inventions to Sponsor.

podminek, které spravedlivé odrazeji pomérny
pfinos obou stran.  Zdravotnické zafizeni se
zavazuje a zajisti, ze také Zkousejici se zavaze, ze
budou Zadavatele neprodlené pisemné informovat
0 veskerych Objevech Zdravotnického zafizeni
i Spole¢nych objevech.

54 Assignments and Assistance.
Institution hereby assigns 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 shall not have any
right to use Sponsor Technology, Study
Invention or CRO Technology for any purpose
except conducting the Study. Institution 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 of the
Agreement. Institution warrants and ensures
that , all Subinvestigators, all Study Team
Members, participating in the Study for
Institution, 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)
agrees to be bound by confidentiality and non-
disclosure obligations at least as protective as
those set forth in this Agreement.

5.4 Postoupeni a soucinnost.
Zdravotnické zafizeni timto postupuje Zadavateli
nebo piipadné CRO bezplatné abez jakychkoli
zadrzovacich prav, narokt abfemen v rozsahu,
vjakém to pfipoustéji platné pravni predpisy,
veskerd prava, pravni naroky a podily tykajici se
Technologii Zadavatele, Technologii CRO (definice
viz nize), Studijnich objevl a veskerych prav
K duSevnimu vlastnictvi, kterd jsou s tim spojena.
Zdravotnické zafizeni neni opravnéno pouzivat
Technologie = Zadavatele, Studijni objevy
a Technologie CRO pro jiné ucely nez k provadeni
Studie. Zdravotnické zatfizeni ucini piipadné dalsi
ukony a vyhotovi a doda piipadné dalsi doklady,
které budou nezbytné k uskute¢néni a provedeni
ptevodu vlastnického prava podle tohoto ¢lanku 5
Smlouvy. Zdravotnické zafizeni se zaruluje, Ze
ono samo, viichni Spoluzkousejici, viichni Clenové
studijniho tymu, podilejici se na Studii za
Zdravotnické zafizeni, a vSichni subdodavatelé
schvaleni CRO nebo Zadavatelem uzavieli (nebo
pted jejich povéfenim uzaviou) se Zdravotnickym
zatizenim, resp. se Zkousejicim pisemnou dohodu,
v niz kazda takova fyzickd nebo pravnicka osoba
(i) postoupi  Zdravotnickému  zafizeni veskera
prava, pravni naroky a podily tykajici se Studijnich
dat, Technologii Zadavatele a Technologii CRO
a Studijnich objevl, aby je Zdravotnické zafizeni,
resp. Zkousejici nasledné podle ustanoveni této
Smlouvy mohli  vplném rozsahu postoupit
Zadavateli nebo piipadné CRO, a (ii) bude souhlasit
Stim, bude véazana povinnostmi mlcenlivosti a
nezvefejiiovani informaci, které bude chranit
pringjmensim stejné jako ty, které jsou stanoveny v
této smlouve.

55 Ownership of Patient
Records. As between the Parties, all original
patient records are the sole and exclusive
property of the Institution, to be retained by
Institution in accordance with Applicable
Laws.

55 Vlastnictvi zaznamu
o pacientech.  Strany se dohodly, ze veskeré
puvodni zaznamy o pacientech jsou vyhradnim
vlastnictvim Zdravotnického zafizeni a museji byt
uchovavany Zdravotnickym zafizenim v souladu
s Platnymi pravnimi ptedpisy.

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

Technologie CRO. Veskeré stavajici vynalezy
a technologie souvisejici s procesy a systémy
eClinical CRO (dale ,,Technologie CRO) nalezi
vyhradné¢ CRO. Zdravotnické zafizeni neni
opravnéno pouzivat Technologie CRO pro jiné
ucely nez k provadeéni Studie.

5.6 This Section 5 of the

5.6 Tento bod5 Smlouvy zistava
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Agreement survives termination of this | v platnosti i po vypovézeni Smlouvy.
Agreement.
6. INDEMNIFICATION 6. ODSKODNENI
6.1 Indemnification by Sponsor. 6.1 Odskodnéni ze strany
Sponsor shall indemnify, defend and hold | Zadavatele.  Zadavatel odskodni Zdravotnické

harmless Institution, 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 “Lo0ss”) 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 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 in the handling of the
adverse event. Without prejudice to Section
6.3 of the Agreement, 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.

zatizeni a piipadné Cleny jeho statutarniho orgéanu,
vykonné fidici pracovniky, pracovniky, zéastupce
nebo zaméstnance (dale souhrnné ,,Od$kodiiované
osoby Zdravotnického zafizeni*), bude je hajit
azbavi je odpovédnosti v souvislosti se ztratami,
naklady, néaroky, zalobami, vydaji, ndhradou Skod
apfiznanymi nahradami, vcetn¢ pfimétenych
poplatkii avydaji na pravni zastoupeni pfi
obhajobé proti takovym ndrokiim nebo v takovych
soudnich sporech (dile souhrnné ,Ztraty")
v souvislosti s naroky uplatiovanymi tieti osobou
nebo zalobou podanou tfeti osobou plynoucimi
z (a) podavani  Hodnoceného pfipravku nebo
(b) nezadouciho uc¢inku nebo nezadouci reakce,
onemocnéni nebo Ujmy na zdravi jako pfimého
dasledku uzivani Hodnoceného piipravku ptisné
v souladu s Protokolem. Vyse uvedené odSkodnéni
se nevztahuje na pripady, kdy Ztrata vznikne
Vv disledku: (i) nedbalého nebo hrubé nedbalého
jednani nebo zumyslného poruseni povinnosti
kteroukoli Odskodnovanou osobou Zdravotnického
zatizeni nebo (ii) nedodrzenim podminek této
Smlouvy, Protokolu nebo pisemnych pokynt od
Zadavatele nebo jim povéfené osoby nebo Platnych
pravnich  predpisi  apozadavkii  kontrolnich
a statnich utadi kteroukoli z OdSkodniovanych osob
Zdravotnického zatfizeni. Zdravotnické zafizeni je
povinno neprodlené pisemné vyrozumét Zadavatele
0 jakémkoli naroku vztahujicim se k onemocnéni ¢i
Wmeé na zdravi, k nimz skutecné ¢i udajné doslo
v souvislosti s nezadouci reakci na Hodnoceny
pripravek, azavazuje se pln¢ spolupracovat se
Zadavatelem pii feSeni nezddouci udalosti. Aniz by
tim bylo dotéeno ustanoveni ¢lanku 6.3 Smlouvy,
plati vySe uvedené pouze pod podminkou, Ze
Odskodnované osoby Zdravotnického zatizeni bez
ptedchoziho pisemného souhlasu Zadavatele, ktery
ho nesmi bezdtivodné odmitnout, v zadném piipadé
neptfiznaji  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. To the extent permitted by law, | Zdravotnického zatizeni. V rozsahu pfipustném
Institution shall indemnify, defend and hold | ze zakona Zdravotnické zafizeni odSkodni
harmless Sponsor and, if applicable, CRO, its | Zadavatele apfipadn¢ CRO, ¢leny jejich

directors, officers, staff, agents, employees,
independent  contractors, and affiliates

statutdrniho organu, vykonné fidici pracovniky,
zaméstnance, zastupce, nezavislé dodavatele

Cardior SO OOOOO®Y CDR132L CZE CTA INS_site# fEOOSOOSOd NHBPO_PI
XXX X IRNEYZ2

Page 24 of 58



CONFIDENTIAL

DUVERNE \

(collectively, “Sponsor Indemnitees”) from
any and all losses, costs, claims, suits,
expenses, damages and awards, including
reasonable attorneys’ fees for defending those
claims (collectively, a “L0ss”) 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
participating in the Study for Institution 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 shall not hold such Sponsor

Indemnitees harmless from any Loss arising
out of gross negligence or willful misconduct
of such Sponsor Indemnitee.

a pridruzené subjekty (dale spole¢né
,»Odskodiované osoby Zadavatele“), bude je hajit
azbavi je odpovédnosti v souvislosti s veskerymi
ztratami, néklady, naroky, zalobami, vydaji,
nahradami Skod a pfiznanymi vylohami vcetné
pfimétenych poplatki za pravni zastoupeni pii
obhajob¢ proti takovym narokiim (dale spolecné
LHZtrata®) vsouvislosti s ndrokem nebo Zalobou
uplatnénym, resp. podanou proti  nékteré
z Odskodnovanych osob Zadavatele tieti osobou
v disledku ujmy na zdravi nebo umrti osob nebo
majetkové Skody vzniklé piimo (a) nedbalym nebo
hrubé nedbalym jednanim nebo umyslnym
poruSenim povinnosti nékterou z Odskodnovanych
osob  Zdravotnického zafizeni (mimo jiné
i postgradudlnimi & jinymi studenty, Cleny
studijntho  tymu  nebo  Spoluzkousejicimi,
podilejicimi se na Studii za Zdravotnické zatizeni)
nebo (b) nedodrzenim (i) podminek této Smlouvy,
Protokolu nebo pisemnych pokynti od Zadavatele
nebo jim povéfené osoby nebo (ii) Platnych
pravnich  ptedpist  apozadavklh  kontrolnich
a statnich urada kteroukoli z Odskodinovanych osob
Zdravotnického zafizeni, avSak s tim, ze povinnost
zbavit Odskodiiované osoby Zadavatele v piipadé
Ztraty Zdravotnickému zafizeni nevznika v piipade
nedbalého jednani nebo umyslného poruseni

povinnosti nékterou z Odskodnovanych osob
Zadavatele.
6.3 General Conditions  of 6.3 Obecné podminky odSkodnéni.

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

Povinnost Stran odSkodnit druhou Stranu, hajit ji
a zbavit ji odpovédnosti, je podminéna tim, ze
odSkodniovana Strana: (a) bude 0 naroku nebo
zalobé, jejichz dusledkem by mohl byt vznik
Skody, informovat odskodiiujici Stranu neprodleng,
nejpozdéji vSak do patnacti (15) dnli poté, co se
oném dozvi, (b)odSkodiované Stran¢ poskytne
plnou kontrolu nad vySetfovanim, pfipravou
a obhajobou proti takovému naroku nebo takové
zalobg€, (c) poskytne odskodnované Strané na jeji
pfimétené naklady plnou  souinnost  pfi
vySetfovani, pfipravé a obhajobé proti takovému
naroku nebo takové Zzalobé a (d) bez pfedchoziho
pisemného souhlasu odskodnujici Strany, ktery
nesmi byt bezdiivodné odmitnut, se nedohodne na
kompromisu nebo vypotadani takového naroku
nebo takové zaloby, stim, Ze (i) pokud Strana
snarokem na odSkodnéni nebude odsSkodiujici
Stranu informovat neprodlené podle bodu (a) vyse,
bude odskodiujici Strana zpro$téna povinnosti

odskodnéni pouze vrozsahu, Vjakém Dbyla
podstatn¢ dotCena  nedodrzenim  zminéné
oznamovaci povinnosti, a (b) odskodnujici Strana
neni bez predchoziho pisemného souhlasu
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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.

odskodnované Strany v zadném piipadé opravnéna
dohodnout se na kompromisu ¢i vypotadani
takového naroku, pozadavku ¢i Zaloby nebo je
dobrovoln€ uhradit zptisobem, ktery by pfipustil

zavazné pochybeni nebo protipravni jednani
odskodnované  Strany nebo  kterym by
odskodiované Strané vznikla né&jaka

neodskodnovana 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 liability
obligations under this Agreement, including
but not limited to Workers’ Compensation,
general/professional liability insurance and/or
clinical trial insurance coverage. Certificates
evidencing such insurance will be made
available for examination upon request by
Sponsor or CRO. Institution agrees to
maintain such insurance during the term of the
Study and for at least three (3) years thereafter.
The Sponsor shall provide the specific
insurance certificate required by Applicable
Law.

6.4 Pojisténi.  Zdravotnické zafizeni
prohlasuje a zarucuje se, ze ma uzavieno komeréné
pfiméfené pojisténi nebo jinou formu ochrany
vyzadované Platnymi pravnimi piedpisy ke splnéni
jeho odpovédnosti a povinnosti z této Smlouvy,
mj. pojisténi pro piipad pracovniho tGrazu nebo
nemoci zameéstnanci, pojisténi obecné
odpovédnosti  a pojisténi profesni odpovédnosti
a/nebo pojisténi klinického hodnoceni. Certifikaty
prokazujici toto pojisténi budou na Zadost
Zadavatele nebo CRO poskytnuty k nahlédnuti.
Zdravotnické zafizeni se zavazuje, ze bude takové
pojisténi udrzovat v platnosti po celou dobu Studie
ajesté minimalné¢ tii (3) roky poté. Zadavatel
poskytne doklad o pojisténi vyzadovaném Platnymi
pravnimi ptedpisy.

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
with evidence of such insurance upon request
by Institution. 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
nebo wuzavie pred zahajenim Studie
pojisténi  klinického  hodnoceni  vyzadované
prisluSnymi  pravnimi pfedpisy ana Zzadost
Zdravotnického zafizeni mu o tom poskytne doklad.
Zadavatel prohlasuje a zarucuje se, ze ma uzavieno
komeréné piiméfené pojisténi nebo jinou formu
ochrany vyzadované ze zakona ke splnéni jeho
povinnosti ze Studie, napf. povinnosti nahrady
Skody ztéto Smlouvy, mj.pojisténi obecné
odpovédnosti a pojisténi profesni odpoveédnosti.

uzaviel

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 agrees to provide prompt
diagnosis and medical treatment of such
Subject Injury. Sponsor shall not be

6.6 Ujma na zdravi subjektu. Pro
pfipad, Ze Subjekt studie v prubéhu Studie utrpi
v disledku Hodnoceného ptipravku nebo tadné
provedeného ukonu pozadovaného Protokolem
nebo na zakladé pisemného pokynu od Zadavatele
a/nebo CRO ngjakou ujmu na zdravi, kterou by
pravdépodobné neutrpél, pokud by se neucastnil
této Studie (dale ,Ujma na zdravi Subjektu®),
zavazuje se Zadavatel uhradit veskeré piiméerené
1é¢ebné vylohy nezbytné k 1é¢bé takové Ujmy na
zdravi  Subjektu, bude-li 1é¢ba  pfiméfena
anezbytna. Zdravotnické zafizeni se zavazuje, Ze
neprodlené stanovi diagnoézu a zahaji léCbu takové
Ujmy na zdravi. Zadavatel nebude povinen uhradit

Cardior [ESESOOO®N CDR132L CZE CTA INS_site# fEOOSOOSd NHBPO_PI
XXX X IRNEYZ2

Page 26 of 58




CONFIDENTIAL

DUVERNE

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, or any of
Institution’s employees (including
subinvestigator and/or Study Team Memebers
participating on the Study for Institution); (ii)
the failure of the Institution 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).

lé¢ebné vylohy v souvislosti s1éEbou ujmy na
zdravi, bude-li Ujma na zdravi zplsobena
(i) nedbalosti, nezodpovédnosti nebo utmyslnym
poruSenim povinnosti ze strany Zdravotnického
zatizeni nebo zamé&stnance Zdravotnického zatizeni
(véetné Spoluzkousejicich a Clend studijniho tymu,
podilejicich se na Studii za Zdravotnické zafizeni),
(ii) nedodrzenim Protokolu, spravné klinické praxe,
platnych pravnich predpisti nebo pisemnych pokyni
ke Studii od Zadavatele a/nebo CRO ze strany

Zdravotnického zafizeni, (ii1) nedodrzenim
pozadavkii  Protokolu ze strany subjektu,
(iv) ptirozené progrese jiz diagnostikovaného

onemocnéni nebo zdkladniho onemocnéni bez
ohledu na to, zda bylo diagnostikovano, nebo
(v) tkoni podle Protokolu, které jsou provadény
i jako soucast obvyklé 1é¢by (tj. které by pacient ve
Studii podstupoval vramci 1écby zakladniho
onemocnéni, i kdyby se Studie netdastnil).

6.7 This Section 6 of the
Agreement survives termination of this
Agreement with respect to any Loss arising
from the Parties performance during the term
and effectiveness of this Agreement.

6.7  Ustanoveni tohoto ¢lanku 6
Smlouvy zustava v platnosti ipo vypovézeni
Smlouvy, pokud jde o Ztraty vzniklé z plnéni
smluvnich povinnosti Stran po dobu platnosti a
ucinnosti této Smlouvy.

7. REPRESENTATIONS AND | 7. PROHLASENI A UJISTENI
WARRANTIES
7.1  No Inconsistent Obligations 7.1 ZAadné rozporné povinnosti nebo

or Constraints. Institution 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
warrants that it is not constrained by any

omezeni. Zdravotnické zafizeni prohlaSuje
a zaruCuje se, ze je zpusobilé a opravnéné uzaviit
tuto Smlouvu a ze podminky této Smlouvy nejsou
vrozporu s dalSimi smluvnimi ujednanimi, které
uzavielo. Zdravotnické zafizeni se zarucuje, Ze pii
plnéni svych povinnosti vyplyvajicich z této
Smlouvy neni omezenO Zzadnou jinou existujici
smlouvou.

existing agreement in  performing its
obligations under this Agreement.

7.2 Legal and Binding
Agreement. Institution 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 a zavazné ujednani.
Zdravotnické zatizeni prohlasuje a zarucuje se, ze
tato Smlouva zaklada zakonny a platny zavazek,
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
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

7.3  Zadné zhorSeni; 7adny Kkonflikt.
Po dobu trvani této Smlouvy se Zdravotnické
zafizeni zaruCuje, Ze neuzavie jinou smlouvu
0 poskytovani sluzeb, ktera by jakymkoli zptisobem
(@) vyznamné narusila jeho schopnost dokongit
Studii, resp. podilet se na Studii v¢as nebo (b) by

fashion, or (b) constitute a conflict of interest | z hlediska ~ vyvoje ~ Hodnoceného  piipravku
with Sponsor’s development of Study Drug. | Zadavatelem piedstavovala stiet zajmul.
74 No Debarred or Disqualified 7.4 Zadné vyloucené nebo
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Persons. Institution warrants that neither and
as far as it is known or Investigator nor any
Subinvestigator or Study Team Member
participating on the Study for Institution 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
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 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

diskvalifikované osoby. Zdravotnické zafizeni se
zarucuje, ze 0N0o samo, a pokud mu je znamo, ani
Zkousejici ani Zadny Spoluzkousejici nebo Clen
studijniho tymu, podilejici se na Studii za
Zdravotnické  zafizeni, nebyli vylouceni,
diskvalifikovani nebo jinak shledani jakymkoli
kontrolnim wfadem nebo podle platnych zakont
(v€etn€ mistnich zdkond) vinnymi z poruSeni
zakona, pravidla nebo nafizeni tykajiciho se
provadéni klinickych hodnoceni.  Zdravotnické
zafizeni se zaruCuje, Ze pro piimé nebo nepiimé
poskytovani sluzeb podle této Smlouvy nebude
zaméstnavat osoby, uzavirat smlouvu s 0sobami
nebo najimat osoby, které jsou vyloucené
(napi. FDA  podle 21 US.C. § 335(a)),
diskvalifikované podle 21 C.F.R. § 812.119 nebo
jinak shledané jakymkoli kontrolnim ufadem a/nebo
podle platnych zakonli (vCetné mistnich zakont)
vinnymi z poruseni zakona, pravidla nebo 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 zafizeni,
aby se takova pravnicka nebo piipadné fyzicka
osoba zavazala, Ze otom bude neprodlené¢
informovat Zadavatele a CRO a zalezitost vyiesi

by Sponsor and CRO. podle jejich pokyni.
7.5 Limited Warranty and 7.5 Omezena ziruka a vylouceni
Disclaimer. Institution acknowledges and | odpovédnosti.  Zdravotnické zafizeni bere na

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 DOES NOT
WARRANT ANY PARTICULAR RESULT
NOR THE MERCHANTABILITY OR
FITNESS OF THE RESULTS FOR ANY
PARTICULAR PURPOSE OR THEIR
FREEDOM OF THIRD-PARTY RIGHTS.
INSTITUTION WILL INFORM SPONSOR
WITHOUT UNDUE DELAY UPON

védomi a souhlasi s tim, Ze Hodnoceny piipravek je
ze své povahy experimentalni. ZADAVATEL
NECINI  ZADNA  PROHLASENI  ANI
NEPOSKYTUJE ZADNE VYSLOVNE NEBO
MLCKY PREDPOKLADANE ZARUKY
OHLEDNE HODNOCENEHO PRIPRAVKU.
ZADAVATEL NECINI{ ANI ZADNA
PROHLASENI A NEPOSKYTUJE ZADNE
VYSLOVNE NEBO MLCKY
PREDPOKLADANE ZARUKY OHLEDNE
BEZPECNOSTI NEBO UCINNOSTI
HODNOCENEHO PR{PRAVKU. Strany berou na
védomi, ze vyzkumnd prace provadénd na zaklade
této Smlouvy je proces s otevienym vysledkem,
aproto se zavazky omezuji pouze na piesné
provadéni Protokolu studie. ZDRAVOTNICKE
ZARIZENI NEZARUCUJE ZADNY
KONKRETNI VYSLEDEK ANI PRODEJNOST
CI VHODNOST VYSLEDKU PRO KONKRETNI
UCEL NEBO NEPORUSOVAN[ PRAV
TRETICH STRAN PRi{PADNYMI VYSLEDKY.
ZDRAVOTNICKE ZARIZENT BUDE
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LEARNING OF ANY ALLEGED THIRD-
PARTY RIGHT.

ZADAVATELE BEZ ZBYTECNEHO ODKLADU
INFORMOVAT, JAKMILE SE ODOzVi
O NEJAKEM DOMNELEM PORUSEN[ PRAV
TRETI OSOBY.

7.6 No Litigation or Regulatory
Warnings. Institution 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 provided to third parties during
the conduct of a clinical trial.

7.6 ZAdné soudni spory ani varovani
ze strany kontrolnich ufadu. Zdravotnické
zatizeni prohlasuje a zarucuje se, ze (a) v soucasné
dobé nevede Zzadny soudni spor aneni Si ani
védomo zadného probihajicitho soudniho sporu,
ktery by se tykal role Zdravotnického zatizeni,

resp. ZkousSejictho  pfi  provadéni  néjakého
klinického  hodnoceni  pro  tieti  osobu,
a(b) nedostalo od EMA, FDA ani jiného

kontrolniho ufadu vjiné zemi Zzadné varovani
tykajici se sluzeb, které poskytovalo nebo poskytuje
tteti osob&é behem provadéni néjakého klinického
hodnoceni.

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

Except as provided elsewhere in this Section 8
of the Agreement, Institution 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 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 information;  Sponsor
Technology, Study Inventions and all Pre-
Existing Intellectual Property. However, each
of the parties can provide information about
their Existing Intellectual Property at will, this
is not confidential information.

pfipadti uvedenych vtomto ¢lanku 8 Smlouvy je
Zdravotnické zatizeni povinno nakladat se vSemi
informacemi a materialy, které mu budou sdéleny
nebo poskytnuty Zadavatelem nebo CRO nebo
jejich jménem, jako s divérnymi informacemi,
které nalezi  Zadavateli (dale ,,Davérné
informace®), a zajisti, aby tak ¢inili také jeho
zaméstnanci, zastupci, Spoluzkousejici a Clenové
studijniho tymu a piipadné dalsi osoby podilejici se
na Studii za Zdravotnické zafizeni. Duavérné
informace zahrnuji mimo jiné patentové piihlasky,
technologie, obchodni plany, Protokol a veskeré
souvisejici informace, veskeré chranéné biologické,
chemické nebo jiné materidly, aplikace, vzorce,
vyrobni postupy, zakladni védecka data, Studijni
data, pfedchozi Kklinicka data a informace
0 lékovych  formach, technologie Zadavatele
a Studijni objevy aveskeré Existujici duSevni
vlastnictvi. Kazdd ze stran vSak mize o svém
Existujicim dusevnim vlastnictvi poskytovat udaje
dle libosti, nejde o divérnou informaci.

8.2 Nondisclosure and Nonuse.
During the term resp. effectiveness of this
Agreement and for a period of ten (10) years
after termination or expiration of this
Agreement, Institution agrees and will ensure
that Study Team  Members and
Subinvestigators and any other employee or

8.2 Nesdélovani a nepouZivani.
Zdravotnické zatizeni se po dobu platnosti, resp.
ucinnosti Smlouvy ajesté deset (10) let od jejiho
ukonceni nebo vyprSeni zavazuje a zajisti, aby se
také Clenové studijniho tymu, Spoluzkousdejici
a pripadni dals$i zaméstnanci a dal$i osoby podilejici
se na Studii za Zdravotnické zafizeni zavazali, Ze
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person involved on its 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 only on a need-to-know basis for
purposes expressly authorized in this
Agreement. Institution agrees to the foregoing
and further agrees and ensures that any third
party to whom disclosures of Confidential
Information are made shall be bound by

budou zachovavat piisnou davérnost ohledné
veskerych Duvérnych informaci aze je kromé
ptipadii vyslovné¢ povolenych touto Smlouvou
nebudou nijak pouzivat ani je nebudou nikomu
sdélovat.  Davérné informace jsou a zustavaji
davérnym a chranénym vlastnictvim Zadavatele
asmeji byt Zdravotnickym zafizenim pro ucely
vyslovné povolené ve Smlouvé sdélovany pouze
takovym tietim osobam, které je potiebuji znat.
Zdravotnické zatizeni se zavazuje dodrzovat vySe
uvedené a dale se zavazuje a ujiStuje, Ze piipadna
tfeti strana, které budou sdéleny Duvérné
informace, bude vazdna minimalné¢ stejné
restriktivni ml€enlivosti a zakazem pouzivani, jako

obligations of confidentiality and non-use at | jsou povinnosti stanovené vtomto ¢lanku 8
least as restrictive as those contained in this | Smlouvy.
Section 8 of the Agreement.

8.3 Exceptions. The 8.3 Vyjimky. Povinnost zachovavat

confidentiality, non-disclosure and nonuse
obligations of this Section 8 of the Agreement

davérnost informaci a nesdélovat je podle tohoto
¢lanku 8 Smlouvy se nevztahuje na informace,

shall not apply to information that:

které:

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

(@) v okamzik jejich sdélovani
uz jsou vdrzeni Zdravotnického zafizeni
a Zdravotnické zafizeni to v témzZe okamziku muze
pisemné dolozit.

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

b) jsou nebo se stanou vetejné
znamymi, aniZ by se tak stalo porusenim Smlouvy
ze strany Zdravotnického zatizeni,

(© 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 mlcenlivost nebo bez omezeni
jejich pouzivani od tfeti osoby, ktera ve vztahu
K nim nema va¢i Zadavateli povinnost zachovavat
mlcenlivost,

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

d) jsou Zdravotnickym
zafizenim vyvinuty nezavisle bez poruseni této
Smlouvy abez pouZiti nebo pfispéni Diavérnych
informaci a Zdravotnické zafizeni to v téze dobé
mize pisemné dolozit, nebo

or

(e is the subject of a
written permission to disclose by Sponsor or
CRO or consent to their publication follows
directly from this Agreement.

e) jsou piedmétem pisemného
souhlasu Zadavatele nebo CRO se zvefejnénim
nebo souhlas s jejich uvetejnénim vyplyva piimo
Z této Smlouvy.

8.4 Permitted Disclosure.
Notwithstanding the foregoing, Institution 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 gives Sponsor prior written notice of
the required disclosure and uses reasonable
efforts to cooperate with Sponsor to allow

8.4 Povolené sdélovani. Bez ohledu na
vyse uvedené muze Zdravotnické zatizeni sd€lovat
Dutvérné informace tietim osobam, pokud je takové
sdéleni vyzadovano Platnymi pravnimi piedpisy,
nafizenim soudu, statniho ufadu nebo jiného
ptislusného subjektu, av§ak pouze pod podminkou,
ze otakovém pozadovaném sdéleni  bude
Zdravotnické zatizeni pfedem pisemné informovat
Zadavatele a poskytne mu piiméfenou soucinnost,
aby mohl uplatnit piipadné vyjimky nebo vyluky
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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 of the
Agreement, Institution may only disclose what
is legally required to comply with the
applicable disclosure requirement.

podle Platnych pravnich pfedpisi. Pokud jde
0 povolené sdélovani podle tohoto bodu 8.4
Smlouvy je Zdravotnické =zafizeni opravnéno
sdélovat pouze takové informace, které jsou ze
zakona nezbytné ke splnéni pfislusného pozadavku

na jejich sdéleni.

8.5 CRO Confidential
Information. Institution 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 shall protect such
confidential information of Sponsor and/or
CRO with the same degree of care as
Institution would protect its own confidential
information, which degree of care shall be no
less than commercially reasonable. Institution
shall require all Study Team Members working
on this Study to comply with the terms of this
provision.

8.5 Diivérné informace CRO.
S veskerymi informacemi ziskanymi od Zadavatele
a/nebo CRO ohledné postupi, cenové strategie,
systému a procedur Zadavatele a/nebo CRO je
Zdravotnické zafizeni povinno nakladat jako
S ptisn¢ divérnymi informacemi. Zdravotnické
zatizeni bude takové divérmné informace Zadavatele
a/nebo CRO chranit se stejnou mirou péce, jakou
vénuje svym vlastnim divérnym informacim
a ktera nesmi byt mensi nez piimétend z hlediska
obchodni praxe. Dodrzovani podminek tohoto
ustanoveni bude Zdravotnické zatizeni pozadovat
také od vsech Cleni studijniho tymu podilejicich se
na Studii.

8.6 Irreparable Injury.
Institution acknowledges and agrees 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 acknowledges and agrees, 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 zafizeni bere na védomi a souhlasi
Stim, ze poruSeni ustanoveni této Smlouvy
tykajicich se sdélovani nebo pouzivani Davérnych
informaci miize mit za nasledek nenapravitelnou
ujmu askodu pro Zadavatele, kterou nelze
pfimétené nahradit pen€zi auniz Zadavateli
neptislusi zadny pfiméfeny pravni prostiedek ze
zakona.  Zdravotnické zafizeni proto bere na
védomi a souhlasi s tim, Ze pokud dojde k poruseni
ustanoveni o sdé€lovani a pouzivani Duavérnych
informaci podle této Smlouvy, mize byt Zadavatel
nucen vyuzit kochran¢ Duavérnych informaci
predbézna opatteni nebo soudni pfikazy a nafizeni,
a to i bez predchoziho slozeni zaruky.

8.7 This Section 8 shall survive
termination of this Agreement.

8.7 Tento ¢lanek 8 Smlouvy zistava
v platnosti i po vypovézeni Smlouvy.

9. PUBLICATION AND PUBLICITY

9. PUBLIKOVANI A REKLAMA

9.1 Publication. Upon
completion of the Study and evaluation by
Sponsor of all data from the Study, or upon
early termination or abandonment of the Study,
Institution 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

9.1 Publikovani. Po dokonceni Studie
a vyhodnoceni  veSkerych  dat ze  Studie
Zadavatelem nebo po pifipadném pred¢asném
ukonceni nebo zruSeni Studie bude Zdravotnické
zafizeni moct Studijni data pro nekomer¢ni ucely
publikovat ¢i jinym zptsobem je zvetejnit, a to pod
podminkou, Ze (a) Studie byla ve Zdravotnickém
zafizeni provedena v souladu s Protokolem (za
poruseni Protokolu nebude povazovana 1écba
Subjektu  studie  vnaléhavych  piipadech)
a (b) publikace ¢i zvefejnéni probéhne v uznavaném
lékatském nebo odborném Casopise nebo na
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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) of the Agreement, below.

uznavané odborné konferenci a v publikaci nebo
zvetejnéni budou pouzita veSkerd Studijni data ve
Zdravotnickém zafizeni, nikoli pouze jejich ¢ast,
a bude v souladu s ustanovenimi ¢lanku 9 odst. a)
az ¢) Smlouvy 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
Period, Sponsor requests that Institution delete
any Confidential Information other than Study
Data, Institution will do so. While Sponsor
may not require that Institution delete Study
Data from the disclosure, Institution agrees to
discuss with Sponsor any of Sponsor’s
suggestions with respect to the presentation of
Study Data, and the timing of the disclosure.

a. Lhiita na posouzeni.
Kopie publikace bude nejpozdéji Sedesat (60) dnt
pred datem planovaného piedlozeni k publikaci
(vCetné abstraktll) nebo zvefejnéni (dale ,,Lhiita na
posouzeni®) piedlozena Zadavateli k posouzeni.
Jestlize Zadavatel béhem Lhity na posouzeni
pozdda  Zdravotnické  zafizeni o odstranéni
jakychkoli ddvérnych informaci kromé Studijnich
dat, Zdravotnické zafizeni tak ucini. Zadavatel sice
nemuze pozadovat, aby Zdravotnické zafizeni
odstranilo Studijni data, ale Zdravotnické zafizeni
se zavazuje, ze se Zadavatelem projednd vSechny
jeho navrhy tykajici se prezentace Studijnich dat
a naCasovani jejich zverejnéni.

b. Patent Filings. If
during the Review Period, Sponsor notifies
Institution that it desires patent applications to
be filed on any Invention (defined below)
disclosed or contained in the disclosures,
Institution 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 pribéhu Lhity na posouzeni Zadavatel
oznami Zdravotnickému zafizeni, ze hodla podat
patentovou piihlasku k vynalezu (definice viz nize)
zvetejnénému nebo obsazenému ve zvefejnénych
informacich, odlozi  Zdravotnické  zafizeni
zvefejnéni nebo jiné zpfistupnéni maximalné
0 Sedesat (60) dnti, coz je dostatecna doba na to,
aby Zadavatel nebo jim povétena osoba mohli sami
nebo prostrednictvim tfeti osoby podat zamyslenou
patentovou prihlasku.

C. Multi-Center Study.
Notwithstanding anything to the contrary in
this Section 9 of the Agreement, as the Study is
part of a multi-center clinical research study,
no submission for publication or public
disclosure by Institution will be made until
after publication of the multi-center results by
Sponsor. Institution adheres to the foregoing
respectively.  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 may publish or

c. Multicentricka studie.
Tato Studie je soucasti multicentrické vyzkumné
klinické studie, aproto bez ohledu na piipadna
odlisna ustanoveni tohoto ¢lanku9 Smlouvy
nebude Zdravotnické zatizeni predkladat zadné
vysledky ke zvetejnéni nebo je zvefejnovat, dokud
Zadavatel nezvefejni vysledky multicentrického
klinické studie. Po zvefejnéni vysledki
multicentrického klinické studie nebo po oznameni
Zadavatele, ze jejich zvefejnéni uz neplanuje,
nejpozdéji ale po uplynuti osmnécti (18) mésict od
ukonCeni nebo dokonceni Studie ve vSech
zicastnénych centrech bude moci Zdravotnické
zafizeni zvetejnit nebo vefejné prezentovat Studijni
data za predpokladu, Ze dodrzi ustanoveni ¢lanku 9

publicly present the Study Data, subject to | 0dst. a) a b) Smlouvy vyse.
Institution’s compliance with Sections 9 (a)
and 9 (b) of the Agreement, above.

d. Confidentiality = of d. Diivérnost

Unpublished Data. Institution acknowledges
and agrees that Study Data that is not
published, presented or otherwise disclosed in

nepublikovanych tudaju. Zdravotnické zafizeni
bere na védomi a souhlasi s tim, Ze pro Studijni data
nepublikovand, neprezentovand nebo  jinak
nesdélena v souladu s ¢lankem 9.1 Smlouvy (dale
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accordance with Section 9.1 of the Agreement
(“Unpublished Data”) remains within the
definition of Confidential Information, and
Institution shall require the same obligation of
its 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
may be disclosed in any publications,
presentations or  disclosures made in
accordance with Section 9.1 or Section 9.2 of
the Agreement.

,Nepublikované 1daje”), nadale plati definice
Dtvérnych informaci, azavazuje se, ze takové
Nepublikované udaje ani nebude sdélovat tietim
osobam aZe tfetim osobam nebude poskytovat
zadné dals§i podrobnosti ohledné vysledk Studie,
nez jaké budou piipadné¢ uvedeny v publikacich,
prezentacich nebo sdélenich udaji v souladu
s ¢lankem 9.1 nebo 9.2 Smlouvy. Stejnou povinnost
bude pozadovat také od svych zaméstnanct
(Spoluzkousejicich a Clenti studijniho tymu).

e. Media Contacts.
Institution shall not, and shall ensure that the
same obligation of 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

e. Kontakty S médii.
Zdravotnické zafizeni nebude poskytovat jakékoli
rozhovory ¢i jiné formy kontaktd s médii, zejména
s vydavatelstvimi novin, provozovateli radiového
vysilani,  provozovateli  televizniho  vysilani
a spoleCnostmi  plsobicimi na internetu, ato
v souvislosti se Studii, Hodnocenym pftipravkem,
Objevy nebo Studijnimi daty, bez piedchoziho
pisemného souhlasu Zadavatele. Stejnou povinnost
bude pozadovat také od svych zaméstnanct
(Spoluzkousejicich a Clent studijniho tymu). Toto

Study Data in accordance with this Section of | ustanoveni nezakazuje  publikovani nebo

the Agreement. prezentovani Studijnich dat v souladu s timto
¢lankem Smlouvy.

9.2 Publicity. Other than as 9.2 Reklama. Zdravotnické zafizeni se

permitted in this Agreement, Institution agrees
that it will not issue nor allow employees,
participating on the Study 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
shall be approved in advance by Sponsor, such
approval not to be unreasonably withheld.
Institution shall not, and shall require its
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.

zavazuje, ze krom¢ pfipadi povolenych v této
Smlouvé nebude bez predchoziho pisemného
souhlasu Zadavatele vydavat anedovoli svym
zaméstnancim, podilejicim se na Studii, vydavat
nebo Sifit tiskové zpravy a prohlaseni tykajici se
Studie vpisemné nebo ustni form&, pro
komunikaéni média nebo jiné tfeti strany. Veskera
oznameni nebo reklama tykajici se Studie,
Hodnoceného ptipravku podavaného ve Studii nebo
této Smlouvy ze strany Zdravotnického zafizeni
budou predem schvaleny Zadavatelem, ktery
takovy souhlas nesmi bezdivodné odepfit.
Zdravotnické zatizeni nebude sdélovat a bude
vyzadovat, aby jeho zaméstnanci nesd¢lovali tfetim
stranam zadné dal$i podrobnosti ke Studijnim
datim, nez jaké uz byly zvefejnény v publikacich,
prezentacich nebo sdé€lenich.

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

9.3 Pretrvavajici platnost. Tento
¢lanek 9 Smlouvy ,,Publikovani a reklama* zstava
v platnosti i po ukonceni nebo skonéeni platnosti
Smlouvy.

10. MISCELLANEOUS

10. RUZNE

10.1 Relationship  of Parties.
Institution will perform services under this

10.1  Vztahy mezi Stranami.
Zdravotnické zafizeni bude sluzby podle této
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Agreement as independent contractors of
Sponsor and CRO. Institution will not 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.

Smlouvy poskytovat jako nezavisly dodavatel
Zadavatele a CRO. Zdravotnické zafizeni nebude
povazovano za zameéstnance nebo zastupce
Zadavatele ¢i CRO a tato Smlouva nezaklad4 nebo
nevytvaii spoleCny podnik, partnerstvi nebo jinou
formalni obchodni spole¢nost jiného typu ani tak
nebude vykladana,. V tomto ohledu nemaji Strany
pravo vstupovat do smluvnich zavazkli za druhou
Stranu ani vést jednani o jakychkoli smlouvach
a dohodach, pokud ktomu 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 Institution or Study
Team Members.

Zadavateli ani CRO nevznikd povinnost
poskytovat Zdravotnickému zatizeni ani Clentim
studijniho tymu jakékoli zaméstnanecké vyhody,
hradit za né&j ptispévky na penzijni pojisténi, uzaviit
Vv jeho prospéch pojisténi zaméstnavatele pro pripad
urazu, uplatiiovat z jeho piijmi srazkovou daii nebo
za n& odvadét dané¢  vsouvislosti  se
zaméstnaneckym pomérem.

10.2  Use of Name. Except as may
be required by law, 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’s,
which Institution agrees to, 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

10.2  Pouzivani jména. S vyjimkou
ptipadd, kdy to vyzaduji pravni pfedpisy, nebude
zadna ze Stran bez predchoziho pisemného
souhlasu druhé Strany pouzivat pro Uucely
marketingu, reklamy nebo styku s vefejnosti (PR)
jeji jméno, ochranné znamky, loga, symboly ani
jiné obrazky. Zadavatel je ale opravnén pouzivat

jméno Zdravotnického zafizeni v publikacich
a komunikaci tykajicich se Studie, vcetné
webovych stranek  klinického hodnoceni
a zpravodaju ke Studii. Zadavatel bude Studii

registrovat v souladu s pfislusnymi zakony a
predpisy a ozndmi vysledky Studie vefejné ve lhate

the results of the Study publicly when and to | @ vrozsahu ulozeném pfislusnymi zakony a
the extent required by applicable laws and | piedpisy.
regulations.

10.3  Governing Law/Jurisdiction. 10.3  Rozhodné pravo; soudni

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, unless the exclusive jurisdiction of
the court is established for a specific
proceeding, 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.

prislu$nost. Tato Smlouva se fidi zikony Ceské
republiky aje vykladana podle nich. Pro vyklad,
dodrzovani aplnéni této Smlouvy se Strany
vyslovné dohodly, Ze se podiidi jurisdikci
ptislusnych soudi v Praze, Ceska republika, ledaze
by pro konkrétni fizeni byla stanovena vylu¢na
pfislusnost  soudu, pficemz se  vyslovné
aneodvolateln¢ vzdavaji jakékoli jiné jurisdikce,
které by mohly ptipadné podléhat podle jejich
soucasného nebo budouciho sidla nebo z jakéhokoli
jiného diivodu.

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 ptislusny soud prohlasi nékteré nebo
vice ustanoveni této dohody za neplatné, nezakonné
nebo nevymahatelné zjakéhokoli diivodu, nema
takova neplatnost, nezakonnost 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 divodu
povazovano za prili§ Siroké, pokud jde o trvani,
geografickou pusobnost, cinnost nebo predmét,
bude jeho vyklad omezen tak, aby ustanoveni bylo

excessively broad as to duration, geographical | vymahatelné v rozsahu slucitelném s aktualné
scope, activity or subject, it shall be construed | platnymi pravnimi piedpisy.
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.

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:

S vyjimkou nize uvedenych ptipadii musi mit kazdé
oznameni pozadované nebo povolené podle této
Smlouvy pisemnou podobu aje povazovano za
dorucené (a) osobnim doru¢enim na piisluSnou
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 pienosu ase zaslanim jes$té postou
podle bodu (b) nebo (d) doru¢enim potvrzeni
0 dorufeni e-mailové zpravy nebo (e) dva
(2) pracovni dny po odeslani na niZze uvedenou
adresu (adresy) vnitrostatni uzndvanou kuryrni
sluzbou s pojisténim zasilek. Udaje pro zasilani
oznameni:

Institution:  Nemocnice  Havli¢kiv ~ Brod,

Contributory Organization

Zdravotnické zafizeni: Nemocnice Havlicktv
Brod, piispévkova organizace

Husova 2624, 580 01 Havlickuv Brod, Czech
Republic

Husova 2624, 580 01 Havli¢ktv Brod, Ceska
republika

Telephone:

Telefon:

Attention:

K rukam:

Facsimile:
E-mail:
Databox ID:

Fax:
E-mail:
ID datové schranky:

Sponsor: Cardior Pharmaceuticals GmbH

Zadavatel: Cardior Pharmaceuticals GmbH

Hollerithallee 20

Hollerithallee 20

D-30419 Hannover

D-30419 Hannover

Germany

Némecko

Attention:

Telephone:

Email:

with copy to

S kopii:

CRO: I1QVIA Biotech LLC

CRO: I1QVIA Biotech LLC

2400 Ellis Road, Pod A, Level 4

2400 Ellis Road, Pod A, Level 4

Durham, NC 27703 USA

Durham, NC 27703 USA

Attention:

K rukam: 3000000 0.0
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cc: Legal Counsel

Kopie: pravnik spolecnosti

Facsimile:
Email:

Fax:
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, obligations 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 prdvo nebo
opravny prostiedek, ktery ji nalezi, nebo
pozadovat  plnéni  jakychkoli  podminek,
povinnosti nebo ustanoveni této Smlouvy druhou
Stranou nebo prodleni pii jejich uplatiiovani,
resp. vymahani nebude povazovano za vzdani se
jakéhokoli takového prava nebo opravného
prostiedku, které Strané nalezi. Vzdani se prav
Vv ptipadé poruSeni této Smlouvy druhou Stranou
nebude mit za nasledek vzdani se prav v piipadé
nasledného poruseni Smlouvy druhou Stranou ani
tak nebude vykladano.

10.7  Successors and  Assigns.
Institution 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
acknowledges that Sponsor shall have the right to
assign or delegate this Agreement or any portion
thereof without the consent of Institution. 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 of the Agreement is null
and void. .

10.7 Pravni nastupci a postupnici.
Bez ptedchoziho pisemného souhlasu Zadavatele
nesmi  Zdravotnické zafizeni svd prava
a povinnosti ztéto Smlouvy ani zadnou jejich
¢ast smluvné postupovat nebo prevadét ani jejich
uplatiiovanim ¢i plnénim povetovat.
Zdravotnické zafizeni bere na védomi, ze
Zadavatel ma pravo postoupit nebo delegovat
tuto Smlouvu nebo jakoukoli jeji ¢&ast ibez
souhlasu Zdravotnického zatizeni. Tato Smlouva
plati aje =zavazna 1pro univerzalni pravni
nastupce a schvalené postupniky Stran. Ptipadné
postoupeni v rozporu S ustanovenimi tohoto
bodu 10.7 Smlouvy 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
Fahrldssigkeit), Sponsor shall only be liable for
damages resulting from injury to life, body and
health as well as for 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 the 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, negligence,
strict liability, by statute or otherwise).

10.8 Omezeni odpovédnosti.
Odpovédnost Zadavatele ztéto Smlouvy je
omezena  takto: Zadavatel nese  plnou

odpovédnost za Skody v pfipadé umyslu nebo
hrubé nedbalosti. V piipadé lehké nedbalosti
(ném. leichte Fahrlissigkeit) odpovida Zadavatel
pouze za Skody vzniklé v disledku umrti, télesné
Ujmy aujmy na zdravi aza Skody wvzniklé
v disledku  poruseni  podstatné  smluvni
povinnosti  (tj. povinnosti, jejiz splnéni je
nezbytné pro fadné¢ plnéni Smlouvy ana jejiz
dodrzeni se mize smluvni partner pravidelné
spoléhat). V pfipadé poruseni zakladni smluvni
povinnosti je odpovédnost Zadavatele omezena
na predvidatelné, obvykle vznikajici Skody.
Omezeni odpovédnosti podle této Smlouvy se
vztahuji také na piipadné zvlastni, nahodné,
nasledné nebo nepifimé Skody vzniklé z této
Smlouvy nebo v souvislosti s ni (at’ uz na zakladé
smlouvy, obc¢anskopravniho deliktu, nedbalosti,
objektivni odpovédnosti, ze zakona nebo jinak).

10.9 Independent Research. Nothing

10.9 Nezavisly vyzkum.  Zadné
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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 of the Agreement,
as applicable.

ustanoveni této Smlouvy nesmi byt vykladano
jako omezeni svobody jednotlivcl, ktefi se
podileji na této praci, bez ohledu na to, zda jsou
placeni podle této Smlouvy, provadét podobny
vyzkum nezéavisle na zaklad€ jinych grantd,
smluv nebo dohod sjinymi stranami nez se
Zadavatelem, pokud tito jednotlivei dodrzi
ustanoveni ¢lanku 5, resp. 8 Smlouvy.

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. Institution ensures that Investigator
agrees to the above respectively. This Section
10.11 of the Agreement survives termination of
this Agreement.

10.11 Zadna implicitni prava ani
licence. Strany se dohodly, Zze zadna Strana
neptevede na zadklad¢ této Smlouvy na druhou
Stranu zadné patentové pravo, autorské pravo ani
pravo kochranné znamce kterékoli Strany,
s vyjimkou pfipadi vyslovné uvedenych v této
Smlouvé.  Zdravotnické zafizeni zajisti, aby
svySe uvedenym souhlasil také Zkousejici.
Tento bod 10.11 Smlouvy zistava 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, znichz
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 and Sponsor,
regarding the Study, with respect to the subject
matter hereof. 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 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.

10.13 Uplnost ujednani; zmény
a dodatky; rozpor mezi podminkami. Tato
Smlouva spolu sjejimi ptilohami piedstavuje
uplné ujednani mezi Zdravotnickym zafizenim
a Zadavatelem ohledné¢ predmétu Smlouvy
anahrazuje pfipadné predchozi ustni nebo
pisemné dohody a ujednani mezi Zdravotnickym
zatizenim a Zadavatelem tykajici se Studie.
Dodatky ke Smlouveé, nevymahani dodrzovani
ustanoveni  Smlouvy nebo zmény jejich
ustanoveni jsou vuci Stranam ucinné pouze
Vv pfipad¢, Ze snimi Strany souhlasily pisemné
prostfednictvim opravnénych zastupct
Zdravotnického zatizeni a Zadavatele. V ptipadé
rozporu mezi ustanovenimi této Smlouvy
a ustanovenimi Protokolu maji (a) v l€karskych
zalezitostech nebo ohledné bezpecnosti pacientl
pfednost ustanoveni Protokolu, (b) ve vSech
ostatnich ptipadech 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

10.14 Okolnosti vyluéujici
odpovédnost. Pfipadné prodleni v plnéni
nékterou ze Stran podle této Smlouvy nebude
povazovano za poruSeni Smlouvy, bude-li
zpusobeno udalostmi mimo piiméfenou kontrolu
dotéené Strany, napf.zasahem vyS$$i moci,
nehodou,  valkou, nepokoji, = embargem,
zpozdénim dopravcell, nemoznosti ziskat material,
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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.

vypadkem energie nebo pfirodnich zdroju
dodavek, jednanim, zdkazem nebo omezenim ze
strany statu nebo jiné vys$i moci, které brani
takovému plnéni, stavkou nebo jinou dohodnutou
akci zaméstnancli, pozarem, zemétiesenim,
zaplavami,  vybuchem, nepokoji, valkou,
obCanskymi nepokoji, vzpourou nebo sabotazi.
Strana postizena takovou udalosti to neprodlen¢
oznami druhé Strang, jakmile to bude mozné,
alhita pro plnéni podle této Smlouvy se
prodlouzi o skute¢nou dobu prodleni zplisobenou
takovou udalosti, pokud Strana postizena udalosti
vynalozi pfimétené usili K pfekonani prodleni.

10.15 Anti-Kickback and
Anti- Fraud. Institution agrees that its
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 a ochrana proti podvodim.
Zdravotnické zatizeni se zavazuje, ze jeho tisudek
ohledné konzultaci a péce o pacienty ve Studii
nebude nijak ovlivnén odménou, ktera mu bude
vyplacena podle této Smlouvy, a potvrzuje, ze
tato odména nepievySuje béZnou odménu za
sluzby, které bude poskytovat, a ze mu nejsou
vyplaceny zadné dal$i ¢astky za ucelem navadeét
jej knakupu nebo piedepisovani urcitych 1é¢iv,
zdravotnickych prostiedkil nebo vyrobki.

If the Sponsor provides any free
products or items for use in the Study, Institution
agrees that it will not bill any Study subject,
insurer or governmental agency, or any other
third party, for such free products or items.

Bude-li Zadavatel poskytovat
k pouziti ve Studii n&jaké vyrobky nebo polozky
zdarma, zavazuje se Zdravotnické zafizeni, Ze
takové vyrobky a polozky nebude uctovat
Subjektiim studie, pojistovnam, statu ani jinym
tfetim osobam.

Institution agrees that it 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 will not pay another physician to refer
subjects to the Study.

Zdravotnické zafizeni se zavazuje, Ze
nebude pacientim ve Studii, pojistovnam ani
statu uctovat navstévy, sluzby ani vydaje, které
mu vzniknou Vv prib&hu Studie a za néz bude od
Zadavatele dostdvat odménu, piipadné které
nebudou soucasti bézné 1écby, jiz by pacientim
ve Studii jinak poskytovalo. Zdravotnické
zafizeni se také zavazuje, ze nebude jinym
lékatim vyplacet Zadnou odménu za doporuceni
pacientd do Studie.

10.16 Anti-Bribery.
Institution agrees that the fees to be paid pursuant
to this Agreement represent fair compensation.
Institution represents and warrants that payments
or items of value received pursuant to this
Agreement or in relation to the Study will not
influence any decision that Institution or any of
its 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

10.16. Protikorup¢ni
ujednani. Zdravotnické zafizeni potvrzuje, Ze
castky vyplacené podle této Smlouvy predstavuji
pfiméfenou odménu.  Zdravotnické zafizeni
prohlasuje a zarucuje se, ze platby nebo hodnotné
plnéni, které obdrzi podle této Smlouvy nebo
v souvislosti s ni, neovlivni rozhodnuti, které
Zdravotnické zafizeni nebo jeho vlastnici,
Clenové  statutarniho  organu, zaméstnanci,
zastupci €i konzultanti nebo ptipadné statni urady
a organy, vetejnopravni mezinarodni organizace,
agentury nebo jejich oddéleni podle této Smlouvy
ucini jakozto Ufedni osoba &i v jiném postavent,
aby Zadavateli pomohli ziskat néjakou
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advantage or obtain or retain business.

neopravnénou vyhodu nebo ziskat ¢i udrzet si
zakazku.

Institution further represents and
warrants that neither it nor any of its 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 zatizeni dale prohlasuje
a zaruCuje se, ze on0 samo ani jeho vlastnici,
¢lenové jeho statutarniho organu, zaméstnanci,
zastupci, konzultanti nebo jini pfijemci plateb
podle této Smlouvy nebudou ve snaze pomoci
Zadavateli nebo CRO ziskat neopravnénou
vyhodu nebo ziskat ¢i si udrzet zakazku piimo
ani nepfimo vyplacet zadné Castky, nabizet nebo
slibovat jejich vyplaceni ani poskytovat zadné
jiné hodnotné plnéni zadné fyzické ani pravnické
osobé, aby (i) ovlivnili né&aky ukon ¢i
rozhodnuti, (i) pfiméeli takovou fyzickou ¢i
pravnickou osobu ucinit, nebo naopak neucinit
néjaky ukon a tim porusit jejich zékonnou
povinnost, (iii) ziskali neopravnénou vyhodu
nebo (iv) ptimeli 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 breaches
any of the 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 any individual or entity acting on its
behalf.

Vedle dalSich prav a prévnich
prosttedkll, které Zadavateli piislusi podle této
Smlouvy nebo ze zakona, je Zadavatel opravnén
vypoveédét tuto Smlouvu, jestlize Zdravotnické
zafizeni porusi néktera ze svych prohlaSeni
a ujisténi uvedenych v tomto bodé nebo jestlize
se Zadavatel dozvi, ze Zdravotnické zafizeni
nebo jind fyzickd ¢i pravnickd osoba jednajici
jeho jménem vyplaceji nebo vyplatily né&jakou
neopravnénou cCastku nebo je ¢i byla néjaka
neopravnéna Castka vyplacena jim.

10.17 Survival. In addition to
those Avrticles or Sections explicitly providing for
their survival following termination of this
Agreement (which shall also survive any
expiration (effectiveness) of this Agreement even
if not expressly stated herein), Sections 1.2, 1.5,
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 Pretrvavajici platnost.
Vedle ¢lanki nebo bodd, vnichz je vyslovné
uvedeno, ze zlstavaji v platnosti i po vypovézeni
této Smlouvy (vCetné skonceni jeji platnosti,
ikdyz to wvnich neni vyslovné uvedeno),
zustavaji v platnosti i po ukonéeni nebo skonéeni
platnosti (u¢innosti) Smlouvy také ¢lanky a body
1.2, 15,17, 18,25, 3,4,5,6,74,8 92al0
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 wvalid and binding
obligation, enforceable in accordance with its
terms, except as enforcement may be limited by
law or in equity.

10.18 Kazda Strana prohlasuje
a zarucuje se, Ze je opravnéna a zmocneéna uzavrit
tuto Smlouvu a plnit povinnosti z ni, aniz by tim
byla vrozporu splatnymi zékony, 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 fadn¢ a zdkonnym zplsobem
aze tato Smlouva pro ni predstavuje pravne
platny a zavazny zavazek, ktery je vynutitelny
vsouladu spodminkami  Smlouvy, pokud
vynutitelnost neni omezena ze zdkona nebo podle
prava ekvity.
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THIS SECTION IS INTENTIONALLY LEFT
BLANK

TATO CAST JE ZAMERNE PONECHANA
PRAZDNA

IN WITNESS WHEREOF

the Parties hereto have executed this Agreement by
their respective duly authorized signatories on the
dates specified below to take effect on and as of the
Effective Date.

NA DUKAZ TOHO

byla tato Smlouva vnize uvedené dny
podepsana Stranami prostfednictvim jejich
fadn€¢ opravnénych zastupci a vstupuje
v platnost anabyva ucinnosti ke Dni
ucinnosti.

INSTITUTION/ZDRAVOTNICKE ZARIZENI

Za Nemocnici Havlickiv Brod, piispévkovou organizaci/ For Havlickiv Brod Hospital, contribution

organization

By/Podpis:

Print Name/ Jméno hulkovym pismem: RGGGGEEEEI

Title/ Funkce: RO GOSN 00.0:0.0.0 04

Date/Datum:

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

By/Podpis:

Print Name/ Jméno hilkovym pismem: LSS OGESSOY

Title/ Funkce: [ERERERE,

Date/Datum:
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EXHIBIT A

PRILOHA A

BUDGET AND PAYMENT SCHEDULE

ROZPOCET A PREHLED PLATEB

BUDGET AND PAYMENT SCHEDULE

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

ROZPOCET A HARMONOGRAM PLATEB

Zadavatel zaplati Zdravotnickému zatizeni
jakozto plnou uhradu za provadéni Klinického
hodnoceni Zdravotnickym zatizenim (pfimo nebo
prostfednictvim své povéfené osoby) v souladu
s timto harmonogramem plateb (bez DPH).
Smluvni strany dohodly, ze platby budou
provadény Zdravotnickému zafizeni jakoZzto
ptijemci plateb (sale jen ,,Pfijemce plateb®).

Estimated value of this Agreement is 185 943,00 CZK per 5 patients./Predpokladana hodnosta této
smlouvy je 185 943,00 K¢ za 5 pacienttl.
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CZK and are inclusive of twenty-percent
(20%) overhead, where applicable.
Payments will be calculated every three (3)
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 from
the receipt of the relevant invoice. 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
(@) 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 s
complete, and () Institution or Investigator
have returned all required equipment, study
products and other material to Sponsor or
CRO.

. If Sponsor has overpaid Institution,
Sponsor may deduct the amount of such
overpayment from its next payment to
Institution. 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 (Administrative startup)
in the amount of CZK for
activities associated with the initial
administrative preparation and
development of regulatory compliance
forms and start-up support required before

. VSechny poplatky etické

. Zadavatel

1. All budget amounts herein are noted in 1. VSechny c¢astky rozpoftu zde jsou uvedeny

v CZK ajsou véetné 20% pripadnych rezijnich
nakladd. Platby budou vypocitavany kazdé tii
meésice na zakladé vyplnéni vSech elektronickych
zdznaml subjektu hodnoceni a vyfeSeni vSech
dotazi / oprav udaji za konkrétni navstévu.
Vsechny platby budou provadény v CZK do
Ctyficeti péti (45) dnu od doruéeni piislusné
faktury. Zadavatel si ponecha 10 % vsech
splatnych  plateb (krom& fakturovatelnych
polozek) az do dokonceni Klinického hodnoceni
ve Zdravotnickém zafizeni. Jakykoli neuhrazeny
zustatek zaplati Zadavatel Piijemci plateb
v zavéreCné platbé, az a) budou dokonceny
vSechny pozadované navstévy Subjektt, b)
Zdravotnické zatizeni nebo Zkousejici odeslou
vsechny  elektronické  zdznamt  subjektu
hodnoceni Zadavateli nebo CRO ve formé
vhodné pro pouziti, ¢) budou vyfeSeny vSechny
dotazy ohledn¢ objasnéni tdaji ke spokojenosti
Zadavatele, d) bude dokoncena ukoncovaci
navstéva Klinického hodnoceni (je-li relevantni),
e) Zadavatel nebo CRO overi, ze je veskera
pozadovand regulac¢ni dokumentace kompletni, a
f) Zdravotnické zafizeni nebo ZkousSejici vrati
veskeré pozadované vybaveni, hodnocené
pripravky adal§i materidly Zadavateli nebo
CRO.

. Pokud Zadavatel Zdravotnické zafizeni pteplatil,

muze si ¢astku takovéhoto pieplatku odeCist ze
sveé piisti platby Zdravotnickému zatizeni. Jinak
Zdravotnické zatizeni vrati jakykoli preplatek do
tficeti (30) dnid od obdrzeni zadosti o vraceni.

komisi (skute¢né
naklady) budou hrazeny jako piefakturovatelny
naklad po obdrzeni faktury od Zdravotnického
zatizeni.

poskytne nevratny poplatek za
zahdjeni  klinického  hodnoceni ve  vysSi
m K¢ za Cinnosti  spojené
S pocateéni administrativni pfipravou a tvorbou
formulaid k dodrzeni regulacnich pozadavki
aspocateéni podporou pozadovanou pred
zahdjenim klinick¢ého hodnoceni po uzavieni
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initiation of the study upon execution of
the 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.

. The research services rendered are deemed 6.

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.

. Zdravotnickému

smlouvy aobdrzeni samostatné
Zdravotnického zatizeni.

faktury od

zafizeni budou proplaceny
naklady za provedené SF v sazbé uvedené v
rozpoCtu na pacienta, a to nasledovné: SF za
jeden (1) Subjekt, tfeti SF bude proplacena,
pokud  Zdravotnické  zafizeni zafadi 5
zpusobilych Subjektt, ¢tvrta SF bude proplacena,
pokud Zdravotnické zafizeni zatadi dalSich 5
(celkem 10) zptsobilych Subjektt, atd od nichz

byl ziskan informovany souhlas a které
podstoupily piedvstupni vysetieni. Subjekti,
které poskytly souhlas, ale neuspély pii

screeningu z dvodu nemozZnosti splnit konkrétni
zatazovaci/vyluCujici  kritérium na zakladé
vysledki  provedeného postupu  klinického
hodnoceni. Netspésné screeningy budou splatné
po obdrZeni samostatné faktury, ktera obsahuje
protokol 0 neuspéSném screeningu
a podkladovou dokumentaci uvadéjici skutecné
naklady na zakladé¢ postupi (véetné¢ diivodu
neuspéchu u zafazovaciho/vylucujiciho kritéria),
aby byla zpusobila k proplaceni.

Poskytnuté vyzkumné sluzby se z hlediska DPH
povazuji za uskute¢néné v sidle piijemce sluzby.
Piijemce sluzby je odpovédny za dai z ptidané
hodnoty, pokud se dan z ptidané hodnoty v zemi
piijemce sluzby uplatiuje, a poté musi splatnou
DPH samostatné zauctovat.

No other additional funding requests will be
considered without the prior written consent

of Sponsor.

Please submit invoices,

Number and Institution name on the Invoice:

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

along with any
inquiries relating to payments for this Study to
the following with reference to the Protocol

Bez predchoziho pisemného souhlasu Zadavatele
nebudou brany v uvahu Zdadné dal§i dodateCné
Zadosti o financovdni.

Faktury spolu s piipadnymi dotazy tykajicimi se
plateb za toto Klinické hodnoceni piekladejte
nasledujicim zplsobem s odkazem na faktufe na
Cislo protokolu a nazev Zdravotnického zafizeni:

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
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Invoices shall be issued to: Faktury budou vystaveny na:
CARDIOR PHARMACEUTICALS GMBH CARDIOR PHARMACEUTICALS GMBH
Hollerithallee 20 Hollerithallee 20

30419 Hannover 30419 Hannover

Germany Némecko

VAT : DE307067481 DIC : DE307067481

Payment: All payments will be remitted to the Platba: Vsechny platby budou poukazany

following Payee: nasledujicimu Ptijemci plateb:
Payee Name/ Jméno Pfijemce plateb: Nemocnice Havlickiv Brod,
: prispévkova

organizace/Havlickiiv Brod
Hospital, contributory
organization

Payee Address/ Adresa Ptijemce plateb: Husova 2624, 580 01

: HavliékﬁVVBrod, Czech
Republic/Ceska repunlika

Payee Contact Name/ Kontaktni jméno XXX XXX XXX

Piijemce plateb:

Payee Phone No./ Telefonni ¢islo Pijemce }O00.0.0.0,0,0.4

plateb:

Payee Email Address/ E-mailova adresa 980000904

Ptijemce plateb:

Bank Account Number/ Cislo bankovniho 17938521/0100

uctu:

Account Name (if different than Payee N/A

Name)/ Nazev uctu (pokud se 1isi od

jména Ptijemce plateb):

Bank Name/ Nazev banky: KB, a.s.

Bank Address/ Adresa banky: Poboc¢ka KB, a.s.
v Havli¢kové Brodg,
Havlickovo namésti 93, 580
01 Havliélgﬁv Brod, Czech
Republic/Ceska republika

IBAN Number/ Cislo IBAN: CZ46010000000000179385
21
SWIFT Code/ SWIFT kod: KOMBCZPP

Senders Reference/ Reference odesilatele: Cardior - CDR132L

In case of changes in the Payee’s bank details, N pripadé zmén bankovnich udaju 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. Smluvni strany se dohodly, Ze v pFipadé
which do not involve a change of Payee/Bank zmén bankovnich idajii, které neznamenaji zménu
Account Name or change of country location of Prijemce plateb / zménu nazvu bankovniho uctu ci
bank account, no further amendments are zménu zemé umisténi bankovniho uctu, nebudou
required. vyzadovany zadné dalsi dodatky.

EXHIBITB | PRILOHA B
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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
zajem na vysledcich Studie, a proto spole¢né
urcili Protokol a zpisob a prostiedky
shromazd’ovani osobnich 1daji od pacientt
(osobnimi daji se podle €¢l. 4 bod 1 evropského
obecného nafizeni 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 pfimo ¢i nepfimo identifikovat,
zejména s odkazem na urc€ity 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 udaji  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.

1.3 Strany spolecné urcuji ucely a prostiedky
zpracovani osobnich udaji  vramci Studie
s ohledem na své vlastni potteby 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 zafizeni, ktefi
by byli Zdravotnickym zafizenim léCeni
I v pfipad€, 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 zafizeni, které nese vyhradni
odpoveédnost za feSeni prav a povinnosti podle
GDPR a pripadnych 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
generally not permitted to receive identifiable
patient information, most of the responsibilities

2.2 V piipadé osobnich udajt
shromazd’ovanych pro ucely Studie aVjejim
ramci (dale ,,Osobni udaje ze Studie) jsou
Strany spoleénymi spravci. Vzhledem k tomu, ze
Zadavatel studie obecné nesmi dostavat
identifikovatelné informace o pacientovi, vétSina
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vis-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:

povinnosti ~ vi¢i  pacientovi  spo¢ivd  na
Zdravotnickém zatizeni. Strany stanovily svoji
prislusnou odpovédnost za plnéni role spole¢ného
spravce Osobnich udajt 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 Kazd4d strana zajisti, Ze ma pro
zpracovani studijnich osobnich udaja
zakonny zaklad podle clanku 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 zatizeni.

ii. Article 5(b) GDPR Purpose
Limitation

ii. Clanek 5 odst. b) GDPR Omezeni tcelu

e Joint responsibility

e Spole¢na odpovédnost

iii.  Article 5(c)
Minimisation

GDPR Data

iii. Clanek 5 odst. ¢) GDPR Minimalizace
udaju

e Joint responsibility

e Spolecna odpovédnost

iv.  Article 5(d) GDPR Accuracy

iv. Clanek 5 odst. d) GDPR Piesnost

e Joint responsibility

e Spole¢né odpovédnost

v. Article 5(e) GDPR Storage
Limitation

V. Clanek 5 odst.e) GDPR Omezeni
uchovavani

e Joint responsibility

e Spole¢né odpovédnost

vi. Article 5(f) GDPR
and Confidentiality

Integrity

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

o Institution will be responsible for
ensuring the security of the
personal data collected and
processed, in particular stored,
by Institution within its Study

database containing
pseudonymized patient files, by
implementing appropriate
technical and organizational

measures to ensure a level of
security appropriate to the risks
that are presented by the
processing.

e Zdravotnické zafizeni odpovida

za zajisténi bezpecnosti
shromazd’ovanych

a zpracovavanych osobnich
udaji, zejména pokud je
uchovava v jeji studijni databazi
obsahujici  pseudonymizované
sloZzky pacientll, a to zavedenim
vhodnych technickych
a organizacnich opatieni
Kk zajisténi Grovné bezpecnosti
odpovidajici  rizikim,  ktera

Zpracovani predstavuje.
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Sponsor will be responsible for
the security of pseudonymized
Study Personal Data it receives
from the Institution or CRO and
processes/stores on its systems
by implementing appropriate
technical and organizational
measures to ensure a level of
security appropriate to the risks
that are presented by the
processing.

Zadavatel odpovida za zajiSténi
bezpecnosti
pseudonymizovanych Osobnich

udaji ze Studie, které bude
dostavat od  Zdravotnického
zafizeni nebo CRO

a zpracovavat/uchovavat ve
svych systémech, a to zavedenim
vhodnych technickych
a organizacnich 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
bezpetnost vySe uvedenych
systémil, 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 incidentil
pro vySe uvedené systémy, za
které je odpovédna.

vii.  Article 15 - 22 GDPR Rights of | vii. Clanek 15 a7 22 GDPR Prava subjektu

the Data Subject udaju
e Institution shall be responsible e Zdravotnické zatizeni odpovida

for responding to requests made za to, ze bude vyftizovat zadosti
to it from patients to exercise pacienttl tykajici se uplatnéni
their rights in relation to Study jejich prav v souvislosti
Personal Data for which it is a s Osobnimi udaji ze Studie, jichz
controller. Sponsor only has je spravcem. Zadavatel bude mit
access to pseudonymized Study piistup pouze
Personal Data to which it does Kk pseudonymizovanym Osobnim
not hold the key, and which it udajim ze Studie, k nimz nema
hence cannot re-identify. kli¢, anemize je tedy zpétné
Sponsor  can therefore not identifikovat.  Zadavatel tak
accommodate any patient nemuze vytizovat zadosti
request, and should not receive pacientl anemél by ani zadné
any such requests. If Sponsor takové zadosti dostavat. Pokud
receives any request it will Zadavatel  né&jakou  takovou
forward the relevant request zadost  obdrzi, pteda  ji
promptly to Institution for neprodlené Zdravotnickému
handling. zafizeni k vyfizeni.

viii. Article 25 GDPR Data |viii. Clének 25 GDPR Zamérna
Protection by Design and a standardni ochrana osobnich udaju
Default

Each Party shall be responsible

Kazdd Strana je odpovédnd za
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for its own compliance with the

vlastni dodrZzovani pozadavkl

GDPR requirements regarding GDPR tykajicich se zamérné
Data Protection By Design and a standardni ochrany udajt.
Default.

ix. Article 30 GDPR Record | ix. Clinek 30 GDPR Vedeni ziznami
Keeping

e Each Party shall be responsible
for maintaining its own records
of processing the Study Personal
Data.

o Kazda Strana odpovida za vedeni
vlastnich zaznaml o zpracovani
Osobnich udaju ze Studie.

X. Article 35 GDPR Data
Protection Impact Assessment

X. Clanek 35 GDPR Posouzeni vlivu na
ochranu osobnich udaji.

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 Kazda Strana je odpovédnad za
provedeni vlastniho posouzeni
vlivu na ochranu osobnich udaju,
pokud je v souvislosti
S Osobnimi udaji ze Studie
vyZzadovano. Pokud je
v souvislosti s Osobnimi tdaji ze
Studie provedeno posouzeni
vlivu na ochranu osobnich udaju,
Strany si takové posouzeni
vzajemné sdeli a nalezité
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 odpovédny za
ochranu osobnich idajt, nejprve
se spolu poradi a poskytnou 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 Kazdd Strana bude Osobni udaje ze
Studie zpracovavat pouze pro UCely uvedené
v této Smlouvé nebo jinak povolené platnymi
pravnimi ptedpisy 0 ochran¢ osobnich daju.

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
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 a new consents from

24 Pokud né¢ktera ze Stran bude chtit
zpracovavat Osobni udaje ze Studie pro novy
nebo jiny ucel, nez je ucCel uvedeny v této
Smlouve, bude tak moci ucinit za predpokladu, ze
bude 0 svém zaméru zpracovavat Osobni udaje ze
Studie pro jiny Gc¢el nejprve informovat druhou
Stranu a ucini veskeré ukony a kroky nezbytné
k zajisténi, aby zamyslené zpracovani Osobnich
udaji  ze Studie pro jiny ucel spliovalo
pozadavky platnych pravnich ptedpisti o ochrang
osobnich 1udajii  (v€etné piipadn¢ho ziskani
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patients, where necessary).

nového souhlasu od pacientit).

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,

2.5 Kazdda Strana bude dohlizet na
spolehlivost vSech osob jednajicich pod jejim
vedenim, které maji pfistup k Osobnim udajim
ze Studie (napf. zaméstnanci a zastupci), a zajisti,
aby tyto osoby zpracovavaly Osobni udaje ze
Studie pouze podle jejich pokynt a prosly

protection and handling of Study Personal Data. | pfislusSnym 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 mtize jmenovat jednu nebo
vice tfetich stran, které budou jejim jménem
zpracovavat osobni udaje, 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 technickd a organizacni
opatieni tak, aby zpracovani Osobnich udaja ze
Studie splinovalo 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, in particular, Article
28 of the GDPR.

At the request of the other joint controller, the
Party appointing a third party Processor will hand
over to him a copy of the above-mentioned
agreement on the processing of Personal Data,
however, only in the event that the requesting
Party presents substantial grounds demonstrating
that the other Party is not in compliance with the
requirements of this section and solely for the
purpose of enabling the requesting Party to verify
whether the other Party is in breach of this
section.

b. Zpracovatel uzavie s pfisluSnym spravcem
pisemnou smlouvu, ktera: (i) stanovi, Ze
Zpracovatel smi Osobni udaje zpracovavat pouze
na zékladé pokynd Spravce, (ii) stanovi, Ze
Zpracovatel musi zavést vhodna technicka
a organizacni opatfeni k zachovani bezpecnosti
a davérnosti Osobnich daju ze Studie, a (iii)
bude ve vSech ostatnich ohledech v souladu
S platnymi pravnimi piedpisy o ochrané osobnich
udaju, zejm. se ¢l. 28 GDPR.

Na zadost druhého spole¢ného spravce mu Strana
jmenujici tfeti osobu Zpracovatele preda kopii
vyse uvedené smlouvy o zpracovani Osobnich
udajii., avSak pouze v pfipadé, ze dozadujici
strana predlozi zavazné duvody prokazujici, ze
druha strana nespliuje pozadavky tohoto oddilu
Ptilohy B Smlouvy ¢i pro zdkonné ucely, a pouze
za ucelem umoznit dozadujici strané ovéfit, zda
druha strana tento oddil porusuje. .

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 of the Agreement that is caused by an act or
omission of its Processor(s).

3.2 Kazda Strana nese odpovédnost =za
veskeré zpracovani Osobnich udaji ze Studie,
které provadi jeji Zpracovatel (Zpracovatelé),
aza jakékoli poruseni této Ptilohy B Smlouvy,
které je zplsobeno jednanim nebo opomenutim
jejiho Zpracovatele (jejich Zpracovatelir).
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3.3 Each Party will maintain a list of all
Processors it appoints, including the processing
activities they fulfil, and will provide such list to
the other Party upon request.

3.3 Kazda Strana povede seznam vSech
Zpracovatell, které jmenuje, vcetné¢ Cinnosti
zpracovani, které vykonavaji, a na pozadani tento
seznam poskytne druhé Strané.

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 of the
Agreement and the Study.

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

4.2 Regardless, data subject (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 muze subjekt udaji
(pacient) ucastnici se Studie uplatnit sva prava
podle platnych pravnich ptedpist o ochrané
osobnich udaja viici kazdé ze Stran.

4.3 Each Party will indemnify and keep
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 of
the Agreement.

4.3 Strana odskodni druhou Stranu za
vsechny naroky, fizeni nebo zaloby, které proti ni
budou wvedeny, resp.vzneseny Vv dusledku
poruSeni ujiSténi a zdvazkd uvedenych v této
ptiloze B Smlouvy druhou Stranou.
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EXHIBIT C PRILOHA C
The extract from the commercial register Vypis z obchodniho rejstiiku
ndelsregister B des Abteilung B Nummer der Firma:
ntsgerichts Hannover Wiedergabe des aktuellen HREB 214001
Registerinhalts

Abruf vom 22.02.2022 11:52

Abdruck Seite 1 von 2

Anzahl der bisherigen Eintragungen:

10

a) Firma:

Cardior Pharmaceuticals GmbH

b) Sitz, Niederlassung, inléndische Geschéftsanschrift, empfangsberechtigte Person, Zweigniederlassungen:

Hannover
Geschéftsanschrift: Hollerithallee 20, 30419 Hannover

c) Gegenstand des Unternehmens:

Die Forschung, Entwicklung, Herstellung, Kommerzialisierung und der Vertrieb von Arzneimitteln und Diagnostika,
insbesondere von RNA-basierten Produkten im Bereich der Kardiologie und dariber hinaus, sowie sdmtliche im
Zusammenhang hiermit stehende und den Gesellschaftszweck férdernde Geschéfte, Beteiligung an anderen
Unternehmen gleicher oder ahnlicher Art.

Grund- oder Stammkapital:

253.811,00 EUR

a) Allgemeine Vertretungsregelung:

|st nur ein Geschaftsflhrer bestellt, so vertritt er die Gesellschaft allein. Sind mehrere Geschaftsfihrer bestellt, so wird die
Gesellschaft durch zwei Geschéaftsfihrer oder durch einen Geschaftsfiihrer gemeinsam mit einem Prokuristen vertreten.

b) Vorstand, Leitungsorgan, geschéftsfiinrende Direktoren, perstinlich haftende Gesellschafter, Geschéftsfiihrer,
Vertretungsberechtigte und besondere Vertretungsbefugnis:

Mit der Befugnis, im Namen der Gesellschaft mit sich als Vertreter eines Dritten Rechtsgeschéfte abzuschlielen:

GeschéftsfUhrer: Prof, Dr. Dr. med. Thum, Thomas, Hannover, *16.11.1974
Geschéftsflhrer: Dr. Ulbrich, Claudia, Hannover, *01.01.1966

Prokura:

Gesamtprokura gemeinsam mit einem Geschaftsfiihrer:
Dr. Agrawal, Rahul, Berlin, *08.08.1965

a) Rechtsform, Beginn, Satzung oder Gesellschaftsvertrag:

Gesellschaft mit beschrankter Haftung
Gesellschaftsvertrag vom 21.06.2016

Zuletzt geéndert durch Beschluss vom 29.07.2021
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Abteilung B Nummer der Firma:

Wiedergabe des aktuellen HRB 214001
Registerinhalts

Abruf vom 22.02.2022 11:52

sregister B des
srichts Hannover

Seite 2 von 2

Abdruck

1) Sonstige Rechtsverhéltnisse:
schafisfunrer sind durch Beschluss der Gesellschafterversammlung vom 20.03.3020 ermachtigt, mit Zustimmung
rates, bis zum 20.03.2025 das Stammkapital der Gesellschaft einmal oder mehrmals um bis zu 40.000,00 EUR

Ausgabe neuer Geschéftsanteile gegen Bareinlage unter Ausschluss des Bezugsrechts der Gesellschafter zu

ernohen (Genehmigtes Kapital 2020).

a) Tag der letzten Eintragung:
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ﬁ.ermxt bescheinige ich aufgrund heutiger Einsichtnahme in das elektronische

Handelsregister des Amtsgerichts Hannover HR B 214001, dass die in dem

v.o‘rstehvenden Registerauszug enthaltenen Eintragungen den am heutigen Tage
1:52 Unhr) vorhandenen Eintragungen entsprechen.

Hannover, den 22 02.2022

Dr. Neumann

i

APOSTILLE
(Convention de la Haye du 5 octobre 1961)

Land: Bundesrepublik Deutschland
Diese offentliche Urkunde

ist unterschrieben von Dr. Corinna Neumann
in inrer Eigenschaft als Notarin in Hannover
4 Sie ist versehen mit dem Dienstsiegel der Notarin
Dr. Corinna Neumann
Bestatigt
5. in Hannover 6. am 08. Marz 2022

7. durch den Prasidenten des Landgerichts in Hannover

unter Nr. 91 a E 2 — 414/2022

Stempel 10. Unterschrift

Der Prasident des Landgerichts
Im Auftrag

3 ol

(Krohn)
Justizobersekretérin
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EXHIBIT D PRILOHA D
The power of attorney for the CRO to Plna moc pro CRO K zastupovani Zadavatele
represent the Sponsor
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y Cardior

Letter of Authorisation — Czech Republic

Effective date: 19" January 2022

Study Title: 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)

EudraCT Number: 2021-006040-27
Protocol number: CDR132L-P2-01

Product Name: CDR132L

To whom it may concern:

Cardior Pharmaceuticals GmbH, located at Hollerithallee 20, D-30419 Hannover, Germany (“Sponsor”)
has engaged IQVIA Biotech Ltd., Business & Technology Centre, Bessemer Drive, Stevenage,
Hertfordshire, SG1 2DX, United Kingdom, together with its affiliates (collectively “IQVIA Biotech™), as
an independent contractor to perform certain services in connection with the above referenced Study.

Sponsor authorises IQVIA Biotech Ltd., Business & Technology Centre, Bessemer Drive, Stevenage,
Hertfordshire, SG1 2DX, United Kingdom, to carry out the following Study related duties and any other
written agreement between the parties in Czech Republic:

1. To perform Clinical Trial Submissions required by the respective country Regulatory Authorities
and to communicate directly with the respective country Regulatory Authorities for study
purposes.

2. To perform submissions required by respective country Central and Local Ethics Committees
and to communicate directly with the respective Central and Local Ethics Committees for Study
purposes.

3. Make payments of fees associated with submitting documentation to the authorities referred to
in items 1 and 2, above;

4. To perform safety reporting required by the respective country Regulatory Authorities and to
communicate directly with the respective country Regulatory Authorities for safety reporting
purposes.

5. Perform all required on-site monitoring activities for all active/participating sites; and

6. Negotiate contracts/agreements with hospitals, investigators and other parties as required for the
conduct of the above-mentioned study on behalf of the Sponsor. The Sponsor specifically
provides such authorization to IQVIA Biotech in a separate written letter of authorization.

Cardior Telefon 0511-338599-30 Managing Dircctors: Handelsregister
Pharmaccuticals GmbH Telefax 0511-338599-39 Dr. Claudia Ulbrich Amtsgericht Hannover
Hollerithallee 20 office(@cardior.de Prof. Thomas Thum HRB 214001

30419 Hannover www cardior de VAT-ID DE 307067481
Germany
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This Letter of Authorisation shall be construed and interpreted as a limited Letter of Authorisation and IQVIA
Biotech Ltd., shall therefore have authority to act on Sponsor’s behalf only in relation to the specific matters
listed above. No rights are granted under this Letter of Authorisation to conduct any other activities on behalf
of Sponsor except with the specific written permission of Sponsor.

No rights or licenses to any patents, trademarks, copyrights, or any other proprietary rights of Sponsor are
implied or granted under this Letter of Authorisation.

Sponsor shall own all rights in and to all data, clinical and regulatory submissions and associated applications
and all intellectual property embodied within the same and shall be entitled to the benefit of all rights under all
international and national regulations, directives and guidelines.

Unless and until revised or revoked in writing this Letter of Authorisation shall remain valid until the end of

the above-mentioned Study. However, this Letter of Authorisation may be revised or revoked by Sponsor prior
to the end of the Study at any time by written notice which may if so, indicated take immediate effect.

Signed for and.on behalf of Cardior Pharmaceuticals GmbH:
/"‘ |

J
/( \ (':" by & y P
Signature: % J (/\/\/\ Date: f ! . M / ",]L],:RQ

W)

Name: UL@((U,L //LVVW\ Position: 'CU ( L[’

Cardior Telefon 0511-338599-30 Managing Directors: Handelsregister

Pharmaceuticals GmbH Telefax 0511-338599-39 Dr. Claudia Ulbrich Amtsgericht Hannover
Hollerithallce 20 office@cardior.de Prof. Thomas Thum HRB 214001

30419 Hannover www cardior.de VAT-ID DE 307067481
(Germany
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